
STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

V. CASE NO. 2019-10611 

GUILLERMO E. SALAS, R.PH., 

RESPONDENT.
/ 

AMENDED ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Amended Administrative Complaint 

before the Board of Pharmacy against Respondent, Guillermo E. Salas, 

R.Ph., and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to section 20.43, Florida Statutes; chapter 

456, Florida Statutes; and chapter 465, Florida Statutes. 

2. At all times material to this Administrative Complaint, 

Respondent was a licensed pharmacist within the state of Florida, having 

been issued license number P542755.



3. Respondent’s address of record is 3701 North Country Club 

Drive, Apartment 1505, Aventura, Florida 33180. 

4. On or about June 9, 2019, in the Eleventh Judicial Circuit Court, 

in and for Miami-Dade County, Florida, Respondent entered a plea of guilty 

to one count of grand theft, a third-degree felony in violation of section 

812.014(2)(c), Florida Statutes (2018). 

5. On or about June 11, 2019, in the Eleventh Judicial Circuit 

Court, in and for Miami-Dade County, Florida, Respondent entered a plea of 

nolo contendere to one count of grand theft, a third-degree felony in 

violation of section 812.014(2)(c), Florida Statutes (2018). 

6. Respondent did not report to the Board of Pharmacy in writing 

within 30 days after he entered a plea of nolo contendere to grand theft. 

7. Section 456.072(1)(x), Florida Statutes (2018—2019), provides 

that failing to report to the board, or the department if there is no board, in 

writing within 30 days after the licensee has been convicted or found guilty 

of, or entered a plea of nolo contendere to, regardless of adjudication, a 

crime in any jurisdiction constitutes grounds for disciplinary action. 

8. Respondent failed to report to the Board of Pharmacy in writing 

within 30 days after entering a plea of nolo contendere to grand theft. 

Page 2 of 5 
DOH v. Guillermo E. Salas, R.Ph. 
DOH Case Number 2019-10611



9. Based on the foregoing, Respondent violated section 

456.072(1)(x). 

WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent’s license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

[Signature on Next Page.] 
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SIGNED this day of 2020. 

Scott A. Rivkees, M.D. 
State Surgeon General 

Alejandro Camacho 
Assistant General Counsel 
FDOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, Florida 32399-3265 
Florida Bar Number 1018880 
(P) (850) 558-9839 
(F) (850) 245-4662 
(E) aIejandro.camacho@f|health.gov 

Original PCP Meeting: November 21, 2019 
Original PCP Members: Weizer & Mesaros 

Amendment PCP Meeting: 
Amendment PCP Members: 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be 
conducted in accordance with section 120.569 and 120.57, Florida 
Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum issued on his or her behalf if a hearing is requested. 

A request or petition for an administrative hearing must be 
in writing and must be received by the Department within 21 
days from the day Respondent received the Administrative 
Complaint, pursuant to rule 28-106.111(2), Florida Administrative 
Code. If Respondent fails to request a hearing within 21 days of 
receipt of this Administrative Complaint, Respondent waives the 
right to request a hearing on the facts alleged in this 
Administrative Complaint pursuant to rule 28-106.111(4), Florida 
Administrative Code. Any request for an administrative 
proceeding to challenge or contest the material facts or charges 
contained in the Administrative Complaint must conform to rule 
28-106.2015(5), Florida Administrative Code. 

Please note that mediation under section 120.573, Florida 
Statutes, is not available to resolve this Administrative Complaint. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 
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Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 
state, county & community efforts. 

 

Ron DeSantis  
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Scott A. Rivkees, MD 

State Surgeon General  

Vision: To be the Healthiest State in the Nation 
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MEMORANDUM FOR RECONSIDERATION 

 
TO:    Probable Cause Panel — Board of Pharmacy 
FROM:   Alejandro Camacho, Assistant General Counsel 
RESPONDENT:  Guillermo E. Salas, R.Ph. 
CASE NO.:   2019-10611 
DATE:   July 28, 2020 

 
 
 On November 21, 2019, the Probable Cause Panel found probable cause that 
Respondent had violated section 456.072(1)(x), Florida Statutes (2018–2019), by 
failing to report in writing, within 30 days, to the Board after entering a plea of 
guilty to grand theft on June 9, 2019. On November 22, 2019, an Administrative 
Complaint was filed against Respondent.  
 
 On July 19, 2020, Respondent presented new information in response to the 
Administrative Complaint. Respondent alleged that he notified the Board of the 
charges brought against him for grand theft on April 19, 2019. The alleged notice 
by Respondent was left on a Saturday at a closed Investigative Services Unit office 
in Doral, Florida, nearly two months before his plea to the charge of grand theft 
and specified that he pled not guilty to the charges.  
 
 The Department reviewed the information provided by Respondent. There is 
no record that the Department or the Board received any correspondence from 
Respondent regarding his plea to grand theft prior to his response to the 
Administrative Complaint. If the notice was received on April 19, 2019, 
Respondent’s notice was nonetheless faulty because it represented Respondent 
would plead not guilty and section 456.072(1)(x) expressly requires that notice be 
provided after a triggering event. Upon review of the court records in Respondent’s 
criminal case, the Department found Respondent later changed his plea to nolo 
contendere to the charge of grand theft. Therefore, the Department recommends 
that the Panel uphold its previous finding of probable cause and authorize the filing 
of the Amended Administrative Complaint. 

_ _ 
Ron DeSanIis 

Mlssmn. Governor 
To protem, promote & improve the health 

of all people in Florida through integrated 

state, county & community effons. 
Scott A. Rlvkees, MD 

H EALTH State Surgeon General 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM FOR RECONSIDERATION 

TO: Probable Cause Panel — Board of Pharmacy 
FROM: Alejandro Camacho, Assistant General Counsel 
RESPONDENT: Guillermo E. Salas, R.Ph. 

CASE NO.: 2019—10611 

DATE: July 28, 2020 

On November 21, 2019, the Probable Cause Panel found probable cause that 
Respondent had violated section 456.072(1)(x), Florida Statutes (2018—2019), by 
failing to report in writing, within 30 days, to the Board after entering a plea of 
guilty to grand theft on June 9, 2019. On November 22, 2019, an Administrative 
Complaint was filed against Respondent. 

On July 19, 2020, Respondent presented new information in response to the 
Administrative Complaint. Respondent alleged that he notified the Board of the 
charges brought against him for grand theft on April 19, 2019. The alleged notice 
by Respondent was left on a Saturday at a closed Investigative Services Unit office 
in Doral, Florida, nearly two months before his plea to the charge of grand theft 
and specified that he pled not guilty to the charges. 

The Department reviewed the information provided by Respondent. There is 
no record that the Department or the Board received any correspondence from 
Respondent regarding his plea to grand theft prior to his response to the 
Administrative Complaint. If the notice was received on April 19, 2019, 
Respondent’s notice was nonetheless faulty because it represented Respondent 
would plead n_ot guilty and section 456.072(1)(x) expressly requires that notice be 
provided ier a triggering event. Upon review of the court records in Respondent’s 
criminal case, the Department found Respondent later changed his plea to nolo 
contendere to the charge of grand theft. Therefore, the Department recommends 
that the Panel uphold its previous finding of probable cause and authorize the filing 
of the Amended Administrative Complaint. 

Florida Department of Health 
Office ofthe General Counsel — Prosecution Services Unit

_ 

4052 Bald Cypress Way, Bin 0-65 - Tallahassee, FL 32399-3265 Accredlted Health Department 
EXPRESS MAIL: 2585 Merchants Row, Suite 105 P H A B Public Health Accreditation Board 
PHONE: 850/245-4640 - FAX: 850/245-4662 

FloridaHeallh.gov



Statement of Guillenno Salas R.Ph 

Date July 2, 2020 

Name Guillermo Salas R.Ph 
3701 N. Country Club Drive, Apt 1505 
Aventura, Florida 33180 

Case No. 2019—10611 

Phone 305—984—0812 

Board members I Guillermo Salas did not failed to report to the Florida Board of 
Phannacy both in writing and via telephone of my situation. On March 28, 2019 I was 
arrested at Nordstrom Store in Aventura Mall due to a Wrongful incident. According to 
the police report I conceal $ 678.00 worth of merchandise in a blue shopping bag. I did inform the Board Via phone at 305-470-5800 the inspector (Elizabeth) from the Board of 
Pharmacy informed me I had to do it via mail I asked for the address or online. I wrote 
the letter attached with the police report and personally drop it at 8350 NW 52 Tet, Suite 
400 in Doral it was a Saturday at approximately 1:30 pm a security officer informed me 
they are closed I left the letter under the door. I called back on Monday they infouned 
me that it was received and wait. I did informed the Board of my situation within 30 
days. 

Sincerely / 
KEV/O 

This person is produced the following identification: F1 Oliver Liam 5 c 

Subscribed and swom to 01‘ affilmed before me this 3nd day of Jg I g 2020 
NOTARY STATE SEAL: 

zfioéary Public Name 

([112 #2013 
My Commission Expires 

, jg! 'fi‘ Nomy Public sum of Florida 
‘ , . Beatriz Canaan 

% ”05 
My Commission GG 331361 

Y 
ow 

Expim 1 "1212023



April 13, 2019 

Attn: Florida Board of Pharmacy 
' ' 

8350 Nw 52 Terrace Suit 400 
(§ © FY Doral, FL 33176

' 

Re: Rph Guillermo Saias --PS42755 

8701 N Country Club DrApt 1505 
Aventura FL 33180 

Dear Florida Board of Pharmacy Members: 

I am writing this let’ter in order to notify you according to Florida Board of Pharmacy 

Statutes that on 03/28/2019 I was arrested at Nordstrom Store locate on Aventura 
Mall due to a wrongful incident. 

Unfortunately, at this time due to this incident I have been charge with Grand Theft 3er 

Degree, but I already have a Criminal Attorney that will represent me for this issue with 

the Miami-Dade County Clerk of the Ocurts for my Courts Defense hearings 

Also, Please find enclosed with this letter a copy of the Police arrest Report, the 

Notice of Appearance from my Attorney and Plea of not guilty, that my attorney filed 

with the clerk of Court on my behalf. 

If you need any additional information, please do not hesitate to contact me‘ 

Respectfully 

Guille o alas 
FL Board lo. P842755 
3701 N C ntry Club Dr Apt 1505 
Aventura FL 33180 
Ph N0.: 305—9840812 

C.C : Ivan Abrams Esq
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IN THE CIRCUIT COURT OF THE ELEVENTH JUDICIAL CIRCUIT 
IN AND FOR MIAMI-BABE COUNTY, FLORIDA 

STATE OF FLORIDA, CASE no.2 F19—6243 

Plaintiff, JUDGE: DE LA 0 
V. 

GUILLERMO SALAS, 

Defendant. 

TO THE CLERK OF THIS COURT: 

YOU ARE HEREBY NOTIFIED that the undersigned attorney does 

hereby ent§r_.his, ,appearange a; airwayp Legord for the Defendant. 

GUILLERMO SALAS, in the above styled cause, and you are hereby requested 

to furnish said attorney with copies of a“ future _C_g_u§tm_cia_t£s_,,_ 

919,4 in this cause. 

QEBUHCATE 32F §ERY£QE 

I HEREBY CERTIFY that a true and correct copy of the foregoing has 
been furnishecé by the e~filing portal to: Miami- Dade Clerk of the Court and to the 
Office of the State Attorney this ___11th_ day of April, 2019. 

LslAtirgmg 
IVAN ABRAMS, ESQ. 
ABRAMS JUSTICE 
8950 SW 74th Court 
Suite 2201 

Miami, Florida 33156 
Office; (305) 709—0880 

Fax: (305) 402-2888 
Florida Bar # 72441



IN THE CIRCUIT COURTOF THE ELEVENTH JUDiCSAL CIRCUIT 
' 

IN AND FOR MIAMI-BABE COUNTY, FLORIDA 

STATE OF FLORIDA, CASE NO: F19-6243 

Plaintiff, JUDGE: DE LA 0 
V. 

GUILLERMO SALAS, 

Defendant. 

WEEUEN.PLEA QEEQIEULLTY 

COMES NOW, the Defendant, GUILLERMO SALAS, by and through his 
undersigned counsel and informs the Court that: 

1. The above-named Defendant enters a plea of not guilty 

2‘ The above-named Defendant hereby stands mute, requests a TRIAL by 
Jury, hereby waives formal arraignment and requests fifteen (15) days for 
the filing of appropriate defensive motions. 

QEWALEQLEMJQE 

I HEREBY CERTIFY that a true and correct copy of the foregoing has 
been furnished by the e-filing portal to: Miami— Dade Clerk of the Court and to the 
Office of the State Attorney this _11th__ day of April‘ 2019‘ 

lgflflfibflfflfi 
IVAN ABRAMS, ESQ. 
8950 SW 74th Court 
Suite 2201 

Miami, Ftorida 33156 
Office: (305) 70943880 
Fax: (305) 402-2888 
Flon'da Bar # 72441



IN THE CIRCUIT COURT OF THE ELEVENTH JUDICIAL CIRCUIT 
IN AND FOR MlAME-DADE COUNTY, FLORIDA 

STATE OF FLORIDA, CASE no; F19-6243 

Plaintiff, JUDGE: DE LA 0 
V. 

GUILLERMO SALAS, 

Defendant.

N “£913 DISQQ‘LEBY 

The Defendant GUILLERMO SALAS, by and through his undersigned 

counsel, notifies the State of Florida of his intention to participate in discovery 

and pursuant to Rule 3220 for the Florida Rules of Criminal Procedure, to 

disclose to counsel for the defendant and permit said counse! to inspect, copy, 

test and photograph the following material within the State's actual or 

constructive possession or control: 

1. A complete list of the names and addresses of a" persons known to the 

prosecutor to have information which may be relevant to the offense charged, 

and to any defense with respect thereto, regardless of whether the State intends 

to call said person at the time of trial or any hearings in the instant case. 

2. The " statement" of any person whose name is furnished in compliance 

with the preceding paragraph, as said term is defined by RuFe 3.220 and case 

decisions interpreting said Rule. The Defendant specifically demands disclosure 

of all statements, affidavits, transcripts and/or writings of testimony under oath 

upon which the abeve—stykzd Indictment or Information is based and upon which 

the probable cause for the detention of the Defendant has been determined 

3. Any written or recorded statements and the substance of any oral 

statements made by the Defendant and known to the prosecutor or any state 

witness, including any statements made in police reports. to loss prevention 

officers, or report summaries, together with the name and address for each 

witness to the statements.



4. Any wrétten or recorded statements and the Substance of any oral 

statements made by any purported witnesses in this case, 

5. Any tangibIe papers or objects which were obtained from or belonged to 

the Defendant. 

6. Whether there has been any electronic surveillance at the incident 

location which is in the possession of the State of Florida, including wire-tapping, 

of the premises of the Defendant, the Notdstrom surveillance video 
mentioned in the (IX-form), or of conversations to which the Defendant was a 

party; and, any documents relating thereto: 

3. Please disclose the contents of said conversations and please 

provide a copy of the Nordstrom surveillance videotape Please 

ensure that if a body worn camera was used by the arresting 

officer, that is preserved for use at trial, and a copy is provided to 

the defense forthwith 

7, Whether there has been any search and seizure and any documents 

relating thereto: 

a. Please disclose when. where, and under what 

circumstances the search and seizure was conducted. 

1). Please disclose any documents relating thereto, 

including but not limited to, offense incident reports and 

affidavits and exhibits in support thereof, consent 

forms, miranda forms, property receipts and inventories reflecting 

material seized, and police reports reiafing to the 

performance of the search and seizure, as well as the preservation 

and disclosure of any police radio dispatch communication 

regarding this incident 

8, Any tangible papers or objects including photographs which the 

prosecuting attorney intends to use in the hearing or trial and which were not 

obtained from or belonged to the Defendant



10. Any and all material now known to the State of Florida, or which 

through due diligence may be learned from the investigating officers or the 

witnesses or persons having knowledge of this case, that is favorable to the 

accused or may teed to favorable matexial or might serve to mitigate the 

punishment, including any material impeaching or contradicting testimony of 

state witnesses or instructions to state witnesses not to speak with or discuss the 

facts of the case with defense counsel. Brady v. Maryland, 373 US. 83 S.Ct. 

1194, 10 L.Ed.2d 215 (1963). The favorable material sought includes but is not 

limited to the foHowing items: 

a) Any and all material relating to the guilt or punishment of 

the accused; 

b) Any and all material that impeaches prosecution as to 

witnesses; 

c) Any and all material consisting of prior inconsistent 

statements of a state witness. 

d) Any and all material consisting of information as to 

pending charges, prior charges, or prior convictions of a 

state witness; 

e) Any and all material consisting of information regarding a 

state or government witness, interest. motives‘ prejudices, 

hostilities, means of obtaining know/Edge, or power of 

memory; 

f) Any and all material consisting of information that either of 

the alleged victims were the aggressor in the alieged 

incident. 

11. Please disclose to and permit defense counsel to insped and copy or 

photograph cedain records which are in the possession of the State of Florida, or 

to which the State of FEorida has access, to—wit: 

a The police arrest report and incident report 

filed by all police officers who participated in the arrest of the 

Defendant in this case.



b. The police compiaint form filed by the police 

officer who received the original complaint of 

the alleged crime from any complaining witness 

in this case. 

0. The arrest and/or crime conviction records, 

if any, of the witnesses that the State of 

Florida intends to call at the trial in this 

case. 

d‘ The police booking sheet indicating the exact date, 

time, charge and other relevant data contained 

therein with reference to the arrest of the Defend- 

ant in this case‘ 

The Defendant respectfully requests that copies of the written material and 

information demanded pursuant to the foregoing paragraphs be attached to the 
State's discovery response as said method of disclosure should be mutually 
agreeabte to defense counsel and the prosecutor. 

The Defendant requests the State to file and serve defense counsei with a 

written discovery responsewhich specifically, individuany and completeiy 
responds to each of the aforementioned discovery requests. 

All of this Documentary Evidence shall be furnished prior to any 
depositions should there be any, of the witnesses involved in this cause. It shaH 

be presumed that the aforementioned discovery will be provided by U.S. mail 

from the prosecutor to the defense counsel absent objection from the prosecutor 
within (15) days of service of this written notice by the Defendant‘s attomey‘ 

Shuuld the State claim reasonable grounds, exceptions or privileges, that 

authorize nondisclosurex same should be specifically stated and the factual 
basis professed so that issues may be clear-1y joined for fuiure litigation.



Respectfuliy Submifled, 

@liliu‘Akrgflhxsnm 

Wan Abyams, Esq. 

Attorney for Defendant 

Florida Bar #72441 

I HEREBY CERTIFY that a true and correct copy of the foregoing has 
been furnished by the e~fi|ing portal to: Miami- Dade Clerk of the Court and 
through e-service to the Office of the Miami-Dade State Attorney this _11th___ 
day of April, 2019. 

IVAN ABRAMS, ESQ. 
ABRAMS JUSTICE 
8950 SW 74th Court 
Suite 2201 

Miami, Florida 33156 
Office: (305) 709-0880 
Fax: (305) 402-2888 
Florida Bar # 72441



Statement of Guillermo Salas R.Ph 

Date July 2, 2020 

Name Guillermo Salas R.Ph 
3701 N. Country Club Drive, Apt 1505 
Aventura, Florida 33180 

Case No. 2019-10611 

Phone 305—984-081 2 

Board members I Guillermo Salas did not failed to report to the Florida Board of 

Pharmacy both in writing and via telephone of my situation 011 March 28, 2019 I was 

arrested at Nordstrom Store in Aventura Mall due to a Wrongful incident. According to 

the police report I conceal $ 678.00 worth of merchandise in a blue shopping bag I did 

inform the Board via phone at 305-470-5800 the inspector (Elizabeth) from the Board of 

Pharmacy informed me I had to do it via mail I asked for the address or online. I wrote 

the letter attached with the police report and personally drop it at 8350 NW 52 Ter, Suite 

400 in Dora] it was a Saturday at approximately 1:30 pm a security officer informed me 

they are closed 1 left the letter under the door. I called back on Monday they informed 

me that it was received and wait. I did informed the Board of my situation within 30 

days. 

Sincerely 

This person is produced the following identification: 

Subscribed and sworn to or affirmed before me this day of 2020 
NOTARY STATE SEAL:



Notary Public Name 

My Commission Expires



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


N THE CIRCUFT COURT OF THE ELEVENTH JUDICIAL CIRCUIT IN AND FOR M|AM|-DADE COUNTY, FLORIDA 386 

CLOCK IN 

CRMNAL 
FINDING 0F GUILT AND ORDER OF 
WITHHOLDING ADJUDICATIONISPECIAL 

DIVISION CONDITIONS 

THE STATE OF FLORIDA vs. 

GUILLERMO ENRIQUE SALAS 3 _‘ 

PLAINTIFF DEFENDANT 
. 

‘ 
"i * 

CASE NUMBER: F19006243 3

\ 

v ) 
':) 
‘0 

IT APPEARING UNTO THE COURT that the defendant being personally before the coun accompaniéd by his/her » I 

attorney, IVAN ABRAMS, PA has been found guilty of the charge of 

'EOUNT 
: CRIME 

" ' " " ' ‘ 44444 
i DEGREE 

1 GRAND THEFT 3RD DEGREE 3/F 

by the coun upon the entry of a nolo contendere plea 
and it appearing unto the coun, upon a hearing of the maner, that the defendant is not likely to engage in a 
criminal course of conduct and the ends of justice and welfare of society do not require that the defendant shall 
presently suffer the penalty imposed by law, and he Cour! being fully advised in the premises, it is thereupon 
ORDERED and ADJUDGED that an adjudication of guilt be, and the same is hereby stayed and withheld.W 

The defendant is placed on PROBATION in a separale Order entered herein.W 
Costs 
DNA previously taken 
PROBATION 

IT IS ORDERED THAT the defendant be fingerprinted pursuant to Florida Statute 921 .241(1 ). 

REV 10/02 CB 06/18/19 CB 06/18/19 R0 06/19/19 Page 1 of 3 Clerk's wab address: www.miami-dadsclsrk.eorn 

BOOK 31518 PAGE 1942 CFN: 20190427702 DATE:O7/10/2019 01:13:50 PM Pgs 1942—1944 Mia-Dada Cty FL



CFN: 20190427702 BOOK 31518 PAGE 1943 

N THE CIRCUIT COURT OF THE ELEVENTH JUDlCIAL CIRCUIT IN AND FOR MIAMI-DADE COUNTY. FLORIDA 

CRIMINAL 
CHARG ES/COSTS/FEES CASE NUMBER: F19006243 

DIVISION 

THE STATE OF FLORIDA vs. 
GUILLERMO ENRIQUE SALAS 

PLAINTIFF DEFENDANT 

The Defendant is hereby ordered to pay the following sum indicated: 

$5000 Pursuant to Florida Statute 938.03(4) (Crimes Compensation Trust Fund). 

$20.00 Pursuant to Florida Statute 938.06 (Crime Stoppers Programs). 

$3.00 Pursuant to Florida Statute 938.19 (Teen Courts). 

$50.00 Pursuant to Florida Statute 775.083(2) (Crime Prevention Programs). 

$65.00 Pursuant to Florida Statute 939.185(1)(a) (Assessment of Additional Court Costs as 
Adopted by Ordinance 04-116). 

$8500 Pursuant to Florida Statute 939.185(1)(b) (Surcharge as adopted by Ordinance 05-123). 

$100.00 Cost of prosecution Florida Statute 938.27(8) 

$225.00 Additional cost fine and forfeiture Florida Statute 93805 

$598.00 TOTAL 

STAY DUE DATE: 7/11/2019 

DONE AND ORDERED in Open Court in Miami—Dede ounty, Fl ride this 11th day of June, 2019. 

JUDGE MféfL DE IKO DIV. F005 

Page 2 of 3 Clerk's web Murals: www‘misml-dadeclerk.com



ELECTION OF RIGHTS 

I received the Administrative Complaint on the following date: 
P8130!“ seeking a hearing on an Administnfive Complaint must file a petition for hearing with the agency within 
21 days of receipt of written notice of the Administrafive Complaint pursuant to Rule 28-106.111(2), Florida 
Administrative Code. 

Any person who receives written notice of an Administrative Complaint and who fails to file a written request for a 
hearing within 21 days waives the right to request a hearing on such matters pursuant to Rule 28-106.111(4), Florida 
Administrative Code. 

PLEASE SELECT ONLY 1 OF THE 2 OPTIONS. 

OPTION 1. I do not dispute the allegations of material fact in the Administrative Complaint. I request a 
hearing be conducted pursuant to Section 120.57(2), Florida Statutes, where I will be permitted to appear, if I so choose, 
and submit oral an written evidence in mifigmjon of the complaint to the Board. 

OPTION 2. 
' I d_o d‘mpute the allegations of material fact contained in the Administrative Complaint and 

request this to be considered a petition for formal hearing, pursuant to Sections 120.569(2)(a) and 120.570), Florida 
Statutes, before an Administrative Law Judge appointed by the Division of Administrative Hearings. Pursuant to the 
requirement of Uniform Rule 28-1062015(5), Florida Administrative Code, I specifically dispute the following 
material facts (ide tified Myrna]: number and fact disputed) in the Administrative Complaint: 

yL 4r 4’ fééz/sflfl/ / 
, //§ ,QIJ/f ,4 6,3414 2, a / 

fé/flzum) 7% //14/flM {‘7géA/JMM 517% 
Jflw/LJ 73?) fl/[IJ‘SZQ 2); % Aw/f' 
3/74 #97 /%MA Q7011 W M x40 ,44/ M/ /J % a/u M0 gé/n; 4441 

PLEASE 181-12: lithe e 
of the Administrative 

partme does not receive your completed election of rights within 21 days of your receipt 
plaint, your request for hearing will be denied. 

/. 
Respondent’s Signatuia 

' 

Attorney/Qualified Representafive“ 
Address: AddIess: 

Lic. No.: Z 3 £22 5 E Phone No.: 

Phone N- ' 
. , , 

_ .. , fl FaxNo.: 

Email: WM” 1 4.111 . . Email: 

STATE 9 ,-’ 'Qualified Repruentatives must file wrimn 
COUNTY OF reqlmu to appnr I: such pursuant to 

Rule 28-106.]06, Uniform Rules of Procedure. 

PLEASE MAIL AND/0R FAX COMPLETED FORM TO: Hull!!! Phillips, Esquire, Assistant Galen] Cmmsel1 DOH, Prmccuflon Servics Unit, 4052 Bald Cyprul l, Bin G65, Twain-sue, Florida 32399-3265. Telephonc Numbu’: (850) 558-9814; FAX (850) 245-4662; TDD 1- 
800—955-877 

DOH v. GUILLERMO E. SALAS, KPH. Case No. 2019-10611 
Rev. 7/2019



  STATE OF FLORIDA 

 DEPARTMENT OF HEALTH 

INV FORM 300, Revised 4/14, 3/14, 2/08, Created 07/02 

INVESTIGATIVE REPORT
Office:     Miami ISU Date of Complaint: 7/3/19 Case Number: 2019-10611 

Subject: GUILLERMO E. SALAS, RPh 
  3701 N. Country Club Dr., Apt 1505 

    Aventura, FL 33180 
  305 984-0812 

Source:  FLORIDA DEPARTMENT OF HEALTH-       
             CONSUMER SERVICES UNIT 

Profession: Pharmacist License Number and Status: 42755, Clear, Active 

Related Case(s): 201926421, 201939585 Period of Investigation and Type of Report: 
 5/8/2020 - 6/23/2020, Supplemental 1 

Alleged Violation: See final report 

Synopsis:  This supplemental report is based on a request from DOH attorney ALEJANDRO 
CAMACHO requesting that an Administrative Complaint (AC) packet be hand-served to SALAS.  

On 6/18/2020 DOH Investigator, ANA CALVO hand-served the AC packet to SALAS at his 
residence at 3701 N. Country Club Dr., Apt 1505, Aventura, FL 33180. 

Exhibit  page  
S1-1  PSU Request Form……………………………………………………………………....2 
S1-2  Affidavit of Service………………………………………………………………….…….3 

Investigator/Date:  

Robert Radin, MQA Investigator, 6/23/20 

Approved By/Date:      

Carlos Suarez, MQA Supervisor 6/23/2020 

Distribution:    HQ/ISU Page 1 

STATE OF FLORIDA 

Florida DEPARTMENT OF HEALTH HEALTH 

INVESTIGATIVE REPORT 

Office: Miami ISU Date of Complaint: 7/3/19 Case Number: 2019-10611 

Subject: GUILLERMO E. SALAS, RPh Source: FLORIDA DEPARTMENT OF HEALTH- 
3701 N. Country Club Dr., Apt 1505 CONSUMER SERVICES UNIT 
Aventura, FL 33180 

305 984-0812 

Profession: Pharmacist License Number and Status: 42755, Clear, Active 

Related Case(s): 201926421, 201939585 Period of Investigation and Type of Report 

5/8/2020 - 6/23/2020, Supplemental 1 

Alleged Violation: See final report 

Synopsis: This supplemental report is based on a request from DOH attorney ALEJANDRO 
CAMACHO requesting that an Administrative Complaint (AC) packet be hand-served to SALAS. 

On 6/18/2020 DOH Investigator, ANA CALVO hand-served the AC packet to SALAS at his 
residence at 3701 N. Country Club Dr., Apt 1505, Aventura, FL 33180. 

Exhibit page 

81-1 PSU Request Form .................................................................................. 2 

81-2 Affidavit of Service ................................................................................... 3 

Investigator/Date: Approved By/Date: 

Robert Radin, MQA Investigator, 6/23/20 Carlos Suarez, MQA Supervisor 6/23/2020 
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Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 
state, county & community efforts. 

Ron DeSantis 
Governor 

Scott A. Rivkees, MD 
State Surgeon General 

Vision: To be the Healthiest State in the Nation 

Florida Department of Health 
Office of the General Counsel – Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-3265 
EXPRESS MAIL: 2585 Merchants Row, Suite 105 
PHONE: 850/245-4640 • FAX: 850/245-4684 
FloridaHealth.gov 

PSU REQUEST FORM 

FROM: Alejandro Camacho, Esq. TO: ISU Miami 

Date:    May 8, 2020  TO: CSU 
Phone #: 850-558-9839 CC: 

Case Number: 2019-10611 Board: Pharmacy 
Subject: Guillermo Salas, R.Ph. HL Code:hll162b Status:  87  
Requested Completion Date: 06/08/2020 

(PSU) TYPE OF REQUEST: (describe details below) 

Process Service* (Activity Code 160) 

Additional Information Requested (Activity Code 145) 

Deficiency in Investigative Work (Activity Code 150) 

Details: Please hand deliver AC pack to Respondent; he was detained by ICE and is currently at: 
Krome North SPC Detention Facility, 18201 S.W. 12th St., Miami, FL 33194  
Visitor Phone: 305-207-2001 

*The following additional information is needed for each service request:
Last Known Address: 18201 S.W. 12th St. Miami, FL 33194
Last Known Name & Phone Number: Guillermo Salas 305-984-0812
Last Known Place of Employment & Address if Known:
Has Contact Been Made With This Individual? YES   No ; If Yes, When? 
Was this case originally worked by CSU or in an area office different from where this service request is 
being sent? YES **  No  NOTE: All process service requests need to be sent to appropriate field 
office. 
**IF YES, please send a copy of the original Investigative Report without attachments. 
(ISU/CSU) RESPONSE: 

 Process Service Completed (Activity Code 161)  Process Service NOT Completed (Activity 
Code 162) 

Additional Info Sent to Legal (Activity Code 156)  

Supp. Investigation Request Cancelled (Activity Code 157) 
Email to: 
Pensacola Tallahassee Alachua Jacksonville 

St. 
Pete 

Tampa Orlando 

Ft. 
Myers 

Jupit
er 

Ft. 
Lauder

dale 

Miami 

Consumer 
Services

Rev. 01/2020 
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. . Ron DeSanIis 
Mlssmn: Governor 
To protect, promote & improve the health . 
ofall people In Florida thfough Integrated 

FIOYI da Scott A. Rivkees, MD 
state, county & community effons. 

H EALTH State Surgeon General 

Vision: To be the Healthiest State in the Nation 

PSU REQUEST FORM 

FROM: Alejandro Camacho, Esq. TO: ISU Miami 

Date: May 8, 2020 TO: CSU 

Phone #: 850-558-9839 CC: 

Case Number: 2019-10611 Board: Pharmacy 
Subject: Guillermo Salas, R.Ph. HL Code:hll162b Status: 87 
Requested Completion Date: 06/08/2020 

(PSU) TYPE OF REQUEST: (describe details below) 

E Process Service* (Activity Code 160) 

E] Additional Information Requested (Activity Code 145) 

D Deficiency in Investigative Work (Activity Code 150) 

Details: Please hand deliver AC pack to Respondent; he was detained by ICE and is currently at: 
Krome North SPC Detention Facility, 18201 S.W. 12th St., Miami, FL 33194 
Visitor Phone: 305-207-2001 

*The following additional information is needed for each service request: 
Last Known Address: 18201 S.W. 12th St. Miami, FL 33194 
Last Known Name & Phone Number: Guillermo Salas 305-984-0812 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES D Nofi; If Yes, When? 
Was this case originally worked by CSU or in an area office different from where this service request is 
being sent? YES E!” No D NOTE: All process service requests need to be sent to appropriate field 
office. 
**IF YES. please send a copv of the oriqinal lnvestiqative Report without attachments. 
(ISUICSU) RESPONSE: 
D Process Service Completed (Activity Code 161) D Process Service NOT Completed (Activity 

Code 162) 

E Additional Info Sent to Legal (Activity Code 156) 

E] Supp. Investigation Request Cancelled (Activity Code 157) 
Emai'm: 

St Ft Ju it E 
Pensacola Tallahassee Alachua Jacksonville —' Tampa Orlando —' —L Lauder Miami 

Pete Myers e_r —dale
— 

Consumer 
Services 

Rev. 01/2020 

Florida Department of Health 
Office ofthe General Counsel — Prosecution Services Unit . 
4052 Bald Cypress Way, Bin C455 - Tallahassee, FL 32399-3265 Accredlted Health. Department 
EXPRESS MAIL: 2585 Merchants Row, Suite 105 P H A B PUbIIC Health Accredltatlon Board 
PHONE: 850/245-4640 - FAX: 850/245-4684 

FloridaHeallh.gov 000002

mailto:MQAisuA1Priority@flhealth.gov
mailto:MQAisuA2Priority@flhealth.gov
mailto:MQAisuA3Priority@flhealth.gov
mailto:MQAisuA4Priority@flhealth.gov
mailto:MQAisuA5Priority@flhealth.gov
mailto:MQAisuA5Priority@flhealth.gov
mailto:MQAisuA6Priority@flhealth.gov
mailto:MQAisuA7Priority@flhealth.gov
mailto:MQAisuA8Priority@flhealth.gov
mailto:MQAisuA8Priority@flhealth.gov
mailto:MQAisuA9Priority@flhealth.gov
mailto:MQAisuA9Priority@flhealth.gov
mailto:MQAisuA10Priority@flhealth.gov
mailto:MQAisuA10Priority@flhealth.gov
mailto:MQAisuA10Priority@flhealth.gov
mailto:MQAisuA11Priority@flhealth.gov
mailto:CSUSupplementalRequest@flhealth.gov
mailto:CSUSupplementalRequest@flhealth.gov
RadinRX
Typewritten Text
X

RadinRX
Typewritten Text
Exhibit S1-1



To prolect. promote & � the health 
of all people In Floli:la through integrated 
slate, county & community efforts. 

DEPARTMENT OF HEAL TH 
Petitioner 

vs 
Guillermo E. Salas, R.PH., 

Respondent 

Florida 
HEALTH 

Vision: To be the Healthiest State in the Nation 

AFFIDAVIT OF SERVICE OR DILIGENT SEARCH 

Case No. 2019-10611 

COMES NOW, the affiant, who first being duly sworn, deposes and states: 

Scott A Rlvkees, MD 
State Surgeon General 

1) Affiant is an Investigator/Inspector employed by the DEPARTMENT OF HEAL TH, State of Florida.

2) That on __ _, Affiant made a diligent effort to locate Respondent, to serve XX Administrative Complaint and
related papers;_ Order compelling examination(s); Subpoena(s); ___ Final order; ____ Notice to cease
and desist; ____ ESO/ERO and related papers.

3) Check applicable answer below:

.lQL_Affiant made personal service on Guillermo E. Salas, Respondent, on 6/18/2020 at 3701 N. Country Club Dr., 
Apt 1505, Aventura, FL 33180, where Guillermo E. Salas resides. 

_Affiant was unable to make service after searching for Respondent at: (a) all addresses for Respondent shown in 
the DOH investigation of the case; (b) all official addresses for Respondent shown in his licensing records on the 
computer terminal or Board office; (c) Local telephone company for the last area Respondent was known to frequent 
(d)

7 
ol Drivers Licmsi,s; and (e) �· cable, elc.); any olher.s: 

�11/k.� 
Affiant 

State Of Florida 
County Of Miami-Dade 
Before me, personally appeared Ana Maria Calvo whose identity is known to me by _Person ____ (type 
of identification) and who, acknowledges that his/her signature appears above. 

Sworn t�or affirmed by Affiant before me this ___ /_( __ day of Ju"" e-- 2020. 

j\ fl)__ 
Notary Public-State of Florida 

!< i) k, f-R J,� 
Type or Print Name 
Florida Department of Health 
Division of Medical Quality Assurance 
6350 NW 52 Tenace, Ste 400• Miami, FL 33166-7709 
PHONE: 305 470-5896 • F,6)1. 305 499-2090 
FlorldaHealth.gov 

INV FORM 321, Revised 8/14 

My Commission Expires .-----------. 4) ROBERTRADIN 
ConlnllsslonlGG 286364 

Expim Jlllllary 14, 2023
BonlledllwTIOfF-. i-..�• 

■ Accredited Health Department
'- • : Public Health Accreditation Board

Exhibit S1-2 
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AFFIDAVIT OF SERVICE OR DILIGENT SEARCH 
DEPARTMENT OF HEAL!fl_ 

Petitioner 

vs Case No. 2019-10611. 
Guillermo E. Salas R.PH. 7 7 ,, 

Respondent 

COMES NOW, the afliant, who first being duly sworn, deposas and states: 

1) Affiant is an Invesfigator/Inspector employed by the DEPARTMENT OF HEALTH, State of Florida. 

2) That on Affiant made a diligent effort to Iowte Respondent, to serve fl, Administrative Complaint and 

related papers;_ Order compelling eminafion(s); Subpoena(s); Final order; Notice to cease 

and desist; _ ESOIERO and related papets. 

3) Check applicable answer below: 

fiAfiant made personal service on Guillermo E. Salas Respondent, on 6/18/2020 at 3701 N. County Club Dr.l 

A t 1505 Aventuta FL 33180 where Guillemo E. Salas aides. 

_Affiant was unable to make service after searching for Respondent at: (a) all addresses for Respondent shown in 

the DOH investigation of the case; (b) all oflicial addmses for Respondent shown in his licensing words on the 

computer terminal or Board office; (0) Local telephone company for the last area Respondent was known to frequent: 

(d) Divis' of Drivers WW, cable, eta); any others: 

14444
7 

Affiant

— 

State Of Flm'da 

Coumy Of Miami-Bade 

Before me, personally appeared Ma Man'a Calvo Mose identity is known to me by Pecson (type 

of identification) and M10, admowtedges that his/her signature appears above. 

2020. SmmtogaaffinmdbyAffiantbeforememis M dayof fit“, 

@ry Public~StateofF|orida My Commission Expires 

fl 0 EV 7L6"! 'l‘ 
Type or Print Name 

Florida Department of Health ”W" “W“ ““"W WW I AccredkedHealth man easouwszrm,smwo-Maw.n331wm9 . . . . 

”mammmmflxm‘ggm HAB MucHeaMAccredrtabonBoard 

Fluid-Mam 
INV FORM 321, Revised W14 
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                            STATE OF FLORIDA 
  

            DEPARTMENT OF HEALTH 
 
 

 

AGENCY FOR HEALTH CARE ADMINISTRATION 

 

 
 
 
 
 

INV FORM 300, Revised 08/2017, Created 07/2002 

 

 

INVESTIGATIVE REPORT 

Office: Consumer Services Unit Date of Complaint: 7/3/19 Case Number: 201910611 

 
Subject: GUILLERMO E. SALAS  
              3701 N. Country Club Dr. Apt 1505 
              Aventura, FL 33180 
              305-984-0812 

 
Source: FLORIDA DEPARTMENT OF HEALTH- 
Consumer Services Unit 

Profession: Pharmacist   License Number and Status: 42755/ Clear, Active 

Related Case(s):  none Period of Investigation and Type of Report: 7/10/19-
7/10/19 FINAL 

 

Alleged Violation: S.S. 456.072(1)(c)(k)(x)(dd), 465.016(1)(f)(r), F.S.   

Synopsis: This investigation is predicated on the receipt of an internally generated complaint generated complaint 
stating SALAS retained fingerprints matched a recent arrest record. Review of the Criminal History Database indicates 
SALAS was arrested on 3/28/19 in Miami-Dade County and was charged with GRAND THEFT 3RD DEGREE 
812.014(2)(C) (felony). SALAS plead guilty and adjudication was withheld on 6/11/19. SALAS has not reported this 
violation within the required time frame. 
 

 Yes   No     Subject Notification Completed? 
 Yes   No     Subject responded? 
 Yes   No     Patient Notification Completed?                                       
 Yes   No     Above referenced licensure checked in database/LEIDS? 
 Yes   No     Board certified?       Name of Board: Date:  

                                                              Specialty:  
 
Law Enforcement 

 Notified      Date:      
 Involved     Agency:  Miami-Dade County  

                               
 Yes   No     Subject represented by an attorney?                                                 

                            Attorney information:   
 

Investigator/Date:  7/10/19 

 

 

Aliza Hopkins 

Government Analyst I 

Approved By/Date:             
 
 
 

Rachel Beam 
Senior Management Analyst II 

Distribution:    CSU/PSU Page 1 

7/10/2019

STATE OF FLORIDA 
HEALTH 

INVESTIGATIVE REPORT 

Office: Consumer Services Unit Date of Complaint: 7/3/19 Case Number: 201910611 

Subject: GUILLERMO E. SALAS Source: FLORIDA DEPARTMENT OF HEALTH- 
3701 N. Country Club Dr. Apt 1505 Consumer Services Unit 
Aventura, FL 33180 
305-984-0812 

Profession: Pharmacist License Number and Status: 42755/ Clear, Active 

Related Case(s): none Period of Investigation and Type of Report 7/10/19- 
7/10/19 FINAL 

Alleged Violation: s.s. 456.072(1)(c)(k)(x)(dd), 465.016(1)(f)(r), F.S. 

Synopsis: This investigation is predicated on the receipt of an internally generated complaint generated complaint 
stating SALAS retained fingerprints matched a recent arrest record. Review of the Criminal History Database indicates 
SALAS was arrested on 3/28/19 in Miami-Dade County and was charged with GRAND THEFT 3RD DEGREE 
812.014(2)(C) (felony). SALAS plead guilty and adjudication was withheld on 6/11/19. SALAS has not reported this 
violation within the required time frame. 

IE Yes D No Subject Notification Completed? 
D Yes IE No Subject responded? 
D Yes E No Patient Notification Completed? 
IE Yes D No Above referenced licensure checked in database/LEIDS? 
D Yes IE No Board certified? Name of Board: Date: 

Specialty: 

Law Enforcement 
I:| Notified Date: 
IE Involved Agency: Miami-Dade County 

|:| Yes g No Subject represented by an attorney/.7 
Attorney information: 

Investigator/Date: 7/10/19 Approved By/Date: 

#79:,“ // r // // 6%m Wmm 
Aliza Hopkins Rachel Beam 
Government Analyst | Senior Management Analyst II 

7/10/2019 

Distribution: CSU/PSU Page 1 
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DOH INVESTIGATIVE REPORT CASE NUMBER: 201910611 

TABLE OF CONTENTS 

|. INVESTIGATIVE REPORT COVER ............................................................................................... 1 

||. TABLE OF CONTENTS .................................................................................................................. 2 

III. INVESTIGATIVE DETAILS .......................................................................................... 3 

IV. EXHIBITS 

1. Case Summary and initiating documents ................................................................................... 4-22 

2. Copy of Notification letter, 7/10/19 ................................................................................................ 23 

** Exhibits contain information which identifies patient(s) by name and are sealed pursuant to 
section 456.057(9)(a) Florida Statute. 

***This exhibit contains confidential records concerning reports of abuse, neglect or exploitation of 
the vulnerable adult, including reports made to the central abuse hotline, and is sealed pursuant to 
section 415.107(1), Florida Statutes 

Page 2



DOH INVESTIGATIVE REPORT CASE NUMBER: 201910611 

INVESTIGATIVE DETAILS 

STATEMENT OF FLORIDA DEPARTMENT OF HEALTH- Consumer Services Unit— Source 

This investigation is predicated on the receipt of an internally generated complaint generated 
complaint stating SALAS retained fingerprints matched a recent arrest record. Review of the 
Criminal History Database indicates SALAS was arrested on 3/28/19 in Miami-Dade County and 
was charged with GRAND THEFT 3RD DEGREE 812.014(2)(C) (felony). SALAS plead guilty and 
adjudication was withheld on 6/11/19. SALAS has not reported this violation within the required 
time frame. 

STATEMENT OF GUILLERMO E SALAS — Subject 

SALAS‘ response will be forwarded to the Prosecution Services Unit upon receipt. 

Page 3



CASE SUMMARY 

CONFIDENTIAL 

Case No: 201910611 
Please use this number in all correspondence with the Department concerning this matter. 

RESPONDENT INFORMATION 

License: 42755 Profession: 2201 Pharmacist 
Name: GUILLERMO E SALAS 
Address: 3701 N COUNTRY CLUB DR APT 1505 

AVENTURA, FL 33180 
Home Phone: 305-984-0812 

SOURCE OF INFORMATION 

Name: Department Of Health/Consumer Services Unit 
Address: 

Home Phone: 

REPORTED INFORMATION 

Receive Date: 07/03/2019 Source Code: 79 Form Code: 1 

Responsible Party: ha165 Status Code: 10 
Classification Code: Incident Date: 06/11/2019 

Patient Name: 

Possible Code(s): 18, 12, 15, 37 

Summary: 
Possible Violation 8.8. 456.072(1)(c)(k)(x)(dd), 465.016(1)(f)(r), F.S. Convicted of crime related to 
practice, Violate Statute/ Rule of Board, Failure to report violation, Failure to perform legal obligation. 
Received internally generated complaint stating the Subject's retained fingerprints matched a recent 
arrest record. Review of the Criminal History Database indicates Subject was arrested on 3/28/19 in 
Miami-Dade County and was charged with GRAND THEFT 3RD DEGREE 812.014(2)(C) (felony). 
Subject plead guilty and adjudication was withheld on 6/11/19. Subject has not reported this violation 
within the required time frame. 
Analyzed by Aliza Hopkins HA165 

24%“ 7W4 ‘294765 

DOH-Form200 
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Mission: 

To protect, promote & improve the health 
of all people in Florida through integrated 
state, county & community efforts. 

 

Ron DeSantis 

Governor 
 

 

Vision: To be the Healthiest State in the Nation 

 

  

Florida Department of Health 

Division of Medical Quality Assurance • Consumer Services Unit 
4052 Bald Cypress Way, Bin C-75 • Tallahassee, FL 32399-1701 
PHONE: 850-245-4339 • FAX 850-488-0796 

www.FloridasHealth.com 

TWITTER:HealthyFLA 
FACEBOOK:FLDepartmentofHealth 

YOUTUBE: fldoh 

 

 

 

 

MEMORANDUM 

 

 

TO:  Consumer Services Unit 

 

FROM: Consumer Services Unit 

 

DATE:  7/3/2019 

 

RE:  Guillermo E Salas, PS42755 

   

   

 

 

 
 Received a print hit indicating Guillermo E Salas matched an arrest record. 
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Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 

state, county & community efions. 

HEALffi 
Vision: To be the Healkhiesk Sme in the Nation 

Ron DeSanIis 
Governor 

MEMORANDUM 

TO: Consumer Services Unit 

FROM: Consumer Services Unit 

DATE: 7/3/2019 

RE: Guillermo E Salas, P842755 

Received a print hit indicating Guillermo E Salas matched an arrest record. 

Flo 'da Department of Health 
Division of Medical Quality Assurance - Consumer Services Unit 

4052 Bald Cypress Way, Bin C-75 - Tallahassee, FL 32399-1701 

PHONE: 850-245-4339 - FAX 850-488-0796 

www.FloridasHealIh.com 
TWI‘I'I'ER:HeaIthyFLA 

FACEBOOK:FLDepanmentofHeahh 

YOUTUBE: fldoh 
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Exhibit 1
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, ’ MUM/HMO” 
wm 

Harvey Ruvin 
CLERK OF THE CIRCUIT AND COUNTY COURTS 

Miami-Dade County, Florida 

[:1 CRIMINAL COURTS DIVISION 
I] TRAFFIC/MISDEMEANOR 

Richard E. Gerstein Justice Building 
1351N.W. 12th Street 

er Services Suite # 
DOH Consum Miami, Florida 33125 

1mg 
Telephone: (305) 275-1155 

' 

L 1\ 3 

I 6‘ M 
Date: 

Dear Sir/Madam: 

Enclosed are the documents/Monuation you requested from our office. If you need any fimher assistance, 

please contam our office at (305) 275-1155 between the hours of 9:00 am. to 4:00 p.m., or direct you 

inquiries to the Clerk of Courts, 1351 N.W. 12th Street, Miami, Fl. 33125, Suite 9000 or 8100 attention 

Research and Correspondence. Please refer to the items checked below for any further information 

concerning your request. 

KCopies of Information, Judgment & Sentence, arrest form and clerk’s minutes enclosed. 

D The document(s) you requested is (are) not available through our 0 me. 

D The document(s) you requested has (have) been supplied to your attorney, 

The documeut(s) you requested was (were) previously supplied to you on 

Other DWI’Or .Tuvbafim 

Sincerely, 

Harvey Ruvin 
Cler o Courts 

. ‘ of the Board - Code Enforcement - Comptroller/Auditor - County Recorder Criminal 

Division - District Courts Division - Family Courts Division - Human Resources/Administrative Services - Juvenile Division 

Marriage License - Parking Violations - Records /Archives Management - Technical Services Division - Traffic Division - V,A.B. 

CLK/CTfiSS Rev. 04/11 COerk‘s web address: wwwmiami—dadederk com Primed an R2 E imq a 
006
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r- 
.1 Ron DeSanIIs Mlsslon: 

_ Governor ismmmm m state, my!- mnunity m‘ 
HEALTH 

Vlslon: To be he HuMIIesl Stab in the Nafion 

June 17, 201 9 

Miami-Dade County Clerk of Court PLEASE RETURN THIS LETTER 

73 W. Flagler Street, Suite 242 WITH YOUR RESPONSE 
Miami, FL 33130 

Subject: Guillermo E Salas 
Social Security Number. m-xx-4465 
Date of Binh: 01/13/1967 
DOH Reference Number: 201910611 4 

'

e Court Case Number: 13201QCF0062430001XX 
‘

9 

Dear Miami-Dada Clerk of Court: , 

Q? 
The above healthcare practitioner was convicted of a crime in your court that may be related to the practice 
of Pharmacist in Florida. The Department of Health is required to investigate possible violations of the laws 
and rules regulating this practitioner's profession. 

We need the following information so that the department can review this matter and take appropriate 
action. Please submit a certified copy of: 

the warrant; 
the Bill of Indictment or Information v 

the Judgment or Conviction; 
the Arrest Report; and 
any additional public information that may relate to this pracfifioner‘s professional practice. 

If there is a charge for these certified copies, please send an itemized invoice with your Federal Employer 
Identification number, the amount per page, and the total number of pages. 

Pursuant to Section 28.345 F.S. Exemption from court—related fees and charges.- Notwithstanding any other 
provision of this chapter or law to the contrary, judges and those court staff acting on behalf of judges, state 
attorneys, guardians ad litem, public guardians, attorney ad litem, court-appointed private counsel, criminal 
conflict and civil regional counsel, and public defenders. acting in their official capacity, and state agencies, 
are exempt from all court-related fees and charges assessed by the clerks of the circuit courts. 

The mission of the Department of Health is to protect, promote & improve the health of all people in Florida 
through integrated state, county. & community efforts. If you have any questions, please call the Consumer 
Services Unit at (850) 245-4339. 

Sincergly, 

/7;'/7; .fl/MZ4 
— 

Aliza Hopkins 
Government Analyst I 

Florida bop-mull oi Hum.

‘ 

m “WW WMMW' W 0‘ mm Accredited Health Department 
4052 Bald 0mm Way, Bin (>75 - Tahhassee, FL 323994275 m - . - 

PHONE: (550)245—1339 - FAX ; (350)4m7se 
P H A B Pubhc Heahh Accredrtatlon Board 
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1100419138 

cam NUMBER ARMED FORCES awe POUCE CASE NO. 

1301373297 NO No COMPLAINT/ARREST AFFIDAVIT 
19001504 

_ 
SPECIAL x mow Dmsn [jmwnc [j JUV Dov movss Cw w: Jim No PMHD COURT CASE No 
OPERATION 

WARRANT Fusmva WARRANT m Slate Om sme 190133456 NO F19006243 

IDS NO AGENCY cons MUNICIPAL P D DEF m N0 MDF'D RECORDS AND ID NO STUDENT u: NO GANG RELATED FRAUD RELATED 0 
3276734 085 1197259 NO NO g 
DEFENDANT'S NAME (LAST FIRST. MIDDLE) ALIAS and 1 m S’REET NAME SIGNAL “ 
SALAS. GUILLERMO ENRIQUE E 
DOE (MM/DDIWW) AGE RACE sex HISPAMC NO HE‘GHT WE‘GHT HAIR COLOR HAIR LENGTH HAIR 3mg EYES GLASSES FAC‘AL HAIR1 TEETH E. 
01/13/1967 52 W M ETHN'C’T" VEN 5'07 200 BRO SHT STR BRO N0 CLN NOR S 

:u 
scms‘ TATI’OOS, UNIQUE PHYSICAL FEATURES (anm Type. Dasmpuun) PLACE or 3mm (Cny. Sula/Country) g V2 M 
LOCAL ADDRESS PHONE cmzswsmp > V2 '11 

11 
PERMANENT ADDRESS (Street ApL Number) (any) (Slate) (Counlry) (2m) PHONE OCCUPAT‘ON E 
3701 N COUNTRY CLUB DR AVENTURA FL US 33180 (305) 354—0813 PHARMACY > 
SCHOOL OR BUS‘NESS ADDRESS (Sheet Am Number) (my) (sum lCoumry) (2w) PHONE ADDRESS SOURCE :1 

DL I 

oms's LICENSE NUMBER/STATE SOCIAL SECURITV NO WEAPON sazeo DeiendanI/CONCEALED WEAPON INDICATION OF 0 
FL-S420285670131 xxx-xx-xxxx NO PERM” WW “”9"“ N C 

NONE Drug meme N

a 
ARREST DATE ARREST TIME ARRESY LOCATION GRID 0 
03/28/2019 19:25 NORDSTROMS 19507 BISCAYNE BLVD AVENTURA. FL 33180 g 
(to-DEFENDANT NAME DOB IN cusmov FELONV JUVENILE 

AT LARGE DV M‘SDEMEANOR 

(ED-DEFENDANT NAME DOB m cusrom FELONY JUVENILE 

AT LARGE DV M‘SDEMEANOW 

CODEFENDANT NAME 035 [N cuswony FELONY JUVENILE 

AT LARGE DV M‘SDEMEANOR 

JUV Edam Name scram 2m Pnoné Comaded’? 

my 

CHARGES CHARGE ems FL STATUTE NUMBER VKOL 0F ssc‘r cons UCR DV WARRANT TYPE OR 
OF TRAFFIC cmmm 

1. FIB—GRAND CTHEEI' SRDDEQRSENW 1: H ';| . ‘_ 

‘ '- 812.014(2)(C) 00062300 N 
w 

‘ s1 " ' 

2. 
‘ 

' :\ ma n; W m .\\ 

1A,, 

w, 
l and reé 

On me 28 day of MARCH. 2019 m18:54 a1 ( ORDSTROMS 
The unnerswgned oemfm and swears max helsh'e has J g was to behave arm noes behave that the above named Defendant wmmmed the fouowmg mmauon at law 

) 9507 BISCAYNE BLVD AVENTURA FL‘ 33180 

DEF WAS OE ERVED BY LISTED LOSS PREVENTION OFFICER ENTER THE NORDSTROM'S DEPT STORE 

LOCATED AT 19507 EISCVAYN'ENELVD A CCTV,/‘ F'I'ER THE DEF ENTERED THE STORE, THE LISTED LP OFFICER OBSERVED THE DEF 

CONCEAL $675.00 WORTH OF MERCHAND N A BLUE SHOPPING BAG. THE DEF TEEN EXITED THE STORE AT 1854 HOURS MAKING NO 

ATTEMPT TO PAY FOR THE CONCEALED ITEMS AFTER PASSING ALL POINTS OF SALE. 

ON 3-28-2019 AT 1809 HOURS, 

ONCE THE DEF EXI’i'ED THE STORE VIA THE SECOND FLOOR NORTH PARKING GARAGE EXIT EB WAS DETAINED BY LISTED LP AND APD 

WAS CALLED. UPON MY ARRIVAL TO THE LP OFFICE, I VIEWED THE CCTV FOOTAGE OF THE DEF‘ . . [Continued on Next Page] 

HOLD FOR OTHER AGENCY VERWED BY UHOLD FOR BOND HEARING DO NOT BOND 

our (Officer Mus| Appear at Bond Hearing) 

D I Undevsx-nd mm mum I yummy M m aapw Debra in: 
caurl u 1mm by nus nmcz in wow mm x mly b: hrld m came/rm o4 

mun no a mm!“ M my men mu be Issued Funnmuuve, I mire: max 

"once manning m: hme. one and mm M .u court hummus should be 

‘SWEAR THAT THE ABOVE STkTEMENT IS TRUE AND 
CORRECT 

BONVILLE, C. Court ID' (35-00110 

SWORN TO AND SUBSCRIBED BEFORE ME‘ THE 

UNDERS>GNED AUTHORWY ms 28 DAY OF 

MARCH 2019 

(NF-W1 
HOWELL, A. Cuun ID 085-00195 

nuns m mm mm“. I luv" mm H u my rmonubdny «9 am, Clerk 
a! m Calm (Jmmlzs mm mm: Dwvum} Inyhme mm my man. 
cannon 

D You need nm nuuear H! mm, m mm comm Mm m; 
mmmon: on m revavse m: harem 

20191713567 Repofl Genera‘ed 3x03290019 06 30 05 by C HATMAN Page 1 0'3 
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Exhibit 1
009

1100419138 

oars NUMBER COMPLAINT/ARREST AFFIDAVIT Ponce CASE No 
1301373297 CONTINUATION 19001504 

JAIL No COURT CASE NO 

190133466 F19006243 

333%“ DWSD D TRAFFIC UJUV D DV MOVES CIV INF JAIL NO PMHD COURT CASE NO ‘0 
E 

FUGITIVE WARRANT m sme om Sme 190133466 NO F19006243 g 
DEFENDANT‘S NAME (LAST‘ FIRST MIDDLE) DOB (MM/DDWYV'V] U 

SALAS. GUILLERMO ENRIQUE 01/13/1967 ; 
CO-DEFENDANT NAME DOB w cusronv FELONV JUVENILE 34 

AT LARGE DV MISDEMBKNOR 3‘, 

(IO-DEFENDANT NAME DOB IN CUSTODY FELONV JUVEMLE m 
AT LARGE DV MISDEMEANOR a 

CHARGES CHARGE ems FL STATUTE NUMBER v OF 5501 CODE UCR DV WARRANT TYPE 0R 
as or TRAFFIC cwmou > 'n 

11 
5. a> 
s. .5. 

7. 8Z 
8. 

_. 

'I'RANSPORTED TO TGK. 
CONCEALING THE MERCHANDISE AND EXITING TEE STORE. 

ALL MERCHANDISE WAS RECOVERED BY LP AND RETURNED. 
PROVIDED TO THE MIAMI-DADE ASA AT PREFILE. 

AFTER VIEWING 'I'l-EE VIDEO, THE DEF WAS PLACED UNDER ARREST AND 

THE CCTV FOOTAGE OF THE THEFT WAS BURNED ONTO A DVD AND WILL BE 

HOLD FOR OTHER AGENCY vERlFIED BY [J HOLD FOR BOND HEARING DO NOT BOND 

OUT (one: Mus! Appear a\ Bond Heanng) 

V SWEAR THAT THE ABOVE STATEMENT is TRUE AND 
CORRECT 

BONVILLE, C: Court ID: 085—001 10 

SWORN TO AND SUBSCRIBED BEFORE ME‘ THE 

WDERS>GNED AUTHORW THIS 28 DAY OF 

MARCH 2019 

wow-Ml 
HOWELL. A: Court ID: 085-00195 

D| Undmlnd max snomd \ «muuy «an m appw mm m 
cwn n lewlrrd by (his none: to nweu mm my be held .n mum at cnufl m . win-n1 
{or my men mu he mm. Fumevmore. 1 law: mm noun: cancemmg me am one 
and Place an" Conn halving: mum be “mm In: Ihov: lddrns \umee mm H n my 
Insomsmdny w my cm of m Conn (Juvenile: nmfly Jam»: DIV-Ion) anyhme m1 my 
names: changes 

You need nm Ipptl! m cowl, hm mus‘ wmp‘) mm m: 
Insl'ruchous on me lavas: 5m nmov 

20191778567 Repon Generated a! cam/2019 [)6 30 05 by CHATMAN Page 3 of 3 
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Exhibit 1
010

V W 
, 

é 2 <5 
IN THE CIRCUIT COURT OF THE ELEVENTH JUDICIAL CIRCUIT 

IN AND FOR MIAMI- DADE COUNTY, FLORIDA FALL TERM, 2018 

THE STATE OF FLORIDA v. 77 , 

4 INFORMATION FOR 

GUILLERMO ENRIQUE 1. GRAND THEFT 3RD DEGREE 812.014(2)(C) FEL, 3D 

Defendant; 5! 

IN THE NAME AND BY THE AUTHORITY OF THE STATE OF FLORIDA: 

KATHERINE FERNANDEZ RUNDLE, State Attorney of the Eleventh Judicial Circuit, 

prosecuting for the State of Florida, 6n the County of Miami-Dade, by and through her undersigned 
Assistant State Attorney, under oath, Information makes that: 

PORTMAN.ERROL 'sp 04/16/2019 

Circuit Court Direct File 

Jail No. 190133466 .Bkd: 3/28/2019 , CIN: 1197259, W/M. DOB: 1/13/1967 

F19006243 

De La 0 (F005) 
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Exhibit 1
011

(09¢: F19006243) 

CO U NT 1 

GUILLERMO ENRIQUE SALAS, on or about March 28, 2019, in the County and State 
aforesaid, did unlawfully and knowingly obtain or use, or endeavor to obtain or use, retail 
merchandise valued at three hundred dollars ($30000) or more. but less than five thousand 
dollars ($5,000.00). the property of Nordstrom and/or Andrew Lara, as owner or custodian, with 
the intent to either ‘emporarily or permanently deprive said owner or custodian of a right to the 
property or a benefit therefrom, or appropriate the property to said defendant's own use or to 
the use of a person not entitled thereto, in violation of s. 812,014(2)(C), Fla. Stat, contrary to 
the form of the Statute in such cases made and provided, and against the peace and dignity 
of ‘he State of Florida. 
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Exhibit 1
012

1292-05 PM CASE FILE SHEET 04/16/2019 

DEFENDANT(S): 

SALAS, GUILLERMO 

COURT CASE #: 

F19006243 

Intake Atty: 10699 PORTMAN,ERROL Unit: 001 FSU-Case Screening 
21st Day: 04/18/2019 Arraign: 04/26/2019 DIVISION: De La 0 

Police #: 19001504 Book Date: 03/28/2019 
Department: 085 Aventura JailNum: 190133466 
Arrest Dam 03/25/2019 PID: RACE: w Sex: M 

Lead Officer: 00110 BONVILLE,CHASE DOB: 01/13/1967 
DEPVSWWW 085' IDS: 3276734 cm: 1197259 

Remarks: 

PFC Date(s); 04/05/2019 

04/12/2019 

04/12/2019 

Arraiqnment Action Date Clerk File Date: 03/29/2019 

Domestic: N 

Lab it: 

ME #1 

Case Filinq Decision Date PmPe'Y Re'eaw N 

Extradite: 1 Fel~Full extradition unless note 
FF Felony Filed l2019 2:29:26 PM VictimType: 34 Victim-Business, State 

Min/Mandatory: 1 Not Charged/Not Filed 
TelNideo Depo: N Normal 
Career Criminal: 

T D CJIS Description Charge Filing Decision Count 

F 3 812014OZCF3NB GRANDTHEFTSRD DEG FF Filed Felony 

ATTORNEY: APPROVED: 
Assistant State Attorney 

DATE: DATE: 

Assistant State Attorney 
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Exhibit 1
013

STATE OF FLORIDA THE ELEVENTH JUDICIAL 
Plaintiff CIRCUIT COURT, IN AND FOR 

_ 

1“ MIAMI-DADE COUNTY 
-VS- ‘ 

l’x 

\ , Wx C(ué 
~ Defendant 

Local Jurisdiction Identification Number 
QM» 

WER 0F PROBATION D DRUG OFFENDER PROBATION [:J COMNIUNITY CONTROL 
[:1 COMJVIUNITY CONTROL/PROBATION I] COMMUNITY CONTROL/DRUG OFFENDER PROBATION 

El DRUG OFFENDER PROBATION/PROBATION D SEX OFFENDER PROBATION 
El COMJVIUNITY CONTROL/SEX OFFENDER PROBATION 

This cause coming before the Coun to be heard, and you, the defendant, being now present before the court, and you 
having 

E/entered a plea of guilty to D been found gqflLyPy jury verdict of 

E] entered a plea of nolo contendere to [3 been foundaéfiilty b‘yflthecgurt trying the case without a jury of 

Count 3; CE 5: CAD (I SEE fi‘ld 
S 2] 8 0‘300 

Count 
' j 1‘ 

Count 

Count 

SECTION 1: JUDGMENT OF GUILT 

[j The court hereby adjudges you to be guilty of the above offense(s). 

Now, therefore, it is ordered and adjudged that the imposition of sen 

on DProbatiou. In Community Control D Drug Offender Probation ex Offender Probation for a period of 
under the supervision of the Depanment of Corrections, subject to Florida law. 

SECTION 2: ORDER WITHHOLDING ADJUDICATION 

8/ Now, therefore, it is ordered and adjudged that the adjudication of guilt is hereby withheld and that you be placed on 

Wm‘batio I] Community Control In Drug Offender Probation E] Sex Offender Probation for a period of 
under the supervision ofthe Department of Corrections, subject to Florida law. 

SECTION 3: INCARCERATION DURING PORTION OF SUPERVISION SENTENCE 

It is hereby ordered and adjudged that you be: 

[:I committed to the Department of Corrections 

for a term of grison with credit for jail time, followed bv E] Probation E] Communitv 
Control D Drug Offender Probation 1:] Sex Offender Probation for a period of under the supervision 

of the Department of Corrections, subject to Florida law. 
or 

Page Inf 7 

Distibution: White: Oflice Yellow — Probation Pink » Defendant 
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Exhibit 1
014

Defendmtfig 30L: iduflmo ENHQUC Case# F \qOO‘o? ‘43 

‘ El confined in the County Jail 
A for a term of with credit for jail time‘ Afler you have served of a term, 

you shall be placed on E] Probation CI Community Control D [£2 Offender Probation [:1 Sex Offender 
Probation for a pefiod of under the supervision of the Department of Corrections, subject to Florida 
law. 

or 

E] confined in the County Jail 
For a term of with credit for 

law: 

(1) You will report to the probation office as directed. 

(2) You will pay the State of Florida the amount of $ : 20 'Q! 2 

your supervision in accordance with s. 948.09, F,S., unless otherwise exempte m compliance with Florida Statutes. 

(3) You will remain in a specified place. You will not change your residence or employment or leave the county of your residence 
without first procuring the consent of your officer. 

(4) You will not possess, carry or own any them. You will not possess, carry, or own any weapon without first procufing the 
consent of you: officer. 

(5) You will live without violating the law, A conviction in a court of law shall not be necessary for such a violation of law to 
constitute a violation of your probation, community control, or any other form of court ordered supervision. 

(6) You will not associate with any person engaged in any criminal activity. 

(7) You will not use intoxicants to excess or possess any drugs or narcotics unless prescribed by a physician. Nor will you visit 
places where intoxicauts, drugs or other dangerous substances are unlawfully sold, dispensed or used, 

(8) You will work diligently at a lawful occupation, advise your employer of your probation status, and suppon any dependents to the 

best of you; ability, as directed by your officen 

(9) You will promptly and truthfully answer all inquiries directed to you by the couxt or the officer, and allow your officer to visit in 
you: home, at your employment site or elsewhere, and you will comply with all instructions your officer may give you. 

(10) You will pay restitution, court costs, and/or fees in accordance with special conditions imposed or in accordance with the attached 

orders. 

(11)You will submit to random testing as directed by your officer or the professional staff of the treatment center where he/shc is 

receiving treatment to determine the presence of alcohol or controlled substances. 

(12) You will submit a DNA sample to you: officer, for DNA analysis as prescribed in 55. 943,325 and 948,014, F.S. 

(13) You will submit to the taking of a digitized photograph by the department This photograph may be displayed on the 

department’s website while you are on supervision, unless exempted from disclosure due to requirements of s‘ 119.07, F.S. 

(14) You will report in person within 72 hours of your release from incarceratién to the probation office in \ m L 
County, Florida, unless otherwise instructed by the court or department (This condition applies only if sect‘on 3 on the prev' 

page is checked) Otherwise, you must report immediately to the probation office located 

ft (R 535:5: (I 
Page 2 of 7 

Distribution: White: Office Yellow - Probation Pink - Defendant 
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Exhibit 1
015

Defendantg I ! 501$ IE“ 1‘] ”I 5m® EY\(>\Cf MC, Case # /\
‘ 

Iii 

[KKK] 

El 

EJ 

Ell]\ 

DDDDDDD 

El 

SPECIAL CONDITIONS Y 
1. You must undergo a E] Drug and Alcohol [3 D_rug [3 Alcohol D Mental Health 1:] Psy o-scxual [:l Drug Alcohol 
and Mental Health evaluation and, if neatmem is deemed necessary, you must successfully omplete the treatment, and be 

responsible for the payment of any costs incurred while receiving said evaluation and treatm' nt, unless waived by the court. 

Additional instructions ordered: 

2. You will make restitution to the following victim(s), as directed by the coun. until the obligation is paid in full: 
NAME: 
TOTAL AMOUNT: $ 

Additional instructions ordered, including specific monthly amount, begin date, due date, or joint & several: 

NAME: 
TOTAL AMOUNT: $ 

Additional instructions ordered, including specific monthly amount, begin date, due date, or joint & several: 

3. You will be required to pay for drug testing unless exempt by the court‘fl 3 O - Db 
4. You will enter the Department of Corrections Non-Secure Drug Treatment Program or other residential treatment 
program/Probation and Restitution Center for a period of successful completion as approved by your officer You are to 

remain until you successfully complete said Program and Aflercare‘ You are to comply with all Rules and Regulations of 
the Program. D You shall E] Shall not be confined in the county jail until placement in said program, and if you are 

confined in the jail, the Sheriff will transport you to said program. 

5, You will abstain entirely from the use of alcohol and/or illegal drugs, and you will not associate with anyone who is 

illegally using drugs or consuming alcohol. 

6‘ You will submit to urinalysis testing on a [3 monthly 1:! bi-wcekly [:1 weekly basis to determine the presence of 
alcohol or illegal drugs. You will be required to pay for the tests unless exempt by the court. 

7. You will not visit any establishment where the primary business is the sale and dispensing of alcoholic beverages. 

8. You will successfillly complete :2D hours of community service at a rate of Z 2 [XX X )tblyat a work 
site approved by you: officer. 
Additional instructions ordered: 

9‘ You will remain at your residence between 10 pm. and 6 am‘ due to a curfew imposed, unless otherwise directed by the 

court. 

10. You will submit to electronic monitoring, follow the rules of electronic monitoring, and pay $ per 

day for the cost of the monitoring service. 

11. You will not associate with during the period of supervision} 

12. You will have no contact (direct or indirect) with the victim or the victim’s family during the period of supervision. 

13. You will have no contact (direct or indirect) with duxing the period of supervision, 

14. You will maintain full time employment or attend school/vocational school full time or a combination of school/work 
during the term of your supervision. 

15‘ You will make a good faith effort toward completing basic or functional literacy skills or a high school equivalency 
diploma. 

16. You will successfiJlly complete the Probation & Restitution Program, abiding by all rules and regulations. 

Page 3 of 7 

Dismbution: White: Office Yellow - Probation Pink - Defendant 
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Exhibit 1
016

Defendant 2g; gas igflflflvnb B‘YWQUC Case# T;\C\O(j02\"‘5 
' SPECIAL CONDITIONS — CONTINUED 

E] 17, You will attend a support group with a focus on at least monthly, unless otherwise directed by the 

court. 

[:l 18. You must successfully complete D Anger Management 1:} Batterer’s Intervention Program E] Anger Management/ 
Batterer’s Intervention Proggam and be responsible for the payment of any costs incun‘ed while receiving said treatment, 
unless waived‘ If convicted ofa Domestic Violence offense, as defined in s. 741.28, F.S., you must attend and successfully 
complete a batterer‘s intervention program, unless otherwise directed by the court. 
Additional instructions ordered: 

I] 19, You will attend an HIV/AIDS Awareness Program consisting of a class of not less than two (2) hours or more than four 

(4) how-s in length, the cost for which will be paid by you.

D 20. If you have been found to have committed a crime on or after October 1, 2008 for the purpose of benefitfing, 
promoting, or furthering the interests of a criminal gang, you are prohibited from knowingly associating with other criminal 
gang members or associates, except as authorized by law enforcement officials, prosecutorial authorities, or the court, for 
the pmpose of aiding in the investigation of criminal activity. 

[I 21. You will successfully complete a Post<adjudicat0ry treatment-based drug court program, as provided in s. 

397.334(3),F.S. 
22. If you are required to registfir as a sexual predator under S‘ 77521 or sexual offender under 5, 94340435, 5. 944,606, or 

s‘ 944.607, F.S‘, you will undergo an evaluation, at your expense, by a qualified practitioner to determine Whether you need 

sexual offender treatment. If the qualified practitioner determines that sexual offender treatment is needed and

D 

recommended on must successfillly complete and a fort etreatment as mprovided'ms. 94831 FS 3/ 23‘ Other: Ev'mex amp) C omueié, +COLM/ €Cé 
24. Other: 8/ 25. Other: fif ) (‘f (U, 4:; 96X mm (1% W QWLAI ?n\"( 
26. Other: 
27. Other: Wu] Gun” Offlfr (3(1v DOVC) 51*m 1m 
28‘ Other: Axlchu um \ ‘mda 
29. Other: 
30. Other: 

AND, IF PLACED ON DRUG OFFENDER PROBATION YOU WILL COMPLY WITH THE FOLLOWING CONDITION 
OF SUPERVISION IN ADDITION TO THE STANDARD CONDITIONS LISTED ABOVE AND ANY OTHER SPECIAL 
CONDITIONS ORDERED BY THE COURT: 

(15)You will participate in a specialized dmg treatment program, either as an in-patient or out patient, as recommended by the 

treatment provider. You will attend all counseling sessions, submit to random urinalysis and, if an ill-patient, you will comply 
with all operating rules, regulations and procedures of the treatment facility, You will pay for all costs associated with treatment 

and testing unless otherwise directed, 
Additional instructions ordered: 

(16) You will remain at your residence between pm and am. due to a curfew imposed, 

E] unless otherwise directed by the court. 

(17) You will successfully complete a Post-adjudicatory treatment based drug court program, as provided in 5‘ 397.3346), 

[I F5. 

AND, IF PLACED 0N COMNIUNITY CONTROL, YOU WILL COMPLY WITH THE FOLLOWING CONDITIONS, IN 
ADDITION TO THE STANDARD CONDITIONS LISTED ABOVE AND ANY OTHER SPECIAL CONDITIONS 
ORDERED BY THE COURT: 

(15)You will report to your officer as directed, at least one time a week, unless you have written consent otherwise. 

(16)You will remain confined to your approved residence except for one half hour before and after your approved employment, 

public service work, or any other special activities approved by your officer. 

(17) You will maintain an hourly accounting of all your activities on a daily log, which you will submit to youx officer 011 request, 

(18)You will successfully complete hours of community service at a rate of , at a work site approved 

by your officer. 
Additional instructions ordered: 

Page 4 of 7 

Distribution: White: Office Yellow - Probation Pink - Defendant 

E h'b't 1 

(Revised 9/04/15) 0:6l
I



Exhibit 1
017

Defendant 5Q )ag ‘En IgfifinEh‘qc‘uc Case# T:\C( DOéaZL/S; '2 

D (19) You will submit to electronic monitoring, follow the rules of electronic monitoring, and pay $ per day 
'for the cost of the monitoring service. 

, IF PLACED ON PROBATION OR COMMUNITY CONTROL FOR A SEX OFFENSE PROVIDED IN CHAPTER 
7 s. 800.04, s. 827.071, 5. 8410135151, or s. 847.0145, COMMITTED ON OR AFTER OCTOBER 1. 1995 YOU WILL 
C0 PLY WITH THE FOLLOWING STANDARD SEX OFFENDER CONDITIONS, IN ADDITION TO THE STANDARD 

the offender’s resid ce, the offender shall participate in other appropriate therapy, 

(18)A prohibition on any ontact with the victim, directly or indirectly, including through a third person, unless approved by the 

victim, the offender‘s th apist, and the sentencing court. 

(l9)If the victim was under age of 18, a prohibition on contact with a child under the age of 18 except as provided in this 
paragraph. The court may prove supervised contact with a child under the age of 18 if the approval is based upon a 

recommendation for contact i ucd by a qualified practitioner who is basing the recommendation on a risk assessment. Further, 
the sex offender must be cunen enrolled in or have successfully completed a sex offender therapy program. The court may not 
grant supervised contact with a ild if the contact is not recommended by a qualified practitioner and may deny supervised 
Contact with a child at any time. 

(20)If the victim was under age 18, a p hibition on working for pay or as a volunteer at any place where children regularly 
congregate, including, but not limited to ny school, child care facilities, park, playground, pet store, library, zoo, theme paxk, or 
mall. 

(21)Un]ess otherwise indicated in the treatment n provided by a qualified practitioner in the sexual offender treatment program, a 

prohibition on viewing, accessing, owning, or ossessing any obscene, pornographic, or sexually stimulating visual or auditory 
material, including telephone, electronic media, omputer programs, or computer services that are relevant to the offender‘s 
deviant behavior pattern. 

(22)A requirement that the offender submit a DNA samp to the Florida Department of Law Enforcement to be registered with the 
DNA data bank. 

(23)A requixement that the offender make restitution to the Vic , as ordered by the court under s. 775089, for all necessaxy medical 
and related professional services relating to physical, psychia 

' 
, and psychological cam 

(24) Submission to a wanamless search by Lbe community control or obatx'on officer of the offender‘s person, residence, or vehicle. 

EFFECTIVE FOR PROBATIONER OR COMMUNITY CONTR LLEE WHOSE CRIME WAS COMMITTED ON OR 
AFTER OCTOBER 1. 1997. AND WHO IS PLACED 0N COMM TY CONTROL 0R SEX OFFENDER PROBATION 
FOR A VIOLATION OF CHAPTER M, s. 800.04, s. 827.071, 5. 847.01 or 5. 847.0145, IN ADDITION TO ANY OTHER 
PROVISION OF THIS SECTION, YOU MUST COMPLY WITH THE F LOWING CONDITIONS OF SUPERVISION: 
(25)As part of a treatment program, participation at least annually in polygraph e minations to obtain information necessary for risk 

management and treatment and to reduce the sex offender's denial mechanisms. polygraph examination must be conducted by a 

polygrapher who is a member of a national or state polygraph association and wh is cenified as a post conviction sex offender 
polygrapher, where available, and at the expense of the offender‘ 

(26) Maintenance ofa driving log and a prohibition against driving a motor vehicle alone wit 
officer, 

(27)A prohibition against obtaining or using a post office box without the prior approval of the sup 

ut the prior approval of the supervising 

ising officer. 

(28) If there was sexual contact, a submission to, at the offender’s expense, an HIV test with the re lts to be released to the victim 
and/or the victim‘s parent or glardian. 

(29) Electronic monitoring when deemed necessary by the probation officer and supervisor, and o ered by the court at the 
recommendation of the Department of Corrections. If you are placed on electronic monitoring you In pay the Department for 
the cost of the electronic monitoring service. 
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(30)Effective for an offender whose crime was committed on or after July 1, 2005, and who are placed on supervision for 

violaifion of chapter 794, s. 800.04, 5. 827.071, s. 847.0135(5), or 5. 847.0145, a prohibition on accessing the Internet or other 
computer services until a qualified practitioner in the offender's sex offender treatment program, afier a risk assessment is 
completed, approves and implements a safety plan for the offender‘s accessing or using the Internet or other computer services 

(31)Effective for ofi'enders whose crime was committed on or after September 1, 2005, there is hereby imposed, in addition to 
any other provision in this section, mandatory electronic monitoring as a condition of supervision for those who: 

I Are placed on supervision for a violation of chapter 794, s‘ 800‘04(4), (5), or (6), s. 827,071, or 5. 847.0145 and the 
unlawful sexual activity involved a victim 15 years of age or younger and the offender is 18 years of age or older; or 

0 Are designated as a sexual predator pursuant to s 7752]; or 
0 Has previously been convicted ofa violation of chapter 794, s. 800.04(4), (5), or (6), s‘ 827.071, or 5 847.0145 and 

the unlawful sexual activity involved a victim 15 yeaxs of age or younger and the offender is 18 years of age or 
older. 

You are hereby placed on notice that should you violate your probation or community control, and the conditions set forth in 
5. 948.0630) or (2) are satisfied, whether your probation or community control is revoked or not revoked, you shall be placed on 
electronic monitoring in accordance with F.S. 948063. 
(32) Effective for offenders who are subject to supervision for a crime that was commifled on or after May 26, 2010, and who 

has been convicted at any time of committing, or attempting, soliciting, or conspiring to commit, any of the criminal offenses 
listed in s.943.0435(1)(a)1.a.(1), or a similar offense in another jurisdiction, against a victim who was under the age of 18 at the 

time of the offense: the following conditions are imposed in addition to all other conditions: 

(a) A prohibition on visiting schools, child care facilities, parks, and playgrounds, without prior approval from the 

offender’s supervising officer. The court may also designate additional locations to protect a victim The prohibition 
ordered under this paxagraph does not prohibit the offender from visiting a school, child care facility, park, or 
playground for the sole purpose of attending a religious service as defined in 5‘ 775.0861 or picking up or dropping off 
the offender’s children or grandchildren at a child care facility or school. 

(b) A prohibition on distributing candy or other items to children on Halloween; wearing a Santa Claus costume, or other 
costume to appeal to children, on or preceding Christmas; wearing an Easter Bunny costume, or other costume to appeal 

to children, on or preceding Easter; entertaining at children’s parties; or wearing a clown costume; without prior 
approval from the comm 

(33)Effective for offenders whose crime was committed on or after October 1, 2014, and who is placed on probation or 
community control for a violation of chapter 794, s‘ 800.04, s. 827.07], S. 847,0135(5), or 5. 847.0145, in addition to all other 
conditions imposed, is prohibited fiom viewing, accessing, owning, or possessing any obscene, pornographic, or sexually 
stimulating visual or auditory material unless otherwise indicated in the treatment plan provided by a qualified practitioner in the 
sexual offender h'eatment program. Visual or auditorty matefial includes, but is not limited to, telephone, electronic media, 
computer programs, and computer services. 

YOU ARE HEREBY PLACED ON NOTICE that the court may at any time rescind or modify any of the conditions of your 
probation, or may extend the period of probation as authorized bylaw, or may dischaxge you fi’om further supervision. If you violate 
any of the conditions of your probation, you may be arrested and the coun may revoke your probation, adjudicate you guilty if 
adjudication of guilt was withheld, and impose any sentence that it might have imposed before placing you on probation or require 
you to serve the balance of the sentence. 

IT IS FURTHER ORDERED that when you have been instructed as to the conditions of probation, you shall be released from 
custody if you are in custody, and if you are at libeny on bond, the sureties thereon shall stand discharged from liability. (This 
paragraph applies only if section 1 or section 2 is checked.) 

IT IS FURTHER ORDERED that the clerk of this court file this order in the clerk‘s office and provide copies of same to the officer 
for use in compliance with the requirements of law. m _/ 

DONE AND ORDERED, on d um C? 

2 
O C‘

/ 
flfllgmz na O ,CixcuitJudge

/
I 

and I W by them. I acknowledge receipt of a copy of this order and tha the conditions have been explained I 

Defendant 

Supervising fficer—(Si rintName) 
. 

E
> 

Insmxcted by:

‘ , 
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DIVISION CRIMINAL 

05/ Dem- 0 MEMORANDUM OF COSTS 

CASE NUMBER

I 
THE STATE OF FLORIDA 

PLAINTIFF 

PM oobwz, 
VS. 

%CU\OL€>\G\UL\ \ fix me En“ oLuC 
DEFENDANT/RESPONDENT 

Court Costs/Finelees 
3 Crime Prevention Fund (Ord‘98-171) 

: County/State(LETTS)) 
3 Crimes Compensation Trust 

Fund(COCA)) 
3 Local Criminal Justice Trust Fund 

: Ad's Court Costs (Ord.04-116) 

El Surcharge (Ord. 05-123) 

3 Cost of Prosecution ($100 minimum) 

Cost of Defense ($100 minimum) 

D Teen Court (0rd. 98-185) 

: Public Defender Application Fee 

C Fine 

[3 Surcharge (5% of Fine 

3 Crime Stopper's Program 

: Prostimtion Civil Penalty 

3 Domestic Violence Surcharge 

j Rape Crisis Trust Fund 

D Child Advocacy Trust 

3 FDLE Operating Trust Fund 

3 Alcohol & Drug Abuse Programs 

Training Trust Fund Surcharge

D 

TOTAL MANDATORY (ALL CASES) 

Additional pursuant to specific requirements 

(fines/cost/fees as noted above) 

GRAND TOTAL 

Paymem locations are: 

Amount 
$50.00 

$5.00 (local) 

$50.00 

$225.00 

$65.00 

$85.00 (local) 
5100.00 

2 $100.00 

B $3.00 

3 $5000 

3 $ 

E 3 

D $20.00 

D $500.00 (local) 

D $201.00 

3 $151.00 

D $101.00 

D $10000 

a $ 

$ 200 

§583.00

$ 

,>4 

Statute Discharge' Code 

775.083(2) 

938.01(1)/938,15 

938.03(4) 

938050 ) 

939.185(1)(a) 

939.185(1)(b) 
938.27(8) 

938.29 

938.19(2) 

27,52(1)(b) 

775.083(1) 

938.04 

938.06 

796.07(6) 

93808 

938.085 

938mm 

938.25 

938.21 

948.09 

DUE TODAY 4 
Payment is to be made by cash, credit card, (MC or VISA), money order, or cashier's check made payable to the Clerk of the Courts 
Credit card payments must be made in person. Note your name above case number, and write "Fine/Costs" on ayment. 

Richard E. Gerstein Justice Building, 1351 NW 12th St., Suite 9000, Miami, FL 331 
Miami-Bade Flagler Building, 140 W Flagler St, Room 1502, Miami, FL 33130 , 
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‘ « NEW ADDRESS 
~ CIRCUIT COURT MlAMI-DADE COUNTY — CRIMINAL DIVISION 

DATE ADDRESS 
_— 

SECTION: F005 F19006243 : SALAS, GUILLERMO ENRIQUE 01/13/1967 

v 3701 N COUNTRY CLUB DR W/M 

_ AVENTURA, FL 33130-1732 3275734 DATE CERT- COPY INFO (del/mailed) i ARRESTED: 03/25/2019 I 

ADJ INSOLVENT - APPT.P.D. .A.CV # 
HIIHlIHIlHI llillllllllflllllillllnIDIIHIIHIH 

—' " 

DETERMINATION OF INDIGENCY 

E] INDIGENT 

[3 NOT INDIGENT 

_ ” CASE DISMISSED 
“PM” W 

1 
‘ 

NO ACTION 
Deputy Clem 

‘ 
NOLLE PROS 

TRANSFERRED JURISDICTION TO 

BOND RELEASE K/ CIVIL JUDGMENT 

BOND ESTREATURE POWER # 

CIVIL CASE # 

TO BE ARRESTED ON 

JUDGE’CLERK fli/flu/m flU/M4 
DATE H—ll‘l‘? APR 2 6 M JUN 1 1m 
GUILTY 

“I I 00 Q 
m ‘ 

NOT GUILTY w} 0|“; 
WAIVER OF JURY 

‘ ' 

STATE 4”! (I fly“ 
DEFENSE \Van Abram? 024/ -[flé/wm 

I’D 
fl/ 5/ 

INTERPRETER 
’ f. 

CT‘ REPORTER [MCI/W [/0 
FIRM a 00 

CLERK'S MINUTES ”:32” "3:3; CONTINUED fOIFOR s D c
i 

H‘“" ‘q NWQQ) 0+ 
V APR ? R 231'; 'fl/Il/7 ”47/7 [/64 WW mam om mum 115:2 ’H Ham/1:00 (>v mm mmw ":' 

,1 
IV 0.2m ‘_ 1)? rod 

APR 2 6 201$]7/flfl/64 mm 1 1 MW 444; gr) 

CLKICT 357 REV 01/17 Efit 1 
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bLUacu um". 
JURY - NON-JURY TRIAL - PV HEARINGS 

JUDGE/CLK 

DATE 

S ATE 

INTERPRETER 

CT. REPORTER 

FIRM 

MINUTES 3; a: ‘ As REDUCED E] 

FT. SWORN ’aCVOIR DIRED RE PLEA 

DEFT. WAIVES PSI ACQUITTED (COURT) 

SCORE SHEET SUBMITTED [:1 NOT SUBMITTED 

DL REVOCATION D IMPOS D E} NOT IMPOSED FINDNG 0F GUILT ( 

C! DNA NOT TAKEN DNA PREV. TAKEN 

TOTAL COURT COST 5 . ADJ 

SEE MEMO OF COST 

ADJ DELINQUENT 

LESSER INCLUDED OFFENSE D 

JURY) 

RY)

W 

STAY DUE DATE: CRT. 0RD. D/L REVO‘PURS. TO F.S. FOR 

DNA TAKEN PURS. TO F.S. 

-SENTENCE(S)- 

TIME SERVED IN DCJ TO WIT: DAYS 

. 9 BEGIN 

DATE OF INCARCERATION [I No CTS. 

STAY OF EXECUTION UNTIL: 

WIH & 

Inw w & 

MOIYR COMM.CTRL. 

SP.COND.: OF [I COMM. CTRL 

SUCIUNSUC. TERM OF COMM CTRLJ PROB. 

F“ 
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HARVEY RUVIN 
CLERK 
CIRCUIT AND COUNTY COURTS 
CRIMINAL DIVISION 
ROOM 9000 
1351 N.W. 12TH STREET 
MIAMI, FLORIDA 33125 
CLKICT 966 3/08 0 Printed nn knurled Paper 

Florida Department of Health 
)vernmcnt Analyst I " ' 'ins, (‘t Mud Ilopk . 

‘75 
4052 Bald Cypress Way Bin (‘ 

Tallahassee. FL 32399 
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Mission: 

To protect, promote & improve the health 
of all people in Florida through integrated 
state, county & community efforts. 

 

Ron DeSantis 

Governor 
 

Scott A. Rivkees, MD 

State Surgeon General 

Vision: To be the Healthiest State in the Nation 

 

  

Florida Department of Health 

Division of Medical Quality Assurance• Bureau of Enforcement 
4052 Bald Cypress Way, Bin C-75 • Tallahassee, FL 32399-3275 
PHONE: (850) 245-4339 • FAX : (850) 488-0796  

 

July 10, 2019 
 
 
 
CONFIDENTIAL 
Guillermo E Salas  
3701 N Country Club Dr Apt 1505  
Aventura, FL 33180 
 
Complaint #: 201910611 
 
Dear Mr. Salas: 
 
The Consumer Services Unit received the enclosed complaint.  We have determined you may have 
violated the practice act regulating your profession. Therefore, we have opened an investigation.  
Please submit a written response within 20 days of receipt of this letter.  Please include the complaint 
number 201910611 on any correspondence you provide to our office. 
 
You may make a written request for a copy of the investigative file. This complaint and all investigative 
information will remain confidential until 10 days after the probable cause panel has determined a 
violation has occurred or you give up the right to confidentiality.  
 

Sincerely, 

 
 
Aliza Hopkins 
Government Analyst I 
 

 
 
 
Enclosure 
DOH-Form300 
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Ron DeSanIis 
Issmn' 

. Governor 
To protect, promote & Improve the health 

of all people in Florida through integrated 

state, county & community efforts. 
Scott A. Rlvkees, MD 

HEALTH State Surgeon General 

Vision: To be the Healthiest State in the Nation 

July 10, 2019 

CONFIDENTIAL 
Guillermo E Salas 
3701 N Country Club Dr Apt 1505 
Aventura, FL 33180 

Complaint #: 201910611 

Dear Mr. Salas: 

The Consumer Services Unit received the enclosed complaint. We have determined you may have 
violated the practice act regulating your profession. Therefore, we have opened an investigation. 
Please submit a written response within 20 days of receipt of this letter. Please include the complaint 
number 201910611 on any correspondence you provide to our office. 

You may make a written request for a copy of the investigative file. This complaint and all investigative 
information will remain confidential until 10 days after the probable cause panel has determined a 
violation has occurred or you give up the right to confidentiality. 

WM 
Aliza Hopkins 
Government Analyst I 

Enclosure 
DOH-Form300 

4052 Bald Cypress Way, Bin 0-75 - Tallahassee, FL 32399-3275 - - ' 
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STATE OF FLORIDA 
BOARD OF PHARMACY 

CASE NUMBER: 2017-15122 

DATE OF COMPLAINT: August 29, 2017 

COMPLAINT MADE BY: DOH/ISU 

SUBJECT: BriovaRx Infusion Services 203, Inc. 
f/k/a Ambient Healthcare of S. Florida, Inc. 
Permit No. PH27913 
9984 Premier Parkway 
Miramar, Florida 33025 

SUBJECT A'I'I'ORNEY: Martin R. Dix, Esq. 

201 E. Park Ave, Suite 300 
Tallahassee, Florida 32301 

REVIEWED BY: Andrew Pietrylo 
Assistant General Counsel 

RECOMMENDATION: Dismiss (4097) 
ReconsiderationW 

THE COMPLAINT: The Administrative Complaint alleges that 
Respondent violated section 465.023(1)(c), Florida Statutes (2017), through a 

violation of rule 64Bl6—27.797(1)(a), Florida Administrative Code, which 
governs the minimum practice standards for sterile compounding. 

THE FACTS: On August 24, 2017, the Department conducted a sterile 
compounding inspection of Respondent’s facilities located in Davie, Florida, 
which found numerous deficiencies. On March 22, 2018, the Department filed 
an Administrative Complaint alleging that Respondent violated multiple 
provisions of USP Chapter 797, as set forth therein. Respondent disputed the 
allegations and requested a formal administrative hearing.



Respondent subsequently relocated to a new facility in Miramar, Florida, 
and hired a new prescription department manager. On June 1, 2018, 
Respondent passed a change of location inspection by the Department and 
began operating at the new facility. 

On May 7, 2019, the Respondent underwent a sterile compounding 
inspection which, despite finding several deficiencies, confirmed that 
Respondent had corrected most of the deficiencies from the August 2017 
inspection. Responded promptly submitted a corrective action plan addressing 
each deficiency. On January 30, 2020, Respondent again underwent a sterile 
compounding inspection, which found that Respondent had corrected all 
deficiencies identified in the Administrative Complaint. Respondent passed this 
inspection with only four deficiencies found, which were promptly addressed 
through a corrective action plan. 

Respondent has been permitted as a special sterile compounding 
pharmacy since March 2014, with no history of discipline. Additionally, 
Respondent only compounds low and medium-risk CSPs and there is no 
evidence of patient harm stemming from a deficiency. 

THE LAW: Although there was sufficient evidence to support a finding 
of probable cause at the time of the filing of the Administrative Complaint in 
this case, in light of the circumstances set forth above, the Department 
recommends that the previous finding of probable cause be reconsidered and 
this case be dismissed without further prosecution. 

Based on the foregoing facts and findings, and pursuant to section 
456.073(4), Florida Statutes, the Probable Cause Panel dismisses this case with 
no further action to be taken. 

It is, therefore, ORDERED that this matter should be and the same is 

hereby DISMISSED. 

DONE and ORDERED this day of , 2020. 

CHAIRPERSON, PROBABLE CAUSE PANEL 

BOARD OF PHARMACY 

DOH v. BriovaRx Infusion Services 203, Inc. f/k/a Ambient Healthcare of S. Florida, Inc. 2 
DOH Case No. 2017-15122



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. 	 CASE NO. 2017-15122 

BRIOVARX INFUSION SERVICES, 
203, INC., 
F/K/A AMBIENT HEALTHCARE OF 
S. FLORIDA, INC., 

RESPONDENT. 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health ("Department"), by 

and through its undersigned counsel, and files this Administrative 

Complaint before the Board of Pharmacy against Respondent, BriovaRx 

Infusion Services 2013, Inc., formerly known as Ambient Healthcare of S. 

Florida, Inc., and in support thereof alleges: 

1. 	Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

STATE OF FLORIDA 
DEPARTME'N'f OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2017-15122 

BRIOVARX INFUSION SERVICES, 
203, INC., 
F/K/A AMBIENT HEALTHCARE OF 
S. FLORIDA, INC., 

RESPON DENT.
I 

ADMINISTRATIVE QOMPLAINT 

COMES NOW, Petitioner, Department of Health (“Department’ , by 

and through its undersignéd counsel, and files this Administrative 

Complaint before the Board of Pharmacy against Respondent, BriovaRx 

Infusion Services 2013, Inc., formerly known as Ambient Healthcare of S.
. 

Florida, Inc., and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes.



2. At all times material to this Administrative Complaint, 

Respondent was a permitted special sterile compounding pharmacy within 

the state of Florida, having been issued permit number PH27913. 

3. Respondent's address of record is 15951 S.W. 41st Street, Suite 

500, Davie, Florida 33331. 

4. At all times material to this Administrative Complaint, 

Respondent engaged in low-risk and medium-risk level sterile 

compounding. 

5. On or about August 24, 2017, the Department conducted a 

sterile compounding inspection of Respondent. 

6. During the inspection on or about August 24, 2017, one or 

more of the following deficiencies were found: 

a. One or more single-dose containers sealed in ISO Class 5 or 

cleaner air were not assigned a beyond-use time not to 

exceed 6 hours after being punctured, and Respondent 

failed to indicate the time and date of initial entry of single 

dose containers; 

b. From approximately July 14, 2017 through August 7, 2017, 

Respondent continued to engage in sterile compounding 

DOH v. BriovaRx Infusion Services 203, Inc., f/k/a Ambient Healthcare of S. Florida, Inc. 	 2 
DOH Case No. 2017-15122 

2. At all times material to this Administrative Complaint, 

Respondent was a permitted special sterile compounding pharmacy within 

the state of Florida, having been issued permit number PH27913. 

3. Respondent’s address of record is 15951 SW. 41St Street, Suite 

500, Davie, Florida 33331. 

4. At all times material to this Administrative Complaint, 

Respondent engaged in low-risk and medium—risk level sterile 

compounding.
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5. On or about August 24, 2017, the Department conducted a 

sterile compounding inspection of Respondent. 

6. During the inspection on or about August 24, 2017, one or 

more of the following deficiencies were found: 

a. One or more single—dose containers sealed in ISO Class 5 or 

cleaner air were not assigned a beyond—use time not to 

exceed 
6' 

hours after being punctured, and Respondent 

failed to indicate the time and date of initial entry of single 

dose containers; 

b. From approximately July 14, 2017 through August 7, 2017, 

Respondent continued to engage in sterile compounding 
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using a primary engineering control which failed 

environmental certification without conducting an 

investigation into the source of contamination and 

eliminating the source of the problem; 

c. Respondent's primary engineering controls were not placed 

in the buffer room in a manner to avoid conditions which 

could adversely affect their operation and in a manner to 

avoid room cross drafts; specifically, the primary engineering 

controls were exposed to dirty air entering from an 

unclassified space in the pharmacy into the buffer room due 

to Respondent's compounding personnel being observed 

leaving the ante room door open to unclassified air space 

while exiting and entering the buffer room; 

d. Respondent failed to ensure that only furniture, equipment, 

supplies, and other material required for compounding 

activities were brought into the buffer room when a radio 

was found stored under the laminar flow hood in 

Respondent's buffer room; 

DOH V. BriovaRx Infusion Services 203, Inc., f/k/a Ambient Healthcare of S. Florida, Inc. 	 3 
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supplies, and other material required for compounding 
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was found stored under the laminar flow hood in 
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e. Respondent's environmental sampling plan for airborne 

viable particles did not include the volume of air sampled; 

f. Respondent's compounding personnel failed to wipe scissors 

with a suitable disinfecting agent prior to placing them inside 

the laminar flow hood; 

g. No documentation to indicate that the shelving, walls, and 

ceilings in Respondent's ante and buffer rooms are cleaned 

on a consistent monthly basis; 

h. One or more of Respondent's compounding personnel was 

observed to be in the buffer room wearing jewelry and/or 

cosmetics; 

i. One or more of Respondent's compounding personnel failed 

to wear an appropriate beard cover while compounding 

sterile products; 

j. Respondent failed to ensure that the annual media fill tests 

performed by one or more compounding personnel 

simulated the most challenging or stressful compounding 

conditions. 
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k. Respondent failed to ensure that one or more newly hired 

compounding personnel successfully completed gloved 

fingerprint testing no less than three times before being 

allowed to compound sterile preparations; and/or 

I. Respondent failed to ensure that one or more compounding 

personnel performed annual observational assessments of 

hand hygiene, garbing, and cleaning techniques. 

7. Section 465.023(1)(c), Florida Statutes (2017), provides that 

that the department or the board may revoke or suspend the permit of any 

pharmacy permittee, and may fine, place on probation, or otherwise 

discipline any pharmacy permittee if the permittee, or any affiliated person, 

partner, officer, director, or agent of the permittee violated any of the rules 

of the Board of Pharmacy. 

8. Rule 64B16-27.797(1)(a), Florida Administrative Code, provides, 

in relevant part, that all sterile compounding shall be performed in 

accordance with the minimum practice and quality standards of the 

following chapters of the United States Pharmacopeia ("USP"), 36th 

revision, Second Supplement, incorporated and adopted by reference with 
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the effective chapter dates of December 1, 2013: Chapter 797, 

Pharmaceutical Compounding-Sterile Preparations. 

9. USP Chapter 797 provides that opened or needle-punctured 

single-dose containers, such as bags, bottles, bottles, syringes, and vials of 

sterile products and compounded sterile preparations shall be used within 1 

hour if opened in worse than ISO Class 5 air quality, and any remaining 

contents must be discarded. Single-dose vials exposed to ISO Class 5 or 

cleaner air may be used up to 6 hours after initial needle puncture. 

10. USP 'Chapter 797 provides that an investigation into the source 

of the contamination shall be conducted. Sources could include HVAC 

systems, damaged HEPA filters, and changes in personnel garbing or work 

practices. The source of the problem shall be eliminated, the affected area 

cleaned, and resampling performed. 

11. USP Chapter 797 provides that primary engineering controls 

shall be placed within a buffer area in such a manner as to avoid conditions 

that could adversely affect their operations. 

12. USP Chapter 797 provides that only the furniture, equipment, 

supplies, and other material required for the compounding activities to be 
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performed shall be brought into the area, and they shall be nonpermeable, 

nonshedding, cleanable, and resistant to disinfectants. 

13. USP Chapter 797 provides that an appropriate environmental 

sampling plan shall be developed for airborne viable particles based on a 

risk assessment of compounding activities performed. The plan shall 

include sample location, method of collection, frequency of sampling, 

volume of air sampled, and time of day as related to activity in the 

compounding area and action levels. 

14. USP Chapter 797 provides that supplies and equipment 

removed from shipping cartons shall be wiped with a suitable disinfecting 

agent (e.g., sterile 70% IPA) delivered from a spray bottle or other suitable 

delivery method. After the disinfectant is sprayed or wiped on a surface to 

be disinfected, the disinfectant shall be allowed to dry, during which time 

the item shall not be used for compounding purposes. 

15. USP Chapter 797 provides that the minimum frequency of 

cleaning and disinfecting walls, ceilings, and storage shelving in 

compounding areas in monthly. 

16. USP Chapter 797 provides that before entering the buffer area 

or segregated compounding area compounding personnel shall remove 
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personal outer garments (e.g., bandannas, coats, hats, jackets, scarves, 

sweaters, vests); all cosmetics, because they shed flakes and particles; and 

all hand, wrist, and other visible jewelry or piercings (e.g., earrings, lip or 

eyebrow piercings) that can interfere with the effectiveness of personnel 

protective equipment (e.g., fit of gloves and cuffs of sleeves). 

17. USP Chapter 797 provides that personnel shall don the 

following personnel protective equipment in an order that proceeds from 

those activities considered the dirtiest to those considered the cleanest. 

Garbing activities considered the dirtiest include donning of dedicated 

shoes or shoe covers, head and facial hair covers (e.g., beard covers in 

addition to face masks), and face masks/eye shields. Eye shields are 

optional unless working with irritants such as germicidal disinfecting agents 

or when preparing hazardous drugs. 

18. USP Chapter 797 provides that media-fill tests shall represent 

the most challenging or stressful conditions actually encountered by the 

personnel being evaluated when they prepare low- and medium-risk level 

compounded sterile preparations and when sterilizing high-risk level 

compounded sterile preparations. 

DOH V. BriovaRx Infusion Services 203, Inc., f/k/a Ambient Healthcare of S. Florida, Inc. 
DOH Case No. 2017-15122 

personal outer garments (e.g., bandannas, coats, hats, jackets, scarves, 

sweaters, vests); all cosmetics, because they shed flakes and particles; and 

all hand, wrist, and other visible jewelry or piercings (e.g., earrings, lip or 

eyebrow piercings) that can interfere with the effectiveness of personnel 

protective equipment (e.g., fit of gloves and cuffs of sleeves). 

17. USP Chapter 797 provides that personnel shall don the 

following personnel protective equipment in an order that proceeds from 

those activities considered the dirtiest to those considered the cleanest. 

Garblng activities considered the dirtiest include donnlng of dedicated 

shoes or shoe covers, head and facial hair covers (e.g., beard covers in 

addition to face masks), and face masks/eye shields. Eye shields are 

Optional unless working with irritants such as germicidal disinfecting agents 

or when preparing hazardous drugs. 

18. USP Chapter 797 provides that media—fill tests shall represent 

the most challenging or stressful conditions actually encountered by the 

personnel being evaluated when they prepare low and medium-risk level 

compounded sterile preparations and when sterilizing high-risk level 

compounded sterile preparations. 

DOH v. BflovaRx Infusion Servlces 203, Inc., f/k/a Amblent Halthcare of S. Florida, Inc. 8 

DOH Case No. 2017-15122



19. USP Chapter 797 provides that all compounding personnel shall 

successfully complete an initial competency evaluation and gloved 

fingertip/thumb sampling procedure (zero colony forming units) no less 

than three times before initially being allowed to compound CSPs for 

human use. 

20. USP Chapter 797 provides that after completing the initial 

gowning and gloving competency evaluation, re-evaluation of all 

compounding personnel shall occur at least annually for low- and medium-

risk level compounded sterile preparations and semiannually for high-risk 

level compounded sterile preparations before being allowed to continue 

compounding compounded sterile preparations. 

21. As set forth above, Respondent violated one or more provisions 

of USP Chapter 797 through one or more of the deficiencies identified 

during the Department's inspection of Respondent on or about August 24, 

2017. 

22. Based on the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2017), by and through a violation of Rule 

64616-27.797(1)(a), Florida Administrative Code. 
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WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this  nu,  day of 	7\Afkr2IN 	, 2018. 

Celeste Philip, M.D., M.P.H. 
Surgeon General and Secretary 

CHRISTOPHER A. JURIC 
Assistant General Counsel 
Fla. Bar No. 0099014 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, FL 32399-3265 
Telephone: (850) 558-9861 
Facsimile: (850) 245-4662 
Email: christopher.jurich@flhealth.gov  

FILED 
DEPARTMENT OF HEALTH 

DEPUTY CLERK 
CLERK Amber Greene 
DATE MAR 2 2 2018 

PCP Meeting: 	March 22, 2018 
PCP Members: Michele Weizer, Jeenu Philip 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be 
conducted in accordance with Section 120.569 and 120.57, 
Florida Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum issued on his or her behalf if a hearing is requested. 

A request or petition for an administrative hearing must be 
in writing and must be received by the Department within 21 
days from the day Respondent received the Administrative 
Complaint, pursuant to Rule 28-106.111(2), Florida 
Administrative Code. If Respondent fails to request a hearing 
within 21 days of receipt of this Administrative Complaint, 
Respondent waives the right to request a hearing on the facts 
alleged in this Administrative Complaint pursuant to Rule 28-
106.111(4), Florida Administrative Code. Any request for an 
administrative proceeding to challenge or contest the material 
facts or charges contained in the Administrative Complaint must 
conform to Rule 28-106.2015(5), Florida Administrative Code. 

Please note that mediation under Section 120.573, Florida 
Statutes, is not available to resolve this Administrative Complaint. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 
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ELECTION OF RIGHTS _‘ 

Please Sign and complete all of the informan'on below: 

The respondent received the Administrative Complaint on the following date: March 30: 2018. 

PLEASE SELECT ONLY 1 OF THE 2 OPTIONS. 

OPTION 1. _ I do not dispute the allegations of material fact contained in the Administrative Complaint. I request a 
hearing be conducted pursuant to Section 120.57(2), Florida Statutes, where I will be permitted to appear, if I so choose, 
and submit oral and/or written evidence in mitigation of the complaint to the Board. 

OPTION 2. X I _d_Q dispute the allegations of material fact contained in the Administrative Complaint and 1 request 
this to be considered a petition for formal hearing, pursuant to Sections 120.569(2)(a) and 120.570), Florida Statutes, before 
an Administrative Law Judge appointed by the Division of Administrative Hearings. We hope to negotiate a settlement 
a reement with the De artment and if this matter can be resolved b a Board a roved settlement a cement we ask 
that this etition be dismissed. If the settlement a cement is not acce ted b the Board of Pharmac we re uest that 
the De artment forward this etition to DOAH after conclusion of the Board meetin at which the settlement at reement 
is re ented to the Board. We waive the time eriod for forwardin this etition to DOAH until after the Board has 
acted as provided ghgve. Pursuant to the requirement of Uniform Rule 28-106.201(5), Florida Administrative 
Code, I specifically dispute the following material facts: 

Res dent dis utes the alle ations set forth in the Administrative Com la' and re uires strict roof thereof and dis utes whether 
the em] to oscdinthe to sed settlement eementisa ro iate and considers allmit' afin factors. 

In the event that you fail to make an election in this matter within twenty-one (21) days from receipt of the 
Administrative Complaint, your failure to (10 so may be considered a waiver of your right to elect a hearing in this matter, 
pursuant to Rule 28-106.lll(4), Florida Administrative Code, and the Board may proceed to hear your case. 

PLEASE N___0TE: Regardless of which option you choose, you may be able to reach a settlement agreement with the 
Department" I_n your case. Please contact the prosecuting attorney if you wish /% 

Respondent‘s Signature Martin R. Dix, Attomay/QualiflB‘d’R’apresematlve" 

Address: Address: 106 E. Colle a Na Sulta 200 

Tallahassee FL 32301 

Llc. No.: Lic. No.: FL Bar #499080
I 

Phone No.: Phone No.: 850-224-9634
5 

Fax No.: Fax No.: 850~222~0103
i 

Email: Email: martin.dix@akerman‘com 

" Qualified Representatives must flle written requests to 
appear as such pursuant to Rule 2545.106. Uniform 
Rules of Procedure. 

STATE OF FLORIDA 
COUNTY OF 

Before me. personally appeared , whose identity '5 known to me or who produced 
(type of identification) and who acknowledges that his/her signature appears above. 

Sworn to or affirmed by Afflant before me this _day of 20 . 

Notary PubllcState of Florida My Commlssion Expires 

Type or Print Name 

PLEASE MAIL AND/OR FAX COMPLETED FORM To: Chrlstopller A. Jurlch,As Asslstant General Counsel, DOH, Prosecution Sarvlces 
Unlt, 4052 Bald Cypress Way, Bin C-65, Tallahassee, Florida 32399- 3265. Telephone Number. (850) 245-4640; FAX (850) 245- 4662; TDD 
1- -BOD-955-8771. 
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Martin R. Dix 

Akerman LLP 

201 E. Park Avenue 
Suite 300 

Tallahassee, FL 32301 

T: 850 224 9634 
F: 850 222 0103 

September 18, 2020 

VIA E-MAIL 

Andrew J. Pietrylo, Jr. 

Assistant General Counsel 
Office of the General Counsel 
Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, FL 32399-3265 

Re: Additional Information for Reconsideration in DOH V. BriovaRX Infusion Services 203, 
Inc. f/k/a Ambient Healthcare of S. Florida, Inc. (2017 15122) 

Dear Andrew: 
As discussed in our e-mail exchange I am providing additional information on 
advancements/improvements by the pharmacy and the pharmacy staff for consideration by the 
Probable Cause Panel. In addition to the corrections made to address concerns raised in the August 
24, 2017 Inspection, the following changes have occurred at Optum Infusion Services, Inc 203 - 

Briovarx Infusion Services, Inc 203, Inc F/K/A Ambient Healthcare of S. Florida, Inc.: 

1. The Pharmacy manager who was there prior to the 2017 inspection was removed from his 
position and the company. 
A new Pharmacy Manager, DOP, Mary Jo Giles, was hired‘ 
The pharmacy moved to a new facility June 8m, 2018. The FL BOP completed an 

inspection and the pharmacy passed the inspection. 
An inventory technician was hired, Anthony Montalvo. 
A lead production Pharmacist, Leslie Nazaro, was hired. 

21. Leslie teaches Sterile Compounding to pharmacy students at Palm Beach College 
of Pharmacy. 

b. Leslie has the BPS (Board of Pharmacy Specialties) Compounded Sterile 
Preparation Certification. 

Clinical Pharmacist — Shirley Adams completed and passed the BPS (Board of Pharmacy 
Specialties) Compounded Sterile Preparation Certification.
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September 18, 2020 
Page 2 
__________________________ 

7. Clinical Pharmacist – Melodie Merzier-Michel is preparing to take the BPS (Board of 
Pharmacy Specialties) Compounded Sterile Preparation Certification. 

8. Five new experienced compounding technicians were hired.   
9. All staff members completed Critical Point Sterile Compounding and Hazardous Drug 

Compounding for 25 hours of continuing educations in 2020. 
10. Director of Pharmacy, Mary Jo Giles, completed: 

a. Critical Point Sterile Compounding and Hazardous Drug Compounding - 25 hours 
of continuing education in 2020 

b. Certification of Hazardous Drugs and USP 800 by NPTA – 40 hours CE in 2019 
Certification of Sterile Products and USP 797 by NPTA – 40 hours CE in 2019 

c. SCAT – (Sterile Compounding and Aseptic Technique) certification – 40 hours 
CE in 2017 

d. Preparing to take the BPS (Board of Pharmacy Specialties) Compounded Sterile 
Preparation Certification. 

11. The pharmacy passed Inspections for 2019 and 2020. 

Thank you for your consideration. 

Sincerely, 

Martin R. Dix 
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Martin R. Dix 

Akerman LLP 

Suite 1200 
106 East College Avenue 

Tallahassee, FL 32301 

T: 850 224 9634 
F: 850 222 0103 

April 9, 2020 

VIA E-MAIL AND U.S. MAIL 

Andrew Pietrylo 
Assistant General Counsel 
Office of the General Counsel 
Prosecution Services Unit, 
Florida Department of Health 
4052 Bald Cypress Way 
Tallahassee, FL 32399-3265 

Re: DOH vs. Briovarx Infusion Services 203 Inc., Case No. 2017-15122 
Request for Reconsideration 

Dear Andrew: 
Sorry, for the delay on responding to you on this. My client, like most of the country, has been 
dealing with the Pandemic. You had asked whether I had submitted a response in this case. This 
case went to the probable cause panel prior to my involvement, so I had not submitted a 

response. I will provide my comments here. When I was first retained, the pharmacy had 
received an inspection of its special sterile compounding pharmacy permit and was in the process 
of drafting a corrective action plan ("CAP") to address the issues identified by the inspector. The 
CAP was completed and submitted to both the inspector and to Chris Jurich in the PSU and since 

you have a copy, Iwill not send another. 

When I became involved, there was already an administrative complaint and a proposed 
settlement agreement. However, Chris Jurich said that he would wait until the pharmacy was re- 
inspected to see how the pharmacy did before deciding Whether to go back to the probable cause 
panel for reconsideration or work on the proposed settlement. As you may know, the pharmacy 
moved to a new location in 2018 after the original 2017 inspection and CAP‘ The pharmacy had 
to be re-inspected as part of the change of location application process. Since the pharmacy was 
moving and was going to be re-inspected at that time, Chris said he would wait until the 
pharmacy was re-inspected to decide What to do. 

The pharmacy moved to its new location in 2018. At the time, it does not appear that Mr. Jurich 
or I were made aware of the move or re-inspection by my client or by the DOH inspection team. 
Regardless, the pharmacy was re-inspected as part of the change in location application on June 

1, 2018 and passed (see attached 2018 inspection form). 
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Andrew Pietrylo 

April 9, 2020 

Page 2 

__________________________ 
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There was an inspection and CAP in 2019 and an inspection in 2020 for which the pharmacy has 

submitted a CAP to address the 4 issues raised (see attached CAP showing a total of only 4 

issues raised).  I would not think that these inspections are within the purview of the 2017 

complaint.  

 

We would also note that the prescription department manager ("PDM") is not the same manager 

that was at the pharmacy in 2017 when the issues which caused the inspector to file the 

complaint arose.  Since the new PDM took over running the pharmacy, the comments from the 

inspector have been overall positive.  I am also attaching the PDM's CE to show that she is 

working hard to stay on top of the sterile compounding issue. 

 

Because the pharmacy addressed all of the issues raised in the 2017 inspection and the 2020 

inspection only raised 4 issues that have since been addressed, we would respectfully request that 

the case be brought back to the probable cause panel for reconsideration. 

 

Thank you for your consideration. 

 

Sincerely, 

 

 
 

Martin R. Dix 

 

CC: Karen Peterson 

 

 

 

 

Andrew Pietrylo 
April 9, 2020 
Page 2 

There was an inspection and CAP in 2019 and an inspection in 2020 for which the pharmacy has 

submitted 21 CAP to address the 4 issues raised (see attached CAP showing a total of only 4 

issues raised). I would not think that these inspections are within the purview of the 2017 
complaint. 

We would also note that the prescription department manager ("PDM") is not the same manager 
that was at the pharmacy in 2017 when the issues which caused the inspector to file the 
complaint arose. Since the new PDM took over running the pharmacy, the comments from the 
inspector have been overall positive. I am also attaching the PDM's CE to show that she is 
working hard to stay on top of the sterile compounding issue. 

Because the pharmacy addressed all of the issues raised in the 2017 inspection and the 2020 
inspection only raised 4 issues that have since been addressed, we would respectfully request that 
the case be brought back to the probable cause panel for reconsideration. 

Thank you for your consideration. 

Sincerely, 

Martin R. Dix 

CC: Karen Peterson 
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ACPE Credits
Activity 
Date

Activity # Credit 
Type

Source Title Topic Provider Live 
hours

Home 
hours

9/19/2019 0761-9999-19-070-H07-P ACPE ACPE Sterility Testing Requirements of USP 
<71> and <797>

Compounding Educational Review 
Systems

0.00 1.00

9/15/2019 0761-9999-19-072-H07-P ACPE ACPE Moist and Dry-Heat Sterilization Compounding Educational Review 
Systems

0.00 1.00

9/15/2019 0761-9999-19-073-H07-P ACPE ACPE Sterilization by Filtration Compounding Educational Review 
Systems

0.00 1.00

9/14/2019 0761-9999-18-262-H07-P ACPE ACPE Use of Syringes, Needles, Vials, 
Ampules and Filters

Compounding Educational Review 
Systems

0.00 1.00

9/13/2019 0761-9999-18-260-H07-P ACPE ACPE Overview of Quality and 
Responsibilities of Compounding 
Personnel

Compounding Educational Review 
Systems

0.00 1.00

9/13/2019 0761-9999-18-264-H07-P ACPE ACPE Sterile Compounding on Patient Units Compounding Educational Review 
Systems

0.00 1.00

9/12/2019 0761-9999-18-261-H07-P ACPE ACPE Proper Material Handling Compounding Educational Review 
Systems

0.00 1.00

9/12/2019 0761-9999-18-269-H07-P ACPE ACPE Engineering Controls and Personal 
Protective Equipment

Compounding Educational Review 
Systems

0.00 2.00

9/10/2019 0761-9999-18-270-H07-P ACPE ACPE Hazardous Drug Work Practice 
Strategies

Compounding Educational Review 
Systems

0.00 2.00

9/6/2019 0761-9999-18-268-H07-P ACPE ACPE Hazardous Drug Health Effects, 
Occupational Risk and Safe Handling

Compounding Educational Review 
Systems

0.00 1.00

Please allow 30 days for the CPE Provider to process your CPE and submit it through the CPE Monitor System. If it has been more than 35 days since you 
submitted the information necessary for CPE credit, contact the CPE Provider. Providers only have 60 days to submit or make changes.

CPE Monitor Standard Transcript

Participant Name:

NABP  e-Profile ID:

CPE Activity Date Range:

Total CPE Hours Earned:

Leslie Ann Nazario

204158

04/08/2018 - 04/08/2020
109.00

L0“ 
" 

lpéamoniilgg: 
II 

93916101 ANQ'L“ 

Participant Name: 

CPE Monitor Standard Transcript 

Leslie Ann Nazario 

NABP e-Profile ID: 204158 

CPE Activity Date Range: 04/08/2018 - 04/08/2020 

Total CPE Hours Earned: 109.00 

Please allow 30 days for the CPE Provider to process your CPE and submit it through the CPE Monitor System. If it has been more than 35 days since you 
submitted the information necessary for CPE credit, contact the CPE Provider. Providers only have 60 days to submit or make changes. 

ACPE Credits 

Activity 
Date 

9/19/2019 0761-9999-19-070-H07-P 

Activity # 

9/15/2019 0761-9999-19-072—H07-P 

9/15/2019 0761-9999-19-073-H07-P 

9/14/2019 0761-9999-18—262—H07-P 

9/13/2019 0761-9999-18-260-H07-P 

9/13/2019 0761-9999-18-264-H07-P 

9/12/2019 0761-9999-18-261-H07-P 

9/12/2019 0761-9999-18-269-H07-P 

9/10/2019 0761-9999-18-270-H07-P 

9/6/2019 0761-9999-18-268-H07-P 

Credit 
Type 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

Source Title 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

Sterility Testing Requirements of USP 
<71 > and <797> 

Moist and Dry—Heat Sterilization 

Sterilization by Filtration 

Use of Syringes, Needles, Vials, 
Ampules and Filters 

Overview of Quality and 
Responsibilities of Compounding 
Personnel 

Sterile Compounding on Patient Units 

Proper Material Handling 

Engineering Controls and Personal 
Protective Equipment 

Hazardous Drug Work Practice 
Strategies 

Hazardous Drug Health Effects, 
Occupational Risk and Safe Handling 

Topic 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Provider 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Live 
hours 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

Home 
hours 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00 

2.00 

2.00 

1.00



9/4/2019 0761»9999-19»071»H07-P 

9/2/2019 0761»9999»18»263»H07»P 

9/1/2019 0761»9999-18»257»H07-P 

8/31/2019 0761-9999-18—259-H07-P 

8/30/2019 0761-9999-18—258-H07-P 

8/28/2019 0761»9999»18»255»H07»P 

8/27/2019 0761 >9999-18»254»H07»P 

8/27/2019 0761»9999-18»256»H07-P 

8/26/2019 0761»9999-18»253»H07-P 

8/21/2019 0761»9999»18»252»H07»P 

8/20/2019 0761»9999-18»250»H07-P 

8/20/2019 0761-9999-18—251-H07-P 

8/19/2019 0761»9999»18»243»H07»P 

8/19/2019 0761 >9999-18»245»H07»P 

8/17/2019 0761»9999-18»246»H07-P 

8/17/2019 0761»9999-18»248»H07—P 

8/16/2019 0761»9999-18»244»H07-P 

8/16/2019 0761»9999»18»247»H07»P 

8/16/2019 0761-9999-18—249-H07-P 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

Bacterial Endotoxin Testing 

Aseptic Technique and Conduct in 
Controlled Environments 

Overview of Cleaning and Disinfection 
of Pharmacy Controlled Environments 

Compounding 

Compounding 

Compounding 

Cleaning and Disinfection of Secondary Compounding 
Engineering Controls and Segregated 
Compounding Areas 

Cleaning an Disinfection of Primary 
Engineering Controls 

Volumetric Air Sampling 

Personnel Aseptic Media Fill and 
Competnecy Evaluation 

Surface Sampling 

Personnel Hand Hygiene, Garbing and 
Gloved Fingertip Sampling 

Secondary Engineering Controls: 
Function, Use Testing and Certification 

Use of Automated Compounding 
Devices (ACDs) 

Primary Engineering Controls: 
Function, Testing and Certification 

The History of Compounding and USP 
797 

Quality Releases an Final Check of 
CSPs 

Labeling and Packaging 

Purpose and Effective Use of Standard 
Operating Procedures 

Determing Beyond Use Dating 

Master Formulation and Compounding 
Records 

General Elements of Documentation 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Compounding 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00 

2.00 

2.00 

1.00 

2.00 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00 

1.00



8/12/2019 0761»9999-19»214»H07-P 

7/10/2019 0384»0000-18»002»H07-P 

7/10/2019 0384»0000-18»002»L07-P 

12/16/2018 0012»0000-18»021»H01-P 

9/15/2018 0092»0000»18»027»L04-P 

9/15/2018 0092»0000»18»028»L04-P 

9/15/2018 0092»0000»18»029»L04-P 

4/27/2018 0761»9999»16»167»H01»P 

4/26/2018 0761»9999-16»165»H01-P 

4/20/2018 0761»9999»16»227»H01»P 

4/20/2018 0761 9999-1 6»228»H01 »P 

4/18/2018 0761»9999-16»211»H01-P 

4/18/2018 0761»9999-16»214»H01-P 

4/18/2018 0761»9999-16»217»H01-P 

4/18/2018 0761»9999»16»226»H01»P 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

ACPE 

Revised USP Sterile Compounding 
Standards: Implications for Home 
Infusion and Alternate Site Providers 

Handling of Hazardous Drugs & USP 
<800> Certification 

Handling of Hazardous Drugs & USP 
<800> Certification 

Current Topics in Geriatric Patient Care 

Consultant Law Review, Beers‘ 
Practice & Long Term Care 

MTM, Surgical Centers, Institutional 
Practice, and Preceptorship 

Assisted Living Facility, Behavioral 
Health, and Collaborative Agreements 

Hazardous Drug Work Practice 
Strategies 

Hazardous Drug Health Effects, 
Occupational Risk and Safe Handling 

Filtration and Sterility Testing 

Moist and Dry—Heat Sterilization 

General Elements of Documentation 

Secondary Engineering Controls: 
Function, Use Testing and Certification 

Volumetric Air Sampling 

Sterile Compounding on Patient Units 

Compounding 

Compounding 

Compounding 

Disease State 
Mgmt/Drug Therapy 

General Pharmacy 
Topics 

General Pharmacy 
Topics 

General Pharmacy 
Topics 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Disease State 
Mgmt/Drug Therapy 

Educational Review 
Systems 

National Pharmacy 
Technician Association 
(NPTA) 

National Pharmacy 
Technician Association 
(NPTA) 

University of Florida 
College of Pharmacy 

Nova Southeastern 
University College of 
Pharmacy 

Nova Southeastern 
University College of 
Pharmacy 

Nova Southeastern 
University College of 
Pharmacy 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

Educational Review 
Systems 

0.00 

0.00 

20.00 

0.00 

4.00 

4.00 

4.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

1.00 

20.00 

0.00 

12.00 

0.00 

0.00 

0.00 

2.00 

1.00 

1.00 

1.00 

1.00 

2.00 

1.00 

1.00



Disclaimer: 
The National Association of Boards of Pharmacy® (NABP®) generated this Activity Transcript (Transcript) or Compliance Report (Report) from NABP’s systems. The Transcript or Report contains information 
provided to NABP from the Accreditation Council for Pharmacy Education (ACPE) and, if applicable, information from you, the non»ACPE course participant (Participant). The Transcript or Report can be 

used as proof of CPE credit for ACPE-accredited CPE. The ACPE provider is responsible for the accuracy of the ACPE course data and Participant is responsible forthe accuracy of the non-ACPE course data 
on this Transcript or Report. Requests for changes to ACPE course data must be directed to the ACPE-accredited provider that offered the course. NABP affirms that it matches the ACPE-provided 

identifying data with corresponding identifying data in the NABP systems‘ Following the match, NABP adds the ACPE-submitted CPE data to NABP systems‘ If there is a discrepancy between this Transcript 
or Report and the data contained in the NABP systems, the data in the NABP systems is the correct data. Participant attested that any non-ACPE course data submitted to NABP is true and correct, that 
Participant complied with the NABP Terms of Use, and accepts full responsibility for all information submitted to NABP.



Corrective Action Preventative Action Plan (CAPA) 
Branch location: Miramar, FL 

General Manager: Mike Geraci 

Inspector/Auditor: Monica Bower 

Purpose of Correction: FL BOP Inspection on 1/30/2020 

DOP/PIC: Mary Jo Giles 

Date of Visit: 1/30/2020 

INSTRUCTIONS: Refer to Policy 6501 Performance Improvement Program 
. Clinical Services team member (e.g. Regional Clinicial Pharmacist or Nurse) or branch management to initiate the CAPA with Findings indicated. 
. Branch management to complete the remainder of the CAPA document ensuring that the plan is specific, measurable, achievable, relevant, documented, and within timeframe. 
. All corrective actions will require evidence of completion to be submitted. If any follow up monitoring activities are assigned, Responsible Owner to submit evidence by date determined. 
. The completed form and all applicable evidence of compliance must be emailed to your respective Regional and National leadership on the Clinical Services Team. 

Finding 

52. Primary engineering controls 
provide unidirectional (i.e., 
laminar) HEPA filtered air. Air 
panem analysis via smoke studies 
are conducted at the critical 
site to demonstrate unidirectional 
airflow and sweeping action over 
and away from the product under 
dynamic 
conditions.[ENVIRONMENTAL 
QUALITY 
AND CONTROL : Facility Design 
and Environmental Controls] 
Smoke study videos done by 
certification company on 
10/24/2019 indicate there were no 
employees simulating 
compounding; One of the VLFH’s 
demonstrates smoke flaw doesn't 
reach DCA; a video of HLFW 
demonstrates ebbs. There are 
three VLFH's that contain 
Pinnacle TPN machines used to 
compound TPNs; there are NO 
components attached to any of 
the Pinnacles, NO employees 
simulating compounding. There 
were NO LVP's, tubing, 

drugs attached to pinnacles 
dun'ng smoke studies. 

6501 .F4 Rev 02/2019 

Corrective Action Date of 
Correction 

MTA was called to return and repeat the 2/4/2020 
smoke studies on all three hoods containing 
PN compounders under dynamic conditions. 
All three VLFH’s demonstrate smoke flowing 
to the DCA. 

\fideos are available for review via the links 
below: 

httpszllfieldaware.s3.amazonaws.com/8dddfa 
37b2ba4d9aa11a928b81008411/VIDFeb%2W 
httgszllfieldaware.53.amazonaws.com/935bc 
e286b1c44c091b35f9b37d2f99a/VIDFeb%20W 
https://fieldaware.s3.amazonaws.com/bf5d7ff 
(:945f4b9b93f0a0a793f9449e/V|DFeb%2004 
%202020%2010%3A28%3A53.MOV 

Responsible 
Owner 

Mary Jo 
Giles, 
Director of 
Pharmacy 
(DOP) 

Date Initiated: 2/3/2020 

DON: Not appplicable 

Date Due: 2128/2020 

Preventative Action (to maintain compliance) 

Company staff member (delegated by 
DOP) will shadow/assist MTA technician 
during air dynamic/smoke studies at each 
cem'fication visit. Smoke study videos will 
be reviewed prior to them exiting. 

Comments 
(For internal use only) 
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Finding Corrective Action Date of 
Correction  

Responsible 
Owner 

Preventative Action (to maintain compliance) Comments 
(For internal use only) 

58. Facility has pressure gauges 
or velocity meters to monitor the 
pressure differential or airflow 
between the buffer area and ante-
area, and the ante-area 
and the general environment 
outside the compounding area. 
The results are reviewed and 
documented on a log at least daily 
or by a continuous 
recording device. The pressures 
differentials meet or exceed 5 Pa 
(0.02 inch water column (w.c.)). 
Alternatively, in facilities where 
low- and medium-risk 
level CSPs are prepared, 
differential airflow is maintained at 
a minimum velocity of 0.2 
meter/second (40 fpm) across a 
line of demarcation between 
buffer 
area and ante-area. 
[ENVIRONMENTAL QUALITY 
AND CONTROL : Pressure 
Differential Monitoring] 
Differential pressure values are 
documented daily and 
electronically monitored through 
JLL . January 2020 records 
indicate anteroom and IV room 
pressures were at "0.01 or 0.00 on 
11 days (Jan 
1,3,6,7,8,10,13,16,21,22,24 and 
27). Uknown if loss of pressure is 
due opening/closing door, 
duration of excursion. Per JLL 
representative, alerts are sent at 
an hour after initial excursion. 

JLL graphs printed for the 12 days of 
excursions for ante and clean rooms.USP 
797 standard does not clearly define the 
duration time of an excursion.  Upon review 
of the graphs, the excursions were due to 
opening and closing of the ante room door 
and/or clean room door during hours of 
operation. 
 
Staff will be re-educated on entering and 
exiting the sterile product complex to 
ensure that the doors are completely shut.  
Doors will not be opened for an extended 
time (i.e., longer than what one takes to 
enter or exit the room).  An in-service sign-
in sheet is attached for evidence of 
compliance. 
 

JLL-Jan.pdf Pharmacymeeting2.
24.20.pdf  

2/24/20 Mary Jo 
Giles, 
DOP 

Upon review of daily JLL reports, any 
excursions will be noted and further print 
out of JLL graphs will be explored.  The 
normal branch specific excursions will be 
compared and investigated if those times 
are exceeding. 

 

Corrective Action Preventative Action Plan (CAPA) 
Finding 

58. Facility has pressure gauges 
or velocity meters to monitor the 
pressure differential or airflow 
between the bufferarea and ante- 
area, and the ante-area 
and the general environment 
outside the compounding area. 
The results are reviewed and 
documented on a log at least daily 
or by a continuous 
recording device. The pressures 
differentials meet or exceed 5 Pa 
(0.02 inch water column (w.c.)). 
Alternatively, in facilities where 
low- and medium-risk 
level CSPs are prepared, 
differential airflow is maintained at 
a minimum velocity of0.2 
meter/second (40 fpm) across a 
line of demarcation between 
buffer 
area and ante-area. 
[ENVIRONMENTAL QUALITY 
AND CONTROL: Pressure 
Differential Monitoring] 
Differential pressure values are 
documented daily and 
electronically monitored through 
JLL . January 2020 records 
indicate anteroom and IV room 
pressures were at "0.01 or 0.00 on 
1 1 days (Jan 
1,3,6, 7,8, 10, 13, 16,21,22,24 and 
27). Uknown if loss of pressure is 
due opening/closing door, 
duration of excursion. Per JLL 
representative, alerts are sent at 
an hour after initial excursion. 

6501 .F4 Rev 02/2019 

Corrective Action 

JLL graphs printed for the 12 days of 
excursions for ante and clean rooms.USP 
797 standard does not clearly define the 
duration time of an excursion. Upon review 
of the graphs, the excursions were due to 
opening and closing of the ante room door 
and/or clean room door during hours of 
operation. 

Staff will be re-educated on entering and 
exiting the sterile produci complex to 
ensure that the doors are completely shut. 
Doors will not be opened for an extended 
time (i.e., longer than what one takes to 
enter or exit the room). An in-service sign- 
in sheet is attached for evidence of 
compliance. 

E E 
JLL-Jan.pdf PharmacymeetingZ. 

24.20.pdf 

Date of 
Correction 

2/24/20 

Responsible 
Owner 

Mary Jo 
Giles, 
DOP 

Comments 
(For internal use only) 

Preventative Action (to maintain compliance) 

Upon review of daily JLL reports, any 
excursions will be noted and further print 
out of JLL graphs will be explored. The 
normal branch specific excursions will be 
compared and investigated if those times 
are exceeding. 
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Finding Corrective Action Date of 
Correction  

Responsible 
Owner 

Preventative Action (to maintain compliance) Comments 
(For internal use only) 

67. When devices (e.g., 
computers and printers) and 
objects (e.g., carts and cabinets) 
are placed in buffer areas, air 
quality is verified by particle 
counts 
on certification. 
[ENVIRONMENTAL QUALITY 
AND CONTROL : ISO Class 5 Air 
Sources, Buffer Areas, and Ante-
Areas] 
Certifcation report does not 
indicate TPN Pinnacle machines 
(3) located in VLFH's were 
operational (drugs, LVP bags, 
sterile tubing not in hoods during 

certification). 

MTA was called to return and repeat the 
non-viable particle counts in the three 
hoods that contains PN compounders.  The 
compounders were operating during the 
repeated tests. 
 

3623 - Pharmacy - 
Labs - 2002 - Report 

2/4/2020 Mary Jo 
Giles, 
DOP 

Company staff member (delegated by 
DOP) will shadow/assist MTA technician 
during air dynamic/smoke studies at each 
certification visits.  Smoke study videos will 
be reviewed prior to them exiting. 

 

106. Facility has written 
procedures for proper packaging, 
storage, and transportation 
conditions to maintain sterility, 
quality, purity, and strength of 
CSPs. 
[MAINTAINING STERILITY, 
PURITY, AND STABILITY OF 
DISPENSED AND DISTRIBUTED 
CSPs : ] 
Refrigerated CSP's are shipped 
same day or overnight via courier 
and are required to maintain temp 
of 2 to 8 celcius and shall not 
exceed 8 degrees C 
longer than 8 hours prior to patient 
receiving CSP. Policy does not 
indicate how temperature of CSP 
is known during transit or upon 
delivery. 

Company policy 9650 Medication and 
Supply, Packaging and Delivery Process is 
attached for review.  The policy states the 
use of WarmMark® indicator as part of cold-
chain process.  Patients will recieve 
instruction sheet on the use of WarmMark® 
indicator as indicated at the bottom of the 
policy. 
 

9650 Medication 
Supply Packaging D 

9651A1 WarmMark 
Single Window Instr 

2/4/2020 Mary Jo 
Giles, 
DOP 

No further preventative action needed.  

 

Corrective Action Preventative Action Plan (CAPA) 
Finding 

67. When devices (e.g., 
computers and printers) and 
objects (e.g., carts and cabinets) 
are placed in buffer areas, air 
quality is verified by particle 
counts 
on certification. 
[ENVIRONMENTAL QUALITY 
AND CONTROL: ISO Class 5 Air 
Sources, Buffer Areas, and Ante- 
Areas] 
Cenifcation report does not 
indicate TPN Pinnacle machines 
(3) located in VLFH's were 
operational (drugs, LVP bags, 
sterile tubing not in hoods during 

certification). 

106. Facility has written 
procedures for proper packaging, 
storage, and transportation 
conditions to maintain sterility, 
quality, purity, and strength of 
CSPs. 
[MAINTAINING STERILITY, 
PURITY, AND STABILITY OF 
DISPENSED AND DISTRIBUTED 
CSPs : ] 
Refrigerated CSP's are shipped 
same day or overnight via courier 
and are required to maintain temp 
of 2 to 8 celeius and shall not 
exceed 8 degrees C 
longer than 8 hours prior to patient 
receiving CSP. Policy does not 
indicate how temperature of CSP 
is known during transit or upon 
delivery. 

6501 .F4 Rev 02/2019 

Corrective Action 

MTA was called to return and repeat the 
non-viable particle counts in the three 
hoods that contains PN compounders. The 
compounders were operating during the 
repeated tests. 

3623 - Pharmacy - 

Labs - 2002 - Report 

Company policy 9650 Medication and 
Supply, Packaging and Delivery Process is 
attached for review. The policy states the 
use of WarmMark® indicator as part of cold- 
chain process. Patients will recieve 
instruciion sheet on the use of WarmMark® 
indicator as indicated at the bottom of the 
policy. 

9650 Medication 
Supply Packaging D

E 
9651A1 WarmMark 
Single Window Instl 

Date of 
Correction 

2/4/2020 

2/4/2020 

Responsible Preventative Action (to maintain compliance) Comments 
Owner (For internal use only) 

Mary Jo Company staff member (delegated by 
Giles, DOP) will shadow/assist MTA technician 
DOP during air dynamic/smoke studies at each 

certification visits. Smoke study videos will 
be reviewed prior to them exiting. 

Mary Jo No further preventative action needed. 
Giles, 
DOP 
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N 
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License fl P536257 Llcensee Name Vincent Ekebu 

License Type Registered Pharmacists 

License # P852096 LDCSHEee Name Jacqueline Rodnguez 
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License # P821110 Licenses Nams Manuela Vega-Rwera 

License Type Registered Pharmacists 

Llcense I 29706 Licensee Name Kalrina Phillip 
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BRONSON. DAVID 
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License # 

License 3 
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License it 
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License # 
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I YORK. CHRISTOPHER | 
License as 

RX DPT MGRICORIPOR 

I ELISBRUN. SHIRLEY I License 4 49270 

Spaclll Surllo Compounding 

IBRIOVARX INFUSION SERVICES 203‘ INC, I Llcense it l8740 

INV791 - Sterile Compounding 

Low RISK

|

J 

1. Low risk GSF's are properly Idemlned: Ase no manipulauons wilhin an ISO Class 5 snvironmanl using three or fewer s‘en’le products and no more than 

two entries No any container. [CSP MICROB AL CONTAMINATION RISK LEVELS : Low-Rlsk Level CSPs] 

2. Low Risk CSP's‘ In absence 0! passing slerilily lasl‘ stoned not more than 48 hours at oonlrollad room temperature, 14 days at cold lemperamre, or 45 

days In solld frozen slate at -25' to -10' or colder. [CSF‘ MICROBIAL CONTAMINATION RISK LEVELS: Low»Risk Level CSPS] 

3. Low Risk CSP‘s with I2 hour BUD are properly identified and comply with all tour specific omens. 1. PEG In Se ragaled Compounding area 2, Away 
tram wlndcws. doors . high Imrfic areas 3‘ Hygiene & gaming required, sinks nol adjacent Io PEG, 4. Cleaning & isinlecling, Personnel training, 

Competency evaluauon, Gamin ,Asemic work prauices, Viable and non-viabIe environmental sampling apply. [05? WOROBIAL CONTAMINATION RISP 

LEVELS : Low’Rlsk Level CSPfi 

MEDIUM RISK 

4. Madlum Risk CSP's are pmredy Idenlmed: ASSDUC manipulations wilhln an ISO mass 5 envlronment using prolonged and complex mixing and Irans'er, 
more than three slen‘le pmdun s and enmes Into any container. and Fooling mgrsdlenls lmm multiple sterile products to prepare mullipls CS 5, [CSP 
MICROBML CONTAMINATION RISK LEVELS : Medium-Risk Leve CSPS] 

5. Medium Risk CSP's, In absence of passing slerimy lest, slored not more lhan 30 hours al conlmlled room temperalurs, 9 days at cold lemperalure, Of 

45 days in solid Vrozen stale at 45' lo -1 0° or colder [CSP MICROBIAL CONTAMINAT‘ON RISK LEVELS : Mediueisk sel CSPs] 

HIGH RISK 

6‘ Preslenlizallon roceduras lor hlgh-rlsk level csPs. such as weighing and mlxlng. are completed In no worse Ihan an ISO Class 8 environmam. 
[ENVIRONMENT L QUALITY AND CONTROL: Placement 0! Primary Engineenug Controls Withln ISO Class 7 Bufler Areas] 

7. High Risk CSP's are properly Identmed: Confirmed presence 0! nonstenla in redienls and devices. or confirmed or suspemad 9x osure of sterile 

mgrhegfnfimr mgrse "Ila" one hour In air quality inlerior to ISO class 5 before nalsleriliza1ion.[CSP MICROBIAL CONTAMINATI N RISK LEVELS : 

lg - s eve‘ Ps 

6. Huh Risk CSP's. In absence 0! passin slerility test are not stored more than 24 hours at controlled morn Iemperature. a days at cold temperature. or 
45 days in solid frozen slam at -25' to -1 ' or colder. [CSF MICROBIAL CONTAMiNATION RISK LEVELS , High-RISK Level CSPS] 

9. A 0,2-pm certified sten'liflng membrane filter is used Ihal is chemicanx and physically compauble wllh the CSP Fmratiun ls completed rapidly without 
Mar reSIacemenL Slen‘lizauon method is verified \o achleve steriliqélorl e quanm and type 0! conlamers. [VERIFICATION OF COMPOUNDING 
ACCU ACY AND STERILITV : Sterilization of HIgh-Risk Level CS 5 by Human 

I0. Slen'lizatian malhod used has documentation Ihal aweflable stren m and purity of ingredients and Integrity a! con‘alners Is malntalned. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk evel CSPS? 

I1. The manufacturer recommended filler mle “$5311” bubble point) teal \s panormed and documented far all s‘erllizing fillers after fillering CSPs. 
[VERIFICATION 0F COMPOUNDING ACCU A A D STERILITV ' Stennzatlon O'High-Risk Level CSPS by Flllralion] 

I2. Autoclave cycle has been verified uslngargmpfiate bimo ical indicators. Somlinns are passed (hrough a I zvum or smaller (mar imo final containers Id 

rsemove paniculmes below slerllizalion. [V R WCATION OF OMPOUNDING ACCURACV AND STERILVTY : Slerillzatlon of High-Risk Level CSPS by 
team] 

I3. D has! ovens used tor sterflizal‘mn have filtered forced air‘ Only Ihose items thal wlll be damaged 
bsy 

steam are smrnized by dry heat 
[VERI ICATION OF COMPOUNDING ACCURACY AND STERILITY : Slen‘lizallon o! High-Risk Level C P: by Dry Heal] 

14. The description of dry heat smnllzatlon cundilicns and duration lnr specific CSPs is included In wrmen documenlalion in the compounding facil‘x . The 
effectiveness a! dry heal sterilizallon is varlfled using aprropriale bio‘oglaal Indicators and oihar confirmation. [VERIFICATION 0F COMPOUNDIN 
ACCURACY AND STERILITY Z Slsrhlzelion ol High»Ris Level CSPS by Dry Heal] 

15. Dry hem depyrogenation is used to render glassware or wnlainers. such as vlals tree lrorn pyrogsns as well as viable microbes. The dascdplion o! 
the dry heat dapyrogenation cycle and duration tor specific load ilems is included \n wrillen documenlaiion in Ihe compounding ladllly, The effecfivaness 
oflhe dry heat depyrogenallon cycle Is verified using snduloxin challenge vials (Ec) [VER|F|CAT<0N 0F COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenalion by Dry Heal] 

16. Sterility “wing is wmpleled [or all High-risk level CSPs pre area in batches o! more than 25 idemical ccmainara, or exposed longer lhan 12 hours at 
2'10 8" and 6 hnurs a\ warmer than 8‘ before belng sterilized. FIN‘SHED PREPARATION RELEASE CHECKS AND TESTS : Slarilny Testing] 

USP <11> STERILITY TESTING (Outsou I'COd) 

17. Outsourced sleflllly taming results indicate that (l is wmpHanl wlm USP<1I>. A method not described In Ihe USP may be used il valxdmion 
flemonslrales Ihal Ihe arternallva Is at least as aneuive and rerlebls‘ [STERILITY TEST USF<71>1 

18. Outsourced: The number 01 anlcles (asled are appropriate according to USP<71>. [STERILIW TEST USP<71> : Number 0' Arlic‘es In Be Teslad] 

19. Outsourced: The volume/quantity tested is according Io USP<71>, [STERILITV TEST USP<71> : Nu mbar 0! Articles ta Ba Tes‘ed] 

20_ Oulsmgued: A USF<71> method suitabillly last has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> ‘ Mslhod 
Sullabllily est] 

2‘. Outsourced: Slarlllly lssling reports are revlewed and approprlala actions taken and documsnled. [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71) STERILITV TESTING 
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22. On sue: Membrane filtration is used It appmpflata‘ (The lachnlque a! membrane fillrauon is used whenever the nature orthe product permits: that is. 

for Villerahle aqueous pleparallons, tor alcoholic or aim preparahons. and mr preparations miscime With. or soluble in, aqueous or oily solvents, provided 

these solvenls do not have an anllmloroblal eflecl In t a condmons 0V Ihe test.) Fllters are rlnsed according to USF<71>. [FINISHED PREPARATION 

RELEASE CHECKS AND TESTS: Slenllty Testing] 

23. On ans: Dlrecl Inoculallan (s done onl when membrane flllranon cannol he carried out. Volume to be inoculated does not exceed 10% at the culmre 
media volume. [FINISHED PREPARATI N RELEASE CHECKS AND TESTS : SlerIlily Tesllng] 

24, on sue: The number 0! amdes lasted are appropriate according lo USP<71). [STERIL‘TY TEST USP<71) ; Number orAnIdas lo Be Tested] 

25. On slle: The volume/quantity tested is accordlng to USP<7I>. [STERILITY TEST USP<71> : Number of Articles Io Be Tesled] 

26. On site: Agrowlh promollun Iesl has b'een done on the media wnh [he 5 specified organisms (not mars man 100 CFU) accordlng to USP<71>. 

[STERILITY T ST USP<71> : Growth Promotion Test olAerohes. Anaerobes. and Fungi] 

27. On site: A USP<71> method sullabmly lesl has been done wan appropriale inoculum, addillvas and rlnses. [STERILITY TEST USP<71> ‘ Method 
sullabIlIIy Test] 

28, On slte: TSE or SCD Is lncubaled at 20-25 C lor 14 days (2 incubalors present). [STERILITY TEST USP<71> : Culture Medla and Incubanon 

Temperatures] 

29, On site: FTM is incubated an 30-35 C for 14 days (2 finwbalors present). [STERILITY TEST USP<71> : Culture Media and lncuballnn Tamperalures] 

30, On sile: Slerllity Iesllng rs documented Including lot numbers and expiralion dates of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS} 

31‘ On site: Sterility [951a reports are revlerwed and appropnate actions taken and documented. [FINISHED PREPARATlON RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32‘ Endoloxln laming is conducted (or kWh-risk level CSP's that are prepared In balches of more man 25 mammal cnnlalners. or exposed longer man 12 

hours al 2' to B', and 5 hams at warmer nan 8‘, betore hein slariuzed or In muuidose conlainers for admmrslrallun lo multiple palianls. (exdudlng those 
lor inhalation and ophthalmlc adminislralion) [FINISHED PR PARATION RELEASE CHECKS AND TESTS : Bacxenal Enaoloxin (Pyrogen) Testing) 

33. Endoloxln tasl‘ng process Indlcales (ham is mmpliam wilh USF<85>, [BACTER‘AL ENDOTOXINS TEST USP<85>1 

34. High Risk CSP's are wlthm allowable Ilmlls for bacterial endoloxlns. [F1NISHED PREPARATION RELEASE CHECKS AND TESTS: Bacleria| 
Endotoxm (Pyrogen) Tasting) 

IMMEDIATE USE COMFOUNDING 

35. Immediale-use companndlng oomplles wlth all six spenlfied C(Ilefia. 1. Law-rlsk sterlle nonhazardous producls or dlagnoslic radiopharmaceullcal 
products lram the manufacturers' origlnal oonlainers, Antivnaoplasncs snail not be prepared as ImmedlaIe-use CSPs because may are hazardous drugs. 
2. Unless required V01 the preparafiun, the compound!" procedure Is a oonlinuous process not In exceed 1 hour. 
3. Durinf preparalxon. aseptic Iechnlqua Is Vouowed an .if not immediate‘y admfimslered, (he finished CSP Is under conklnuous Supervismn to minimize the 
pagamia [or contact wllh nonslerlle survacas. introduction 0' paniculale mailer or blological fluids. mix-ups With other CSPs. and direct wnlacl o! oulswde 
SIA 8098. 
4. Adminislralian be ins nol later man 1 hour [allowing the slarl of me praparanun 01 the CSP. 
5. Unless immediala y and completely sdminislered by the person who prepared H or immediate and complete administralion is wIInessed by the preparer. 
lha CSP shall bear a label Iisllng gallant identification Iniannalinn. the names and amounts a! an ingredients. mn name or mmals of the person who 
pm area we CSPI and the exact 1-hour BUD and (line. 
6. I admlnislrauon has not begun within 1 hour [allowing me slan cl preparlng the CSF, Ihe CSP shall be pmmpuy‘ properiy. and 53!e discarded. 
[IMMEDIATE-USE CSPs] 

N/A 

SINGLEIMULTIPLE DOSE CONTAIN ER BUD 

36. Beyond-use data does not exceed 28 da 5 lor muIIIpIe-dose containers after inillal openmg or amry. unless specified otherwise by the manufaclurar. 
[SINGLE-DOSE AND MULTIPLEVDOSE CO TAINERS] 

Yss 

57. Beyond-use "me does not exceed 5 hours [or closure sealad sin Ie—dose conlalners In ISO Class 5 or claaner air aner inlllal opening or enlry‘ unless 
spedfled otherwise by Ina manutaclurar. [SINGLE-DOSE AND MUL IPLE-DOSE CONTAINERS 

Policy 7005 Instructs SDV‘s and Pharmacy 5q Packages to be discerned alter six hauls, but as: noundicale ilapened and remains m ISO 5 PEG 

38.'Beyond-usa lime does not exceed 1 hour [or dusure sealed smglerdosa conlalners alter being opened or entered in worse than ISO Class 5 airv 

[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 
NIA 

39. SlngIe-dcse ampules are discarded Immediately after use. [SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] Yes 

HAZARDOUS DRUGS 

3%; 
rressure Indicator ls installed and umerenllal pressures are monltored and documented daily [or hazardous bufler room [HAZARDOUS DRUGS As

3 

NIA 

41. Hazardous drug bufler room Is at Iaasl 0 01 inch waler column negaliva pressure wllh 30 ACPH o! HEFA filtered air‘ [HAZARDOUS DRUGS AS CSPs 

42. At least 0.01 inch water column negatlve pressure and 12 alr changes [gar hourin non-deanrnoms [n which CACIs are located FAC‘ USP Chapxer 797 
requires that: "Man closed-system vIaI-(ransler devlces §CSTD3) (i,s., vla -Iransler systems Ihal aHow no venting or exposure 0! hazardous substance to 
the anvironmsnl) are used. Ihay shall be used wimln an \ 0 class 5 environment a! a 550 or CACI. The use a! me 0510 Is preheated because of their 
Inherent closed syslem process. In facilities the! prepare a low volume 01 hazardous drugs‘ me use 0! Mo llers of wnlammenl (sf, CSTD wuhin a 350 or 
CACI that is located in a non-negallve pressure room) is acceptame.“ For purpose at said provision, a “low volume a! hazardous rugs" is defined as less 
than 40 muses per month [HAZARDOUS DRUGS AS (:5s 

N/A 

43. Persnnnai compounding hazardous drugs wear approprlale persona‘ prolecllve equipment. [HAZARDOUS DRUGS AS CSPs] NIA 

44. Hazardous dmgs are handled wnh caullon at all Ilmes using appropriate chemotherapy gloves dun‘ng receiving dislnbufion. stocking. inventorying. 
preparing lor admlnistratmn. and dlsposal. Spill kils are available. [HAZARDOUS DRUGS AS CSPs] 

Yes 

45. Hazardous drugs are prepared In an ISO Class 5 environmenl (BSC or CACI wlm prmecllve engineering conlrols in plane, following aseptic praClICSS 

spndfiad for me appropriate contamlnalion risk levels. [HAZARDOUS DRUGS A CSPs} 
N/A 

165. Elgéerluaus drugs are stored separate‘y tram other inventory In a mannerlo prevent mnlaminanon and personnel exposure. [HAZARDOUS DRUGS
3 

Clean mam suite contains a negative pressure storage mam; -0,02"w.cv aflime of Inspeclian, 

Yes 

47. Access to hazardous drug preparalinn areas is limiled to authorized compounding personnel. [HAZARDOUS DRUGS AS CSPs] N/A 
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48. Annual documenlallan a! hazardous dru training of personnel regarding slorage‘ hand‘ing, containment techniques and d‘rsposak o! hazardous drugs 

is avallabla. [HAZARDOUS DRUGS AS 05 5] 

MIA 

49. Corn oundln personnel a! re roductlvs capablllty have confirmed in writing that they understand Iha risks 0' handling hazardous dmgs. 

[HAZAR OUS D UGS AS GSPST 

NIA 

50. Faculty malntalns appropriate disposal containers {or all hazardous waste. [HAZARDOUS DRUGS AS CSPs] N/A 

FACILITY DESIGN AND CERTIFICATION 

51. Cenincanon and tesllng 01 primary (LAFWs, BSCs, CAIs and CACIs) and secondary englnssring conlrols (bufimj and ante areas) have been performed 

by a quallflad Indlvldual no less than every slx months and whenever the device or room is relocated. altered, or major sarvice to the Vadlity ls periormed. 

Corrective acllun Ior denuencies are documented. Cenlflcalion procedures such as (hose outlined In the CETA Certification Guide Vor Sterile Compounding 

FacHilles (GAG-0034006) are mnducleu under dynamic oondluons. [ENVIRONMENTAL QUALITY AND CONTROL : Envlmnmanlal Nonviable Panicle 

Teslin Pro ram 
MTAgcerti redl O 7 anle, ISO 7 clean room, ISO 7 HD room and a neganve yressune hazaldous drug storage room. PEC's: 7X LAFW and 1 650 

Class II A 2 all to ISO 5 under as built conditions 

Yes 

52, Primary engineering oonlrols provide unidxrectional (I 9,, laminar) HEPA flllered air, Awr pattern analysus Vla smoke studies are mnduded al lha critical 

site to demonstrale unidlreclional airflow and sweepmg action over and away tram Ihe produci under dynamic condluons.[ENV|RONM ENTAL QUALITY 

AND CONTROL : Facility Design and Environmental ComraIs] 

Yes 

53, The rimary anglnaen‘ng controls are placed wilhln a bufler area in such a manner as to avold conditions that wu‘d adversel affect their 0 eration. 

The PEgis placed out oflhe traffic flow and in a manner to avoid dxsruplion [mm the HVAC system and room cross drafls, {E IRONMENTA QUALITY 

AND CONTROL : Family Design and Envlmnmenlal Conlrols] 

Yes 

54. All HEPA filters are leak tasted sflar inmallation and every six monms (hereafter. [ENV‘RONMENTAL QUALITY AND CONTROL : Facility Design and 

Environmental Conlruls) 

ISOLATORS 

55 CAIs are proven to maintain ISO Class 5 airwhan particle counts are sampled 6 lo 12 inches upstream 0' critical site exposure areas during 
performance at normal inward and outward transfer uf malarials, and compounda manlpu‘alions when such CAI: are localed in air quality worse than 

ISO Class 7. [ENVIRONMENTAL OUALITV AND CONTROL : Placement at Pvimaly Engineering Conlrols VWhin ISO Class 7 Buffer Areas] 

58. Adequate rewve lime (or isolalnrs to achieve ISO Class 5 air qualifiy is allowed aflar material transier belore and during compounding operations. 
[ENVIRONMENTAL gUALlTY AND CONTROL: Placement 0! Primary Engineering Controls \Mlhin ISO Class 7 Bufler Areas] 

57. Parsannel gaming requirements are followed 'nr CAIs unless manufaclurer provldes wflflan documentation based on validated tesung Ihat any 
componenls ol PPE are not requlrad to mainlaln sterimy of CSPs, [ENVIRONMENTAL QUALFTV AND CONTROL: Personnel Cleansing and Gaming] 

FACILITY DESIGN AND CERTIFICATION (Secondary Enulneorlng Controls] 

58. Facility has pressure gauges or valoci melers Io monitor Iha pressure diverential or airflow belwaen the buffer area and anIe-area. and me ante-area 
and the general environment oulslde me compounding area. The results are reviewed and documented on a log al least daily or by a continuous 
recordin%devlce. The pressures dilferemials meet or exceed 5 Fa (0.02 inch water column (w.c, Allarnaiively. in lacililies where low and mediunHisk 
level CS 5 are prepared. uiflerenlial alrflow Is malntalned al a minimum velocny o! 0.2 maler/sec d (40 fpm) across a line of demarcation balween butler 
area and ante-area. [ENVIRONMENTAL QUALITY AND CONTROL 1 Pressure Diuarsnlial Monltonng] 

YES 

59. Clean rooms for nanhalardous and nnnradloacl'ws CSPs are an plied wlm HEPA altered at thal enlars 1mm oallln s wlm relum venls law an walfis, 

and thal provides no\ less man 30 alr Chan 5 per hour or qualifies or exception In 64B1B—27.797(4)(c). [ENVIRONME TAL QUALITY AND CONTROL : 

Fac'Hily Design and Envlronmental Controls 

BO. Aclivltles and tasks carried out wilhm ma nuwer area are limited In only lhase necessary when working within a conlruHed environment. 
[ENVIRONMENTAL QUALITY AND CONTROL: Facillty Deslgn and Environmental Conlmls] 

N/A 

61. only me lurnilure. aqulpmenl, sugplies. and olher maxsrial requlred for me compoundm acllvitias to be psnormed are brougnl Into the buffer room. 

[ENVIRONMENTAL QUALITV AND ONTROL : Facility Design and Environmemal Comm 5] 

Yes 

62. Suflaces and assenllal furniture in bufier rooms or zones and clean rooms are nonporous. smooth. non»shedd|ng, Impermaabls‘ cleanable‘ and 

resxslanl to dlsmlemanls. [ENVIRONMENTAL QUALITY AND CONTROL : Facih‘w Design and Environments} Conlrols] 
Yes 

53. The survaoes ol oellmgs. walls. flours, fixtures, shelving, counters, and cabinets In the buflar area are smooth‘ impervious. lree 1mm cracks and 
crevices, and non—shedding. marebysromolm claanabmly. and minimizing spaces in whlcn mlcroorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND ONTRO : Facility Deslgn and Envlranmenlal Controls] 

Yes 

54. Ceiling tilas are caulked around each pmmetar and to walls (a seal them to (he suppon frame. The extennr lens suflace of ceiling llghling fixtures <5 

smooth. mounled flush, and saa‘ed. All amer penetrah‘ons Ihrouqh me caiHng or walls are sealed, [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Demgn and Environmental Controls] 

Ves 

65 The humer area does not cmlam sources 01 walar (sinks) or floor drains Wurk sudaces are constructed 0! smooth, lmpervluus materials such as 
stainless sleet or molded plaslic, so lhal may are easily cleaned and disin'eded. [ENVIRONMENTAL QUAUTV AND CONTROL : Facility Deslgn and 
Environmental Conlrols] 

Yes 

66. Storage shelving. counters, cabinets and cans/casters in me buffer area are smooth. ImFervicus. lree lrom cracks and crevlces. non-shedding. 
non»porous. definable, and dismfameble. [ENVIRONMENTAL QUALITY AND CONTROL ‘ acilily Design and Env‘ronmenla‘ Controls] 

Yes 

67. When devices a. . com ulers and primers) and ub‘ects (9.9” carts and cabinels) are placed in huffer areas, air quality Is verified by particle mums 
on certification, [E VI ONM NTAL QUALITY AND CO TROL: ISO Class 5 Air Sources. BuflerAreas. and Ame-Areas] 

Yes 

QUALITY AND CONTROL 

68. An ap rupriate anvironmema‘ ssmpllng plan has been developed (or airborne viable particles based on a risk assessment a! compounding acllvmes 
performs . Volumetric air sampling ls conducted every six monms and sites include locations whhln each ISO Class 5 environment and In Ihe ISO Class 7 

and 6 areas, and the areas at greaiesl risk of oomaminalion (a‘gu work areas nearma ISO Class 5 environmem, counters near doors, pass-Ihrough 
boxes). The plan indudes sample locations. method 01 collacllan, Ire uenc o! sam ling. volume of air sampled. and lime 0' daéas relaled Io actMly in 

Ihe mmpaundln urea and semen levels. [ENVIRONMENTAL QUALI AN CON ROL 2 Envlronmenlal Viable Airborne Parlic Testing 
Programfisamp in? Play 

Environments/palsy 9 01 does no! Include USP <797> required viable all sampling byimpactian, amount a! air In be sampled in each ISO class space 
and samptlng mafia"; Advise (a use viable air samplmg locations to evaluate CFU rand . 

No 

89. Evaluallon of almome micmo anlsms usin volumetric collacllon methods In the controlled air envlronmenls is performed Dy property trained 
Indlvlduals for all compoundlng ris levels, [EN IRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

Yes 

70V Volumetric arr sampllng using malt axlracl agar MEA) or some other medla mal supports the growth of lung! Is used in high-risk level compounding 
environments. [ENVIRONMENTAL QUALITV AND ONTROL : Growth Media] 

N/A 
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71 For low-risk level CSPs with IZ-houror less BUD. alr samplin is peflcrmed at Iocafians Inside Ihe ISO Class 5 anvironmenl and other areas thal are 
in dose pmxlmlty to tha ISO class 5 environment. [ENVIRONME TAL QUALITY AND CONTROL : Viable Air Sampling] 

NIA 

72, The number of disuale culomes o! microorganisms is counted and repurlad as colony-forming unlls (cfu) and documenled on an environmenta‘ 
monlloring Iorm, Counls from air monitoring are Iransformsd Into du/cub‘vc meter 0! an and evaluated lor adverse trends. [ENVIRONMENTAL QUALITY 

ANDACONTROL : Incubalion Period] 
N/ 

Yes 

73. Surlace sampling Is accomplished in all ISO classified areas on a eriodic basis using TSA Contact plalss with lecithin and polysorbale so and/or 
swabs and is done at the mncluslon o! compounding, [ENVIRONME TAL QUALITY AND CONTROL ; Survive Cleaning and Disinvewon Sampling and 

Assessment] 
Facility does monthly surface sampling In house. 

Yes 

74. Sam Iin data Is collected and revlewed on a eriodio basis as a means 0! evamallng lhe overall stale o! mum at the compoundlng environmenl‘ 
[ENVIR N ENTAL QUALITY AND CONTROL : anon Levels, Documenlalw‘on and Dale Evaluation] 

N/A 

Yes 

75. Competent microbiology personnel are consulled if an environmental sampling wnslslenliy shows elevated \evels of microbial growth. I! any mo‘d, 

yeast. coagulase asilive s‘a hylococcus, ovumm us alive rods are detecled immediale remedlalion and Invesfigalinn Into the causs and source was 
conducted, [ENVI ONMEN AL QUALITYA CON ROL:Ac1Ion Levels, Documenlaliun and Data Evaluation] 

Hazardous drug clean room viable airsamph'ng resulted in fungal growth; Investigation and tenninalcleaning was completed. RetesI/ng was completed 
an Ma y 21st. results pending. 

Yes 

76, Surfaces in Iha LAFWs. BSCs, CAIs. and cACIs are cleaned and disinfected Vraquently. mcluding at me begnnnlng 01 each work shin. before each 
balch preparalion is started, every 30 minutes during continuous compoundinE edods oi individual SP5. when Ihera are spills, and when sufiace 
contamlnation is known or suspected lrom procedural breaches. [ENVIRONM TAL QUALITY AND CONTROL : Cleaning and Disinlecling Ihe Slerile 
Comgounding Araas} 

N/ 

77. Cleanlng and dlslnlectlng occurs balore compounding ‘5 performed. llama are vemoved Irom all areas to be cleaned‘ and sunaces are cleaned b 

remnvlng loose malerlal and resldue lrom spllls. e 9., water-soluble solid residues are removed with Slenla Water and low-shedding wipes. This she I be 
lailowed by wgin with a residue-flee dlslnfacllng agenl. such as sterile 10% [FA which Is allowed to dry before cumpuunding begins. [ENV‘RONMENTAL 
QUALITY AN 6 NTROL : Cleanlng and Dlsinlecling the Slarue Compounding Areas] 

N/A 

Yes 

7E CIeanlnEand disin'eoun agents and methods DI a'gpllcallon are in accordance with written SOPs and tollowed by cuslod|al and/or compounding 
personnel. [ NVtRONMEN AL QUALITY AND CONT 0L : Cleaning and Disln'ecling Ina Slerlle Compoundlng Areas] 

Yes 

79, Cleana makeria‘s, such as wipes, sponges, and maps. are non-sheddmg, prelerably composed a! syntnellc mlcro fibers. and dedicaled Io use in Ihe 

buflar area. anle—area, and segregaled oompoundlng areas and are not removed lrom these areas except (or disposal. II cleaning matenabs are reused 

(9,9,. mops). (here are procedures based on manulaclurer recommendations that ensure mat me eflectlveness of the cleaning device is maintained and 
repeaied use does nol add to the biobumen o! the area belng cleaned, [ENVIRONMENTAL QUALITY AND CONTROL ‘Cleaning and Disinlacllng the 
Slarile Compounding Areas] 

Yes 

50. Su lies and equlpmem removed 1mm shipplng canons are wi ed with a suitable dlsinlamlng agent (em sterile 70% PA). [ENVIRONMENTAL 
QUALI AND CONTROL: meaning and Disinfeming the Sterile ompounding Areas] 

Yes 

B1. Disinlaclanl sprayed or wiped an a surface In be dlsinfecled is ahowed Io dry. and during this lime the ilern is nol be used Vor compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Dlsintecllng the Sterile Compounding Areas] 

Yes 

32. Slerila 70% IPA pads are used In disinfect Ihe sterile aka-[Palms 0! packages and devlces. Wetted gauze pads or other [amide-generating malarial 
are not appropnale. [ENVIRONMENTAL QUALITY AND CO ROL : meaning and Disinvecting ma Stan e Compounding Areas) 

QUALITY AND CONTROL (Secondary Englneenng Controll) 

93, Work sudaces an ISO Class 7 and 8 areas and segregaled compounding areas are cleaned al Iaas! daily, IPA 70% isnpro yl alcohol remains on 
sumacas to be disinlecled {or 31 least 30 seconds before such surfaces are used (0 prepare CSFs, [ENVIRONMEN AL QUALI AND C NTROL: 
Claaning and Dlsinlecflng the Sterile Compnunding Areas] 

N/A 

84, Flours In ISO class 7 and 8 areas are mapped daisy hey 
trained personnel at a llme when no aseptic operations are In progress using appmved agents 

and procedures described in written SOP‘s. [ENVIRO M NTAL QUALITY AND CONTROL 2 Cleaning and Dislnfecling Ihe sterile Compoundlng Areas] 
N/A 

85. Shelving‘ walls. and ceillngs In ante-areas and bufler areas are cleaned and dlsinlacted at least monthly. [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleanlng and Disinlacling me Slan'le Cumpounding Areas] 

NIA 

PERSONNEL CLEANSING, GARBING ‘- COMPETENCY EVALUATION 

ae‘ Personnel pregan'ng CSP's are lraa 1mm rashes. sunburn. weeping sores. conjunalvills. and active respiratory infections. [ENWRONMENTAL 
OUALrI’Y AND c NTROL : Personnel C‘eansing and Gaming] 

Yes 

a7 Compoundlng personnel remove personal outer garments; cosmetics; aniflnlal nails; hand. wrist, and body nelry that can inlertaw wllh the m of 
gowns and gloves; and visible body piercing above the neck. [ENVIRONMENTAL QUALITY AND CONTROL ‘ srsonnel Cleanslng and Gammg] 

as. Fadllily has adequate supplies to meet PPE requirements of USP<7B7>. [ENV‘RONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
arblng 

Ves 

89. Gaming and hand hygiene are accomplished in the ante-area In order ofdirtiast to cleanest: shoes or shoe covers. head and halal halr covers, lace 
mask‘ fingernail cleansing, hand and forearm washlng and drying; nun-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Gaming] 

Yes 

9K). Sterile gloves are donned In the bufler roam/Isolator afler hand cleansing with an alcohnI-basad produc! wilh persislant activily and hands are allowed 
(0 dry. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

91. Gloves are rounnsly dlsinlacmu with slerlle 70% IPA afler conlacflng nonsterile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
cleanslng and Garblng] 

Yes 

92. Personnel repeal gaming and hand hygiene afler lhe are exposed lo and contact comaminatiun ur worse than ISO Class 8 air. Gowns may be 

hung In the antaroom and reused during "19 same works in. [ENVIRONMENTAL OUALITV AND CONTROL : Personnel Cieansing and Gaming] 
Yes 

93V Low/Medium Rlsk media-fill tests the! close)! simulale the mosl challenging nr stresslul condilions encountered durin cumpounding are completed at 
least annually by camgoundlng personneL Me ia~fllled vials are appropriately Incubalad hr 14 days, [CSP MICROBIAL ONTAMINATION R‘SK LEVELS 
:Medlum-Rlsk Level SP5] 

Yes 

94. nh Rlsk Mediamll tests mal cVosaly smulala the mosl chanenglng or stressvul condilions encounlered during compuunding have been completed at 

leas( semiannuallr by compounding personnel, Media-filled vials are approprlakely incubated Ior 14 days. [05? MICROBIAL CONTAMINATION RLSK 

LEVELS : High-R 5k Laval CSPs] 

N/A 
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95. Documentation indicalss compounding personnel have successmny mmplelad didaclic training, passed wriuen cam alency assessments‘ undergone 
skill assessment using obsarvalianal audit tools (hand h giene‘ gaming. asepllc Iachniqua) and media-fin testing annual y or semannually (high risk) and 

belore any compounding parsonnel begin l0 prepare C Ps , [ENVIRONMENTAL QUALITV AND CONTROL : Personnel Training and Competency 
Evaluallon o! Gamlng, Aseplic Work Pracuoes and Cleaning/Dlsmvsctlon Procedures] 

Ves 

96, Compounding persunne‘ who [ail written tesls, observational audits, or whose media-ml lest vials have one or more umls showing visible mxcrobial 

nomamlnanon. are reinslrucled and ra-evalualed by expen compounding personnel In ensure correcllon 0! all asapuc work practice deficiencies. 
Correcflve action Is dowmenleu. Corn oundlng personnel pass all evaluations pnw lo resuming compOUndIng a! 5mm: preparalions‘ [ENVIRONMENTAL 
QUALITY AND CONTROL: Psrsonne Trammg and Competency Evaluation 0! Gaming. Asepllc Work Praclicss and Cleaning/Disinlacliun Procedures] 

NIA 

97‘ Olher cleaning personnel performmg cleaning and dismlacling prucedures {5.9 environmenlal) are thoroughly trained in pro er hand hygiene. and 

gammg, cleanlng. and dislnlacllon procedures by a quallnsd asepllc campoundmg expen. [ENVIRONMENTAL QUALITY AND ONTROL : Personnel 

mining and Competency Evaluation of Garbing‘ Aseptic Work Practices and CIeanlng/Disinleclion Procedures] 

NIA 

98‘ Compounding personnel and other personnel responslble [or cleaning routinely undergo perlormanoe evaluallnn at proper hand hyglsne, gaming, and 
all applicable cleana and disinfeming procedures oondumsd b a quaufied aseptic compounding expert. Visual observation cl hand ha vene. garblng and 
cleanin is documenled and maintained to provide a ermanen record and Iong-lerm assessment of Easennel com etency {ENVIRO ENTAL 
QUALI AND CONTROL : Personnel Tralning and ompetency Evaluallon olGaming, Asepllc Wor Practices an CIeanmg/Disimealon Procedures] 

Yes 

99. Immediate)! after me cumpcunder complems Iha hand hygiene and gaming procedure, we evalualor collects a gloved flngemp and thumb sample 
1mm both man s of "la cumpaunder unto appmprlata agar mates. The p ales are incubated £30351“ 2—3 days. All compounding personnel have 
successlully Compleled an inilial competency evaluation and loved fingenkmhumb sampling procedure (0 cfu) no less than lhree times balore inilially 
bein allowed to compound CSPS lur human uss‘ [ENVIRON ENTAL QU LITY AND CON ROL : Glaved Fingenip Sampling] 

Po icy 9705 indicates new employees shall camp/ale hand hygiene three times‘ but nut regarb Mme times. 

No 

100. Pia-evaluation ol glove fingenlp tasting arm: a propriate agar males (Trypllcase say agar (TSA) with lecxlhin and porysorbals 80) [or all mmpounding 
personnel accurs at lees! annuall [or Iow- and ma ium-Ilsk level CSF's and samiannually for high-risk level CSPs behre belng allowed to continue 
wmpuundlng CSPs. Gloves shal nol be disinleclad wllh slerile 70% IPA prior lo (eating. The cm aclion level is based on the Intel number 0! cfu on both 
graves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL .' Gloved Fmgenlp Sampling] 

VERIFICATION 

1m. Labels 0! CSP: canlain name and address 0! pharmacy, corram names and amounts or concentrations of ingredients. Imal valumes, beyond-use 

dfies. s‘ljnrafe conditions. and roule(s) o! admlnlstratlon, [FINKSHED PREPARATION RELEASE CHECKS AND TESTS : Idsnlily and Strenglh Verificauon 
n n re ien s] 

N/ 

Yes 

102. Family has documentalion that rocedures have been [allowed lo ensure slarillmguflly, mnect Idenlllles and amounls of Ingredients, and slahllity. 
[FINISHED PREPARATION RELEA E CHECKS AND TESTS: Inspection 0! Solullon usage Forms and Review of Compoundlng Procedures] 

Yes 

103. CSP‘s are visual! Inspected for abnormal artlculate matter and molar, and intact conlalners and seals. [FINISHED PREPARATKON RELEASE 
CHECKS AND TEST : Inspealon of Soluuon usage Forms and Review 0' Compounding Procedures] 

Yes 

104. Be and Use Dates are assigned using direct stabnlty-indlcaling assays or authoritatwe Illaralure mm supports me assigned BUD [STORAGE AND 

BEV’EN 
-USE DAT¢NG : Delermlning Beyond—Use Dales] 

Yes 

105. S(orage Ilme of assembled bag and vial sys‘ems are according m the manulacturav remmmendatlons, (eg Minibag plus. Addvantage, Add-sese) 
[STORAGE AND BEYONDVUSE DATING J Proprietary Bag and Vial Systems] 

NIA 

DISPENSWGIDISTRIBUTION 

106. Fun“ has wrillen rooedures [or propel packa in .storage. and lranspodation conditions [0 maintain smrimy. quality. purlly. and slrengm of CSPs. 
[MAINTAI WNG STERIL TY. PURITY, AND STABILI Y F DIS ENSED AND DISTRIBUTED CSPs :] 

N/A 

107. Modes of (ransgurt are used lhal malmam a propriaxe Iemperalures and prevent damage lo 651%. [MAINTAINING STERlLITY, PURITV. AND 
STABILITY OF DIS ENSED AND DISTRIBUTE CSPs 1 Packaging and Transporting CSPS] 

NIA 

106‘ Facilny provides a mubliple oomgonenl formal valuing program to ensure palienls and caregivers undersmnd Ihe proper storage. handling, use, and 
dlsposa‘ of CSPS. [PATIENT 0R CA EGIVER TRAININ ] 

N/A 

POLICVIPROCEDURE 

109. Wrmen procedures detail claanin and disinfecflng the sterile compoundmg areas including cleansers. dlsln'scxants, and non-shaddlng wlpe and mop 
materials. [ENVIRONMENTAL QUALI AND CONTROL : Cleaning and Disinfecung lhe Sleme Compounding Areas] 

Yes 

110. Awrmen procedure is In place [or cleanlng and disinlecllng lhe Direct Compounmng A!eas,[ENV1RONMENTAL QUALITY AND CONTROL: 
Cleaning and Disin'ecllng (he Sterile Compoundlng Areas] 

Yes 

11L Facility has wrluen Brooedures to verify correct idenlv, ualily. amounts, and ur‘mes of ingredients used in CSPs [FINISHED PREPARATLON 
RELEASE CHECKS AN TESTS : Idenllly and Strength en canon 01 Ingredienlsr 

Vss 

112‘ Follcies address packaging Io maintain physical mlegrlly, sterility, stabilit . and punty of CSPs, (MAINTAINING STERILVTY, PURITV. AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPs ‘ Packagmg and Transponlng C Ps] 

Yes 

113‘ Wrinen standard procedures describe means for pallsnls to ask guestions and re on canoems and adverse events wllh CSPs, and to! compounding 
pharmacists lo oorrecl and prevenl lulura problems, [PATIENT MOM ORING AND A VERSE EVENTS REPORTING] 

Yes 

RADIOPHARMACEUTICALS 

)14. Facility has approprisne pn’maly engineering commas and ramoadivlty cantainmenl and shieldmg. Lacalion of primary engineering controls perminaa 
In ISO Class B oonlrollad envnronmanl, [ ADIOPHARMACEUTICALS AS CSPS] 

115, Radiopharmaoeuticals prepared as low-risk level CSPs wllh 12»hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designaled wIIh a Ilne o! demarcafion. [RADIOPHARMACEUTICALS AS CSPs] 

116. TechnetiqBm/Molybdenum-99 generators are elulad In ISO Class 8 condilions [RADIOPHARMACEUTICALS As 08s 
MISCELLANEOUS 

I17. Facilily engaged in office use sterile compounding tor human use is registered with FDA as an outsourcing ladllty, [FAG 64315-27 700 (3)(g] NIA 

NIA I18. Compounding records are propefly malnlained. [FAC 64515-281400” 
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119. When compounding aclivilies requxre the manipulation 0! a patienl's blood-derived or other bwological material, Ins mampulallons are clearly NIA 
separaled Vrum routine malaria-handling procedures and equipment used in CSP preparafion acnwlies. and "way are conlroued by Specific sgandafd 
operatingfirocedwes \n order to avoid any crossrconlaminalion, [ENVIRONMENTAL QUALITY AND CONTROL : Placemenl of Primary Engmeenng 
Conlrols mm ISO Class 7 Bunar Areas] 

SPECIAL PARENTERAL ENTERAL 5. EXTENDED SCOPE 

120. Pharmacy ‘echnicians propeny Identified and supervised. [6451611420 FAQ] 

121. Medlcalion properly Iabalad. “65.0255. PS.) [64813-28103, F A.C.] 

122. Expired medlcalions removed lrom the shelves. [64316-28.110‘ F.A.C.] 

‘23, C0! Policy and Prncedurea and quanafly meallngs. [765.101_ F.S] [64B16-Z7.300. F.A,C.] 

124 Plescriplions have the date dispensed and dispensing pharmacists. [593,04(1)(c) 6. F.S,] [64816—28.140(3)(b). FVA.C.] 

125 Pharmacy maimains patient profile records. [64316-27‘800‘ FAG] 

126 AH ccmrolled substance prescriptions contain inlormalion requiredv [891106, F.S.] 

127 Prescriptions for controlled submnces are on wumerfeit—prool prescription pads or blanks purchased lrom a Depanmenl-approvsd vendor and the 

%“$‘l¥a“$%fi?§‘inenls of [455.42(2). F,S.]. 

128 Controlled substance inventory laksn on a biennial basis and available Varlnspecllon, [893.07(1)(a). RS] 

129, DEA 222 omerlorms propafly completed. [893.07, F.S_] 

130, Controlled substance recolds and Rx information in computer system is retnevable. [21CFR 1306.22] [BANG-28.140. FAG.) 

131.conlrollsd substance records maintained fur-5 years, [465,022(12)(b). RS] 

132. Certified dally log 0R printout maintained. [21CFR 1308‘22(b)(3)] [64B18-28.140(3)(b). FA‘C‘] 

133. Pharmacy is reporting to the PDMP wlthin 7 days u! dlspenslng controfled subsianoe. [893,055(4)‘ F.S ] 

134, Pharmacy mainlains invoices documenting Ihal mediclnal dmgs were obtained (mm a Florida licensed distribulor 499.005 (14) 

Remarks: 
This is a change 0! Iocalion inspection; Previously located al15951 SW 41 St; Dame underma name a! Ambianl Hea‘lhcare 0! So. Florida mo. Many answers are N/A; Firm wiH 

not be compounding hazardous CSP's at this time. but has a negative pressure chemical room and a negalive pressure clean room. Inspection conduclad with Shivley Elisbrun 
Rph PIC and Mary Jo Gllss RXM; Please send mspeclor a correckiva anion plan for all deficiencies an or before July 2‘ 2018. 

Ihave read and have had mks Inspsclion rapon and the laws and ragmalions concerned harem explamed. and do aflirm that the inlormation given harem IS lrue and correc‘ 
to Iha best 0! my knowledge I have received a copy 0! the Licensee Bill oi Rights 

Inspecmr Slgnalure: Representalive: 

Shirley Elisbrun 

WW JfiwW 
Dame/112018 Dales/112018 
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Corrective Action Preventative Action Plan (CAPA) 
Branch location: Miramar, FL 

General Manager: Mike Geraci 

Purpose of Correction: FL Board of Pharmacy Inspection Findings 

DOP/PIC: Mary Jo Giles 

Date of Visit: 5/7/2019 Inspector/Auditor: Monica Bower, FL BOP Inspector 

NSTR CT NS: 

Finding 

37. Beyond-use Qime does not exceed 
6 hours for closure sealed single-dose 
containers in ISO Class 5 or cleaner air 
aflerinilial opening or entry, unless 
specified olherwise by the 
manufacmrer. [SINGLE-DOSE AND 
MULTIPLE-DOSE CONTAINERS] 
Preservative free Vancomycin 1g/vial 
stored in refrigerator without 
discarfl/entry time; D5W and Na CI 
preservative free IV bags hanging in 
PEC'S without 

discard/entry time. 

6501 .F4 Rev 02/2019 

Corrective Action 

There will be no punctured preservative 
free vials stored in the refrigerator. There 
will be no preservative free IV bags 
hanging in the PECs without a time and 
date of entry label on the IV bags. 

ACT N: Director of Pharmacy (DOP) 
reviewed Policy #7065 with compounding 
technicians and pharmacists for thorough 
understanding. Stressed to the staff that it 
is absolutely prohibited for any punctured 
preservative free single dose vials be 
placed into the refrigerator and outside of 
the ISO 5 areas. In addition, DOP also 
stressed to the staff that all punctured IV 
bags or vials hanging in the PECs must 
have time and date of entry label and 
discarded after 6 hours. 

A copy of meeting log signatures and 
Policy #7065 are included as evidence of 
compliance. 

Date of 
Correction 

5/10/2019 

Responsible 
Owner 

DOP 

Date Initiated: 05/07/2019 

DON: NIA 

Date Due: 6/7/2019 

Clinical Services team member (e.g. Regional Clinical Pharmacist) or branch management to initiate the CAPA with Findings indicated. 

Branch management to complete the remainder of the CAPA document ensuring that the plan is specific, measurable, achievable, relevant, documented, and within timeframe. 

All corrective actions will require evidence of completion to be submitted. If any follow up monitoring activities are assigned, Responsible Owner to submit evidence by date determined. 

The completed form and all applicable evidence of compliance must be emailed to your respective Regional and National leadership on the Clinical Services Team. 

Preventative Action (to maintain compliance) 

DOP or trained designee to ensure Policy 
#7065 is thoroughly understood and signed 
by all compounding staff. DOP or trained 
designee to ensure that the Sterile 
Compounding Weekly PIP Audit Tool- 
lndicator #2 is done and signed off weekly: 
Appropriately labeled IV solutions used in 
hood with date/exp. time. Perform surprise 
weekly audit using PIP tool to prevent and 
improve nonconformities. DOP or trained 
designee to conduct a daily check to make 
sure ’mere are no punctured vials in the 
refrigerator and outside of the ISO 5 areas. 

Comments 
(For internal use only) 
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Corrective Action Preventative Action Plan (CAPA) 
Finding 

51. Cenificalion and (es1ing of primary 
(LAFWs, BSCs, CNS and CACIs) and 
secondary engineering controls (buffer 
and ame areas) have been performed 
by a qualified individual no less than 
every six months and whenever the 
device or room is relocated, ahered, or 
major service to the facility is 
performed. 
Corredive actions for deficiencies are 
documented. Cenifiwtion procedures 
such as those outlined in the CETA 
Certification Guide for Sterile 
Compounding 
Facilities (GAG-0034006) are 
conducted under dynamic conditions. 
[ENVIRONMENTAL QUALITY AND 
CONTROL : Environmental Nonviable 
Panicle 
Tesfing Program] 
On 4/25/2019, MTA certified ISO 7 
antemom, ISO 7IV room, ISO 7HD 
room, ISO 7 negative pressure storage 
room. Equipment used in wmpounding 
inside PEC'S include 3 TPN Pinnacle 
machines, 4 X repeater pumps, 2 X 
Tube mllers; all electronic. PEC's: 6 X 
VLF's (3 of which used for 
compounding 

TPN's with Pinnacle machines), 1 X 
HLF and 1 X380 all to ISO 5Y with 
only the Pinnacle machines 
operational. 

67. When devices (9.9., compuwrs and 
primers) and objects (9.9., cans and 
cabinets) are placed in buffer areas, air 
quality is verified by particle COUMS 

on certifimlion. [ENVIRONMENTAL 
QUALITY AND CONTROL 2 ISO Class 
5 Air Sources, Buffer Areas, and Ante- 
Areas] 
Thers are 4 X repeater pumps, 3 X 
Pinnacle machines and 2 Tube rollers 
that are located in PE C's. Per Rph, 
only the Pinnacle TPN machines are 

operational during particle counts. 

6501 .F4 Rev 02/2019 

Date of 
Correction 

Corrective Action 
Owner 

During MTA certification, all equipment 5/10/2019 DOP 
(i.e., tube rollers, repeater pumps, and PN 
compounders) will be running to create 
dynamic conditions while the smoke study 
test is being conducted. 

ACT N: DOP or trained designee will 
instruc’: MTA certification company that all 
equipment (i.e., tube rollers, repeater 
pumps, and PN compounders) must be 
running to create dynamic conditions when 
conducting the smoke study test. Reviewed 
with compounding technicians that they 
must be present and ensure that all 
equipment is running during the smoke 
studytest. Additionally, DOP or trained 
designee will be present during MTA 
certification testing to ensure compliance. 

A copy of meeting log signatures is 
included as evidence of compliance. 

During MTA certification, all equipment 5/10/2019 DOP 
(i.e., tube rollers, repeater pumps, and PN 
compounders) will be running to create 
dynamic conditions while the particle 
counts test is being conducted. 

ACT N: DOP or trained designee will 
instruct MTA certification company that all 
equipment (i.e., tube rollers, repeater 
pumps, and PN compounders) must be 
running to create dynamic conditions when 
conducting the particle counts test. 
Reviewed with compounding technicians 

Responsible Comments 
(For internal use only) 

Preventative Action (to maintain compliance) 

DOP or trained designee will be present 
during MTA certification testing to ensure 
compliance of the new process. DOP will 
review and sign each MTA certification 
reports to ensure proper documentation 
that the smoke test is completed under 
dynamic conditions. Next certification 
scheduled for 11/2019. 

DOP or trained designee will be present 
during MTA certification testing to ensure 
compliance of the new process. DOP will 
review and sign each MTA certification 
reports to ensure proper documentation 
that the particle counts test is completed 
under dynamic conditions. Next 
certification scheduled for 11/2019. 
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Corrective Action Preventative Action Plan (CAPA) 
Finding 

72. The number of discrete colonies of 
microorganisms is counted and 
reported as colony-forming units (du) 
and documented on an environmental 
monimring form. Counts from air 
monitoring are transformed into 
chi/cubic meter of air and evaluated for 
adverse trends. [ENVIRONMENTAL 
QUALITY 
AND CONTROL : Incubation Period] 
Trending data is in the process of being 
implemented by corporate. 

73. Surface sampling is accomplished 
in all ISO classified areas on a periodic 
basis using TSA contact p|a(es with 
lecithin and polysorbale 80 and/or 
swabs and is done at the conclusion of 
compounding. [ENVIRONMENTAL 
QUALITY AND CONTROL : Surface 
Cleaning and Disinfection Sampling 
and 
Assessment] 
This is done in house monthly, per 
policy. EM policy 9701 (implemented 
March 2019) requires two incubation 
temperatures, 30-35 degrees C X 2 
days, 
than 20-25 degrees C X 5 days. Facility 

6501 .F4 Rev 02/2019 

Corrective Action Date of 
Correction Owner 

that they must be present and ensure all 
equipment must be running during the 
particle counts test. DOP or trained 
designee will be present during MTA 
certification testing to ensure compliance. 

A copy of meeting log signatures is 
included as evidence of compliance. 

Trending SPC sampling data has been 5/16/19 DOP 
implemented and will be maintained by 
DOP or trained designee on a monthly 
basis. 

ACT N: ln-service on new SPC Map and 
trending of sampling data tool was 
completed on 5/16/19 on the Southeast 
Region Director of Pharmacy call. Monthly 
surface and Quarterly air sampling data 
were transferred to the new trending tool to 
date. Monthly update of the tool will be 
done when new sampling data is available. 

A copy of the sampling data trends from 
January to May of 2019 is included as 
evidence of compliance. 

Monthly surface sampling will be incubated 5/10/19 DOP 
under two sets of temperature: 30-35 
degrees C for 2 days, then 20-25 degrees 
C for 5 days. 

ACT N: DOP reviewed updated policy 
9701 and form 9701.F3 that detailed the 
monthly surface testing dual incubation 
under 30-35 degrees C for 2 days, then 20- 
25 degrees C for 5 days. The new form and 
process were implemented immediately. 

Responsible Comments 
(For internal use only) 

Preventative Action (to maintain compliance) 

DOP or trained designee will ensure that 
all monthly surface and quarterly air logs 
are completed thoroughly and uploaded to 
the shared drive as per USP 797 and 
Florida Board of Pharmacy regulations and 
Policy #9701. 

DOP or trained designee will ensure that 
monthly surface samples are incubated 
under two different sets of temperatures 
and that form 9701.F3 is thoroughly 
completed and signed. 
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Corrective Action Preventative Action Plan (CAPA) 
Finding 

practice is incubation at 30-35 C X 72 
hours. 

80. Supplies and equipment removed 
from shipping canons are wiped with a 
suitable disinieming agent (e.g., sterile 
70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL 2 Cleaning 
and Disinfecling (he Sterile 
Compounding Areas] 
Inspector observed RPT remove sterile 
drug component fi'om ISO 5 airinto 
ISO 7 air, remove cap and rsturn item 
to ISO 5 without disinfecting. 

82. Sterile 70% IPA pads are used (0 
disinfecl the sterile entry poinls of 
packages and devices. Weiwd gauze 
pads or other particle—generating 
material 
are not appropriate. 
[ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling 
(he Sterile Compounding Areas] 
Inspector observed RPT spra y septum 
with sIPA without wiping. 

6501 .F4 Rev 02/2019 

Date of 
Correction 

Corrective Action 
Owner 

A copy of May 2019 Monthly Surface 
Sampling Testing Log form 9701 .F3 is 
included as evidence of compliance. 

Compounding staff must never remove 5/28/19 DOP 
sterile drug component from ISO 5 air into 
a dirfier quality of air and return back to 
ISO 5 area without properly disinfecting 
with sterile alcohol. 

ACT N: DOP reviewed policy #9611 with 
all compounding technicians and 
pharmacists during a staff meeting. 
Technician GT was retrained and 
reassessed for aseptic technique and 
related practices and signed off. 

A copy of Assessment of aseptic and 
related practices form 9710.F2 is included 
as evidence of compliance. 

Compounding staff must not spray sterile 5/28/19 DOP 
IPA inside of hood. All drug entry septum 
must be wiped down with sterile alcohol 
prior to compounding. 

ACT N: DOP reviewed policy #9612 with 
all compounding technicians and 
pharmacists during a staff meeting. 
Technician GT was retrained and 
reassessed for aseptic technique and 
related practices and signed off. 

A copy of meeting log with signatures is 
included as evidence of compliance. 

Responsible Preventative Action (to maintain compliance) 

Weekly in-house meeting will be conducted 
to review and emphasize the importance of 
aseptic techniques. DOP or trained 
designee will perform surprised weekly 
audit using the PIP tool to prevent and 
improve nonconformities. 

The Sterile Compounding Weekly Audit tool 
will include but not limited to: 

Indicator #4: Observed using appropriate 
aseptic technique during compounding 
ISO 5 area. 

Indicator #5: Observation of appropriate 
glove disinfection when moving in and out 
of ISO 5 environment. 

Weekly in-house meeting will be conducted 
to review and emphasize the importance of 
aseptic techniques. DOP or trained 
designee will perform surprised weekly 
audit using the PIP tool to prevent and 
improve nonconformities. 

The Sterile Compounding Weekly Audit 
tool will include but not limited to Indicator 
#4: Observed using appropriate aseptic 
technique dun'ng compounding ISO 5 
area 

Comments 
(For internal use only) 
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Corrective Action Preventative Action Plan (CAPA) 
Finding 

96. Compounding personnel who fail 
wrinen tests, observational audits, or 
whose media-fill testvials have one or 
more units showing visible microbial 
contamination. are reinstrucled and re- 
evaluaied by expert compounding 
personnel to ensure corremion of all 
aseptic work practice deficiencies. 
Corrective action is documented. 
Compounding personnel pass all 
evaluaiions prior to resuming 
compounding of sterile preparations. 
[ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel 
Training and Compeiency Evaluation of 
Garhing, Aseptic Work Practices and 
Cleaning/Disinfemion Procedures] 
Media fill tests for three compounding 
RPT‘s (RS, WG, GD indicate particles 
found in media; Employees wers not 
re—validated. 

98. Compounding personnel and mher 
personnel responsible for cleaning 
routinely undergo performance 
evaluation of proper hand hygiene, 
gaming, and 
all applicable cleaning and disinfecting 
procedures conducted by a qualified 
aseptic compounding expert. Visual 
observation of hand hygiene, garbing 
and 
cleaning is documented and 
maintained to provide a permanent 
record and long-term assessment of 
personnel competency. 
[ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel 
Training and Compeiency Evalualion of 
Garbing, Aseptic Work Practices and 
Cleaning/Disinfection Procedures] 
GT RPTperforms monthly cleaning, 
but has not demonstrated proficiency 
for this task. 

6501 .F4 Rev 02/2019 

Date of 
Correction 

Corrective Action 
Owner 

All compounding staff must be revalidated 5/13/19 DOP 
if any particulate matter is found in the 
media fill tests. 

ACT N: Employees (RS, WG, GT) 
aseptic techniques were revalidated, 
completed and passed the media fill test. . 

A copy of media fill log form 9710.F5 is 
included for each of the above mentioned 
employee as evidence of compliance. 

All compounding staff who performs 5/9/19 DOP 
cleaning addvities in the SPC must 
demonstrate proficiency for the task; this 
includes daily and monthly clean of the 
SPC. 

ACT N: Technician GT has been 
retrained and re-assessed for cleaning and 
disinfection practices. 

A copy of form 9710.F4 is included as 
evidence of compliance. 

Responsible Comments 
(For internal use only) 

Preventative Action (to maintain compliance) 

DOP or trained designee will thoroughly 
review Policy #9710 with each technician 
and pharmacist prior to testing to ensure 
understanding. DOP will review and sign 
off on media fill results to ensure 
compliance. 

DOP or trained designee will ensure that 
the most updated forms are used for 
employee assessments. 
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Corrective Action Preventative Action Plan (CAPA) 
Finding 

99. Immediately after (he compounder 
compleles the hand hygiene and 
gaming procedure, Vhe evaluator 
collects a gloved fingertip and Ihumb 
sample 
from both hands oflhe compounder 
onto appropriate agar plates. The 
pla!es are incubated at 30-35“1or 2—3 

days. All compounding personnel have 
successfully completed an initial 
compaency evalualion and gloved 
fingertip/thumb sampling procedure (0 
cfu) no less than three times before 
ini(ia||y 
being allowed to compound CSPs for 
human use. [ENVIRONMENTAL 
QUALITY AND CONTROL : Gloved 
Fingertip Sampling] 
Employee DB RPH failed one set of 
GFT on initial test, redone only once. 
Policy 9705 {1)(i) indicates to repeat for 
the number of failed GFT‘s observed, 
NOT three times. 

6501 .F4 Rev 02/2019 

Corrective Action 

All compounding staff will repeat all three 
initial gloved fingertip tests if a grow’th 
occurs on any of the gloved fingertip 
samples. 

ACT N: Pharmacist DB repeated all 
three initial gloved fingertip tests and 
passed. An addendum was added to policy 
9705 to be compliant to Florida State 
Board of Pharmacy. 

A copy of DB's repeated gloved fingertip 
tests and policy addendum are included as 
evidence of compliance. 

Date of 
Correction 

5/20/19 

Responsible 
Owner 

DOP 

Preventative Action (to maintain compliance) 

DOP or trained designee will ensure that 
all new compounding staff repeats all 3 
initial gloved fingertip tests if there is 
grow’th on any of the test samples. 

Comments 
(For internal use only) 
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Date: 5/10/19 

Pharmacy Staff Meeting- BOP inspection review 

Attendees: 

Cynthia Lewis G; Anthony Montalvo 

Leslie Nazariofl 

Tony Ottley 

Jennifer Palm r :QA 
Rangelo Soriano /M—” 
Gsa-Gsa Talamas g/ 
MaryJo Giles MW 
Natalia Holguin 

L, 
Iris Henry #44” L K“



BOP Inspection Minutes-May 10th 2019 staff meeting. 

1. #37 No BUD- Vancomycin found in fridge diluted with no information. There will be no punctured 

preservative free vials in refrigerator. 

2. #37 Several bags of NACL and Dextrose 5% found in ABX hood without time and date of entry. All 

hanging bags in the PEC must have time date of entry and discarded after 6 hours. 

3. #51 MTA smoke study should be conducted under dynamic conditions with tube roller and repeater 

pump running. DOP or designee will be present during MTA certification testing to ensure compliance. 

4.1167 During MTA certification, all equipment (i.e., tube rollers, repeater pumps, and PN compounders) 

will be running to create dynamic conditions while the particle counts test is being conducted. 

5. #72 Trending ofair sampling on MTA reports. DOP or trained designee will ensure that all monthly 

surface and quarterly air logs are completed and uploaded into the 0: drive. 

6. #73 Monthly surface sampling incubation- policy states dual incubation period for plates. DOP or 

trained designee will ensure that monthly surface samples are incubated under two different sets of 

temperature and that log form 9701.F3 is thoroughly completed. 

7.1180 Review of Aseptic Technique. Com pounding staff must never remove sterile drug component 

from ISO 5 air into a dirtier quality of air and return back to ISO 5 area without properly disinfecting with 

sterile alcohol. 

A. When entering and reentering PEC- compounding staff must wipe down supplies and IPA 

hands. 

B. Vial septum(s) must be wiped with slPA inside of hood. 

C. #82 Compounding staff must not spray sterile IPA inside of hood. A” drug entry septum must 

be wiped down with sterile alcohol prior to compounding. 

D. Keep excess material in hood to minimum: syringes, locks 

7‘ Monthly cleaning- put in specific date 5/1/19 when documenting monthly cleaning on monthly 

sanitation and maintenance log. 

8. #96 Re- do media fill due to particle in bag- employees GT,WG,RS. All compounding staff must be 

revalidated if any particulate matter is found in the media fill tests. 

9. #98 Cleaning assessment- redo employee GT. All compounding staffwho perform cleaning activities in 

the SPC must demonstrate proficiency for the task, this includes daily and monthly clean of the SPC.



10.1199 Glove assessment. Re-do employee DB. New employee must repeat all three fingertips if failure 

occurs. Reference policy #9705. All compounding staff will repeat all three initial gloved fingertip tests if 

a growth occurs on any ofthe g!oved fingertip samples. 

12. Employees are not to sit on carpet during breaks. Explained importance to keeping scrubs clean at all 

times.



Policies and Procedures 

SUBJECT: 
Single Dose/Multxple Dose Dr.ugVIals or 

REFERENCE #1 7065 
Ampules, Overwrapped Containers 

DEPARTMENT Clinical Operations EFFECTIVE DATE: 05/01/2015 

VP Pharmacy Operations 
APPROVED BY: 

10/01/2019 05 01 2019 
ANNUAL APPROVAL DATE: 

/ / 
REVIEW DATE: 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Services, Inc. (the Company). 

PURPOSE 

To establish a uniform policy on shelf life and handling of all multiple dose vials, single dose medications 
or unit dose ampules, and overwrapped solution containers used for patient care. 

DEFINITIONS/REFERENCES/REQUIREMENTS 

Single dose drug products contain no preservatives. Single dose drug products may contain more than 
one dose. 

Multiple dose drug products are preserved to help retard the growth of bacteria that may be 

inadvertently introduced with the penetration ofthe stopper by the needle. Multiple dose vials contain 
more than one dose. 

Overwrapped solutions are those solutions or premixed medications that are packaged in plastic or foil 
to prevent loss of solution as part of the evaporation process. Examples include overwrapped packages 

of 24, 100ml 0.9% NaCl manufactured by Baxter, lOOOmI containers of hydration, milrinone, Cipro, etc. 

POLICY 

Single dose containers are preferred over multiple dose containers. If this is not possible, the smallest 

multiple dose container available should be used. 

PROCEDURE 

1 Single Dose Drug Vials or Ampules 

a. Single dose (i.e. unit dose) glass ampules/syringes are specifically designed for single dose only. 

Any unused portions of medications must be discarded immediately. 

2018© by BriovaRx Infusion Services, Inc. Document #: 7065 
Confidential and Proprietary Page: 1



Policies and Procedures 

b. Opened single dose drug vials used in the preparation of parenteral nutrition (i.e. vials of 
electrolytes, trace elements) will remain in the ISO class 5 area, be labeled with the time and date 

of initial entry and disposed after six (6) hours of the initial entry or sooner per manufacturer 
guidelines. 

8q containers used in the preparation of parenteral nutrition or reconstitution of medication 

(i.e‘ those solutions that are set up on an automated compounding device (ACD)) will remain in 

the ISO class 5 area, be labeled with the time and date or initial emry and be disposed of after six (5) 
hours of the initial entry or per manufacturer guidelines if more stringent. 

Single dose drug vials used in the preparation of antibiotics, if not completely used, will be 

discarded. 

1) To avoid wastage, vials should be selected which meet the total amount required. For 

example, if compounding a 14 gram total dose of vancomycin, 2 x 5gm and 4 x lgm should 
be selected. 

A sterile syringe and needle or needleless device must be used to withdraw the required 
amount of medication from single dose vials. 

For withdrawing medication from single dose glass ampule, use a 5 micron filter needle. The 

filter needle will prevent minute particles of glass from entering the syringe. Prior to 
administeringthe medication to the patient, the filter needle must be replaced with a regular 
sterile needle for parenteral injection or a needleless adapter. 

2. Multiple Dose Drug Vials 

a. Ideally, BULK antibiotic vials should only be used on one patient; they cannot be shared across 

multiple patients due to potential billing or reimbursement issues. Picking exact doses is 

important as shown below: 

1) To avoid wastage, vials should be selected which meet the total amount required. For 

example, if compounding a 14 gram total dose of ceftriaxone, 1 x logm and 4 x 1gm or 2 x n should be selected. 

Aseptic technique is always used. Wipe the top ofthe vial access port with sterile 70% isopropyl 
alcohol and allow it to dry for at least 10 seconds priorto withdrawing the fluid‘ 

Visual inspection ofthe vial should be accomplished each time medication is withdrawn to 
determine that the stopper is intact and that no unusual particulate matter is in the vial. Check 

the vial forturbidity, discoloration, and integrity of rubber stopper seal. 

A sterile unused vial adapter may be used for each bottle 

Avoid opening more than one multiple dose vial of the same medication at the same time. 

Refrigeration of opened multiple dose vials is product specific (i.e,, insulin, heparin, etc., will be 

refrigerated). Routine refrigeration of opened multiple dose vials is not recommended. Read 

the label. 
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Policies and Procedures 
g. Multiple dose vials will be discarded when they are empty or when the manufacturer's 

expiration date is reached, whichever comes first. 

1) If the manufacturer does not provide guidelines as to when to discard a partia|ly used 
multiple dose viai, the date used will be 28 days in the future from which the vial is first 
entered‘ 

h. Multiple doses vials will have the date at which it should be discarded on the label with indelible 
ink. 

3. Overwrappedsolutions 

a. Overwrapped solutions that have had the overwrap opened will be discarded based on the 
manufacmrer‘s recommendations. For example Baxter recommends that their 50ml 
overwrapped minibags be not used past 15 days once the overwrap is opened‘ 

b. Any remaining solutions in an open overwrap will be labeled or marked with a "Do not use 

beyond (write in date)”‘ 

c. Beyond use dating on the overwrapped solution is to be taken into consideration when 
preparing a CSP utilizing the solution. 

Example: A 100ml Baxter Minibag Plus (MB+) overwrap is opened on 05/01/18. It is good for 30 

days, so the "Do not use beyond” date would be 05/31/18. 

1) Ifthe MB+ bags are used immediately for compounding, the BUD for the finished CSP is 

05/31/18. 

2) If the opened MB+ bags are utilized at a later date for compounding, they will still expire 

05/31/18, Le. used to prepare a CSP on the 15‘“, the BUD on the finished CSP is still 
05/31/18. 

| 
CURRENT REVISION DATE 

| 
05/01/2019 
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Branch: Miramar Vear: 2019 

Surface Sampling Data 
Quaner 1 Quarter 2 Quarter 3 Quartera 

lam-Irv Fabrulrv 
I 

Mirth Aprll June July August [ Septembu October Novem by December 

Hood 300 - Zone A 0 

Hood 297 - Zone A 

Head 295 - Zone A 

Hood 299 — Zone A 

Hood 296 - Zone A 
Hood 298 - Zone A 
Hood 171 - Zone A 

85C - Zone A 

Repeaier Pump 1 

Repeater Pump4 
Vlal Roller 1 

ACD 1 

CR can 1 

CR can 4 

CR Cart 7 

CR Tabla 1 

HD Carl 

roaooweoaaaaacono

0 

May I 

oomoooooooocagoo 

Hood 300 » Zone 3 

Hood 297 - Zone B 

Hood 295 < Zone B 

Hood 299 - Zone 8 

Hood 296 - Zone 3 

Head 298 - Zone B 

Hood 171 - Zone B 

BSC ~ Zone 8 

Repemer Pump 2 

Vial Roller 2 

vial Rollev 4 

ACD Z 

CR Cart 2 

CR Cart 5 

CR can 8 

AR Cart 

AR-CR Dom 

ooooooooooooooaoa 

Hood 300 . zone C 

Hood 297 - Zane C 

Hood 295 - Zone (2 

Hood 299 ~ Zone C 

Hood 296 - Zone C 

Hood 293 - zone C 

Hood 171 - Zone C 

BSC - Zone C 

Repeater Pump 3 

Vlal Roller 3 

ACD 3 

CR Can 3 

CR Can 6 

CR Table 2 

AR Shelf 

Slnk 

AR-H D Door 

ooooooooooooauaoo, 

Pass Through 1 

Pass Waugh 2 

aaoooooaooooooooooo‘fl 

Fosltiva Gmwth 

non pllhogznic 
suphlomuus 
hammls 

numb-asemicus 
xlza-cR-nm 
mesud- a flu 

Instrument Fill in the grid wrth me mlal w CFU’s from samp‘ing results (i‘e., 0, 1, 2, etc.) 

Sampling rotation is color coded by manm‘ The areas in black are k0 be sampled MONTHLY. 

Emer positive growth description on the last row, if applicable



Surface Sampling Trend 
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Active Air Sampling Trend 
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I Quarter 1 
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Branch: Miramar Year: 2019 

, . :1, Sam _ Jig ,__ _ 

‘ V. 

Quarter 1 Quarter 2 Quarter 3 Quarter 4 

Hood 300 O 0 

Hood 297 O 0 

Hood 295 0 0 

Hood 299 0 0 

Hood 296 0 0 

Hood 298 0 0 

Hood 171 0 0 

BSC 0 O 

Ante Room 2 0 

Clean Room (Left) 0 0 

Clean Room (Right) 1 0 

Chemo Room 0 0 

Anteroom- 2 

Positive Growth Eggficlgjocifli 
Coagulase 

Instruction: Fill in the grid with the total it CFU‘s from sampling results (i.e., 0, 1, 2, etc.) 

All ISO classified areas are to be sampled QUARTERLY. 

Enter positive growth description on the last row, if applicable



(D 
_, : Monthly Surface Sample testing log - ‘ 

Month [lg/f Year 4&( i 
Sampling Tester Name: Lesue, Nam/(‘17) Branch: m,‘faim Nutrient Agars Plate 

I Incubator serial #2 03 2.. [d [12/m 
’20 B I;/~}/¢a;%fi7 2 [4359,34,M 

Surface Sample locations (i.e., Hood 1 Zone A ) 
Date: 

Eco 
2G)? 
1! 

lot it; 2% Ha 
' 

a X 

3. M Q 
53 C 
V2) 

{04 

Exp 

Lot (opt) 7 

10 

13

8 

11 
2. w;- 

«are 
Exp 

Time: fl’ru. 14 

0: no growth, 1 = 1 CFU, 2 = 2 CFU etc; ND = no data - office closed 
Range °C Tem Sample 4 5 6 7 8 9 10 11 12 

5125 
' 

30-35 3 
5.27 30-35 d’ 
5/2; 20-25 5 

‘51 a ‘ZSL 

5/2; 20-25 'C & 
5/2; 20-25 Q 15L 
372.8 20-25 ~

. 

51L? 20-25 .3 I 
Total # CFUS: & R 

Incubate each test under two temperature ranges for both bacterial and fungal growth. See PP 9701 for details 

Results acceptable ( [YES 
12 [NO} CIRCLE ONE If NO, remediation plan required. See PP 9701F6 

Signature of Sampting tester: “Pi/v) \0691W Technician I Circle One 

Signature ofreviewer(PM/PICO ‘): é: (3 CW Date Reviewed: : 2Q I 

Title of reviewer: Pharm A LIX + 

Complete all appropriate lines and if not applicable, write “N/A" 

Policy 9701F3 BriovaRx Infusion Services, Inc. 
Rev 3/2019



2 Monthly Surface Sample testing log
. 0‘ t ‘ ' 

Month‘ H _ 

Year 3—0! Ea 

Sampling Tester Name: l—SSUL Mafia/fl) Branch: HQ WW- 
Nutrient Agar:[TSA Plate 

I Incubator serial it: 03] l [9‘ NW)”; 
16L ’ _7'1‘/o’l /InW/7Z0/°'2_ 

Surface Sample locations (i.e., Hood 1 Zone A 
)3 

1 2 r gr': Lot 

4 5

8 

11 

14 

Exp

7 

10 

13 

: 0: no growth, 1 = 1 CFU, 2 = 2 CFU etc.; ND = no data - office dosed 
Day Range °C Temp Sample 4 5 6 7 8 9 10 11 12 14 15 Comm 

1 30-35 

30-35 

20—25 'C 
20—25 9c; 

Lot (apt) 

Exp 

2025 c 

2025 4;: ‘ 

7 20-25 <3! 

Total 3; CFUs: 

Incubate each test undertwo temperature ranges for both bacterial and fungal growth. See PP 9701 for details 

Results acceptable @ [NO] CIRCLE ONE If NO, remediation plan required. See PP 9701F6 

Signature ofSampling testerOébwzyg OW RPh [ Technician ] Circle One 

Signature of reviewer(PM/PIC @: S1 2“ /_\ 2 CL/\.. Date Reviewed: 6123‘ [61 

Title of reviewer: Yhm MD. 05} 
Camplete all appropriate lines and if not applicable, write "N/A" 

Policy 9701F3 Briova Rx Infusion Services, Inc. Rev 3/2019



Assessment of Aseptic Technique and Related Practices 

G 
. .._._. Branch V S&~ GSCL 'Q\OL.WLO.S " 2 ( Employee Name 

Date 

, , "AND 
MMENb‘ATIQNS 

,, , 
‘ 

7 PROCEDURE 
’ 

_ _ , . 

Performs proper hand hygiene, garbing and gowning according to PP 
Disinfects ISO Class 5 PEC surfaces wnh an appropriate agent 

Disinfects components/vials with an appropriate agent prior to placing into ISO 
Class 5 work area 

introduces only essential materials in a proper arrangement in the ISO Class 5 
work area 

Does not interrupt, impede or diven flow of first-air to critical sites 
Performs manipulations only in the appropriate direct compounding area of the 
ISO Class 5 work area 

Does nok expose critical sites to contac: contamination or worse than ISO Class 5 
air 

Disinfects stoppers] Injection ports and ampule necks by wiping with sterile 70% 
IPA and allows sufficient time to dry 
Affixes needles to syringe without [UHIBCK comaminatlon 

Punctures vial stoppers and spikes infusion ports withouk contact contamination 

‘ Disinfects sterile gloves routinely by wiping with sterile 70% IPA during prolonged ' 
compounding manipulations or after touching items or surfaces that may ' 
contaminate gloves \' 
Disinfects sterile gloves with sterile 70% IPA when leaving me ISO 5 area and prior to V rue-entering the ISO 5 area \l 
Cleans, sets up and calibrates automated compounding devices (e.g. TPN 
compounder, syringe filling pump) according to manufacturer’s instructions \, \: V Filiers used per policy and when appropriate (e.g. glass ampules) 

Every completed admixture inspected for thorough mix of contents, presence of 
particulake matter, evidence of incompatibility, comainer closure integrity \ 
Compounding accuracy checks performed per policy when technicians 
compounding, including use of compounding device(s) \, 
Completion of Compounding sheets per policy by pharmacists and technicians (lot 
numbers (verified), signature; dates, times, drug wastage) \ 

\I Disposes of sharps and waste according to policy or recognized guidelmes 

100% compliance required 

/ RPh® 5 ’28! If 
Signature ofCompounder \fl Date 

. 

Sibgww Qech 512%2 Signature Mviewer (PIC o designeéb Date 

9710.F2 
REV: 12/2018



4? brim/am 
Process Simulation Testing (PST) Log WU m mam 

Branch: 

Empoee name: mylgelLO SD 1’ l VL‘D Date test initiated:5_t8_l,lfi_‘_ 
Commercialkit used: UQJI % Q( _& LOT/EXP.- 0/09 [8 /&3 am 02030 
Device used forslmulation: E 1 fl Hadg , IncubatorSN: /(¥/ ?“/4 c2 ’9‘ 

7} Daily Observation 
‘ 

Vln‘cubator Growth = (+) 
DATE emperatu No Growth = H 

Initials Comments>

O 

a" C 

mmwmwbwwp 

HHH ~>lo 

~J 
.24 w 

14 an ~J 
_. Lu 

Note: 1 PST required for initial, annual/semi-annual competency, PSTS observed for 14 days at manufacxurer's recommended temperature, See policy 9710 

II (all » re eal test; 2nd (all - Rexraln & 
PASS 

FAIL 
D 

”_ «a 
, , 

\_/ 
ocumem, 2 ax mustpass pnorto 

resu mung compou ndmg. 

Inmal PST process must pass prior 10 ' 

compounding %/ 4‘ m. 5 /zz/\ °\ Signafire of Compounder 
Date 

é 
gég 2% 1' 

Ph h ‘0 
Igna re of Rwy/WK: 0W {6‘2 D§/%// ]

A 

9710.FS 
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A? bribvaa. 
[Wm/MM 

Process Simulation Testing (PST) Log Branch: 

Employee name: [AJCJCLI 6171/14, ”Mn/1% Daxetestinit’ia‘edxfiLflw
’ 

Commercial kitused: “all 4651‘ 2. L — 
1:2. LOT/EXP: DIO I [5—, 3D; #Mj‘Lflow 

. O , 7 - 
Device used for simulationtm IncubatorSN: 7&7 61/¥/‘/61+ 

Daily Observation 

- 
‘Incubator Growth = H) Initials Comments 

DATE emperatur No Growth = H ') 

2H " 
DJ— 1

‘
a 

m V 

7-5 l A? 0C— S0,} 
,, 

1 
”Li 

2%} 9‘ L1°C - W 

Note: 1 PST required for initial, annual / semi-annual competency. PSTs observed for 14 days an manufacturer's recommended lemperaturs 

See policy 9710 

H fa“ - repeal lest; 2nd [ml - Retvam & 
PASS FAIL M. . 

» __—____._____ Document; 2 ml musl pass pnor m 

vesum‘rng compuunding. 

\nnial PST process mus\ pass mic! to 

x) .1t S/JK/I 9; 
Signature of Compounder Date 

compounding 

Murénf Reviewer c W @Tflh ge/ZgI// 9 

9710.FS 
REV: 06/01/18



4? briovafl. 
Process Simulation Testing (PST) Log n]. FQVWCL W 

Branch: A 
l % 

~

, Employee name:§sa‘ GISCL ‘ q»lQ—f7LQS Date test initiatedzfll 
t 23 l 

{OI 

Commerclalkit used: VO.\ iJrECi; Q L’& 
LOT/Expz_D [ Dq 1 B ‘03 aka Mao 

Device used for simulation:v?l‘ nnélClg 
Incubator SN: 1 5U 3" [L] 9x? 

,1 Daily Observation 
uln’Eupator Growth = (+) 
emperatur No Growth = H

o 
Initials Comments DATE

H 

)> 

wmwmmbww 

HHH NHO 

«a 
,_. w 

14 - ') 
Note: 1 PST required for initial, annual / semi-annual competencv. PSTs observed for 14 days at manufacturer's recommended temperature. See policy 9710 

a I! Yarl - repeal (est; 2nd [ml - Retram & 

PASS 

U 
FAIL 

Documenl; 2"“ (all mus! pass mum to 
resuming compounding, 

lnillfll PST plocess must pass pnor to 

6, .Tech 6» ag’lq Signature of Compounder 

W 
Date 

@5472; V. @ 5/93/17 nnature of RWH (PIC ogw 
Date

'

A 

9710.F5 
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Assessment of Cleaning and Disinfection Practices ' 

GSA“ GSCL TGJCLMRS {Hi In mew“ 
Employee Name 

Branch 

t , 7 , SCORE COMMENTS AND . - PROCEDURE- vas |‘ ‘NO RECOMMENDATIONS Dally Tasks 

A score of 100% indicates the ample 

Prepares correct concentration of disinfectant solution according to 
manufacturer’s instructions — Use RTU solution when available 
Uses appropriately labeled container for the type of surface to be cleaned (floor, 
wall, production bins, em) 
Documents disinfectant solution 

Follows proper garbing procedure when performing any cleaning activities 
At the beginning of the day, deans all ISO Ciass 5 PEC‘s prior to compounding in 
the following order: side surfaces, IV bar, automated compounder, work surfaces 
Uses a lint free wipe soaked in sterile 70% IPA or other approved disinfectant 
solution and allows m dry completely 

z"(-Z// 

Removes compounder components that may have been left from the previous 
day \\I 
Discards all partially used vials and containers that may have been left from the \ previous day \1 
Cleans all counters and easily cleanable work surfaces \\1 
Mops floors, using the dedicated clean room mop, starting at the wall opposite 
the room entry door; mops floor surface in even strokes toward the operator. 
Moves carts as needed to clean entire floor surface. Use of a microfiber cleaning 
system ‘Is an acceptable alternative to mops Z In the ante area, cleans sink and all Contact surfaces; cleans floor with a 
disinfection solution and clean room dedicated map or microfiber cleaning 

solution as stated in daily tasks that is appropriate for the surfaces to be cleaned 

system ‘ \) Monthly Tasks: 

Performs monthly (weekly) cleaning on designated day. Prepares disinfectant \
1\ 

Cleans buffer area ceiling, walls and storage shelving with a disinfectant solution 
and a mop or uses a microfiber cleaning system then repeats process in ante area\ 
Once ISO Class 5 area is clean, cleans compounding room ceiling, followed by 
walls and ending with the floor. Uses appropriate labeled mops or microfiber 
cleaning system \ 
Cieans all buffer area totes and storage shelves by; removing contents, use of 
germicidal detergent on lint free wipe. Cleans inside surfaces and then entire 
exterior surface of tote. Allows to air dry‘ Prior to replacing contents, wipes tote 
with sterile 70% IPA to remove disinfectant residue. Uses new wipes as needed. ’\1 
Cleans buffer area chairs, the interior and exterior of trash bins, and storage bins 
using disinfectant solution soaked lint free wipe ~\J 
Documents all cleaning activities as to who performed such activities with date 
and time noted \\J 

Totals fmfi Score = 

Employees scoring less than 100% are to be re ined and retes‘ed/observed for compliance.

A J 
Signatur o ounder 

vee is in compllance and competent to perform above listed duties. 

@M @ech Signature of Revfeq/er (PIC or designee) 

Form 9710F4 

((ctal n of yes responses + 17) 

Ez‘g’éfl—M 
Date j (92 /‘Z 
Date 

REV: 12/2018



Gloved Fingertip Sampling (GFS) Competency Log 

Employee Namezmb r114 ’50 "Hop Branch: ml VQVVLM 
Nutnent Aga‘TSA Plate (recommended) 

I :Cubator serial #1, 

/ (2/ ?— A39 9 
GFS Type: [Initial (New Employee) _| %W% WC} 

GFS 1 GFS 2 GFS 3 GFS 4 , 
I; 

I 

' 
After media fill Post-gloving Post-gloving 

fl'fi 5&5 - ‘ 
Date: 9 Date: 

Lads) Lads) ot(s) 

Exp Exp /,,2 / /07, 
- ‘ - fl, / fl 

0: no growth, 1 = 1 CPU, 2 = 2 CFU etc. 
Day Range F Range C LH RH Date Temp RH Date Temp LH RH Date LH RH Date Temp 

1 86-95 3035 ,2 91/ 
2 86—95 30-35 
3 86-95 3035 3 7]
4 

fl CFUs: # CFUs: CFUs: # CFUs: 
NOTE: The initial competency requires 4 GFS: 3 after garbing and gloving and 1 immediately after media-fill test. Indicate date and r e of each. 
Incubate each test per manufacturer's guidelines. See PP 9705 

[ PASS ] [ FAIL ] CIRCLE ONE 

Total CFUs: 23 Post hand washing, gowning and garbing must have 0 CFU. Post media fill must have s 3 CFU combined for both hands‘ 
Fail: re—educate and re—test 

Signature of Compounder: MW 0 ‘- W1 
[ Technician ] Circle One 

Signature of reviewer (PM/PIC WW Date Reviewed :5 5; 32: 101 

Titie of reviewer: ’DWMM6 
Camplete all appropriate lines and if not applinable, write "N/A" 

9710F6 BriovaRx Infusion Services, Inc Reviewed 12/2018



Policies and Procedures 

SUBJECT: 
C.e|'t|fIC'atn of Aseptic Technique -G|oved 

REFERENCE #2 9705 
Fingertip Sampling 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 10/01/2014 

APPROVED BY: 
VP °f PharmacV 

ANNUAL 05/30/2020 APPROVAL DATE: 05/20/2019 
REVIEW DATE: 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Services, Inc. (the Company). 

PURPOSE 

To reduce the risk of touch contamination during sterile compounding by periodically testing and 

validating compounding personnel competency in the proper technique for hand hygiene and sterile 

gloving. 

1. 

PO Ll CY 

Gloved fingertip sampling shall be used to evaluate the competency of personnel in performing 

hand hygiene and garbing procedures in addition to educating sterile compounding personnel on 

proper work practices. 

New employees will be required to successfully complete three separate hand hygiene, 

gowning and sterile gloving competency evaluations and three (3) separate gloved 

fingertip tests before being allowed to compound sterile products. 

3. Employees that compound low and medium risk level sterile preparations shall also 

perform a gloved fingertip test as part of a series with one media fill test at time of hire and annually 

as outlined in Company policy. 

Employees that compound high risk level sterile preparations shall perform gloved 

fingertip testing as a series with media fill test, at time of hire and every 6 months as outlined in 

Company policy. 

PROCEDURE 

2018© by BriovaRx Infusion Services, Inc‘ Document #: 9705 

Confidential and Proprietary Page: 1



I Policies and Procedures
\ 

‘ 

a. 

‘ b‘ 

a. 

b. 

Supplies: 

Trypticase soy aga r (TSA) with lecithin and polysorbate 80 agar plates 

For High Risk compounding facilities, Malt extract agar plates should be used (supports growth 
of fungi.) 

1‘ New Employee Gloved Fingertip Sampling 

After appropriate hand hygiene and gowning process, the employee will enter the cleanroom, apply 

alcohol based hand wash with persistent activity and don sterile gloves‘ 

Gloved hands are NOT to be sprayed with sterile 70% IPA, 

Open agar pla‘es using aseptic technique in the ISO 5 environment, one for each 

hand. 

Gently roll each fingertip/thumb of one hand on the plate testing surface. 

Repeat the same process for the opposite hand on a different agar plate. 

Aseptically cover the agar plates and invert. Write the date (day of test) indicate if right or 

left hand and the testing employees initials using a permanent marker.. 

Tape the agar plate lid to the plate and place inverted ( lid facing down) in the incubator. 
The TSA with lecithin and polysorbate 80 plates are to be incubated at 30-35°C for 48-72 hours. 

Discard all gloves, gowns, garb and repeat the complete series of hand hygiene, gowning and 

gloving prior to next tests, 

An employee must complete and successfully pass three (3) GFT samplings of both hands during 

initia| testing and prior to being allowed to perform any sterile compounding. 

Sterile compounding employees must successfully complete one (1) GFT test of both hands 

annually to continue sterile compounding. 

The colony forming uni‘ (CFU) count for 3H GFT tests must be zero in order to pass. 

Should growth occur on any of the gloved fingertip samples the test will need to be repeated for 

the number of failed GFT test(s) observed. Employees will not be allowed to sterile compound 

until they successfully pass ( zero CFU count)a|l required GFT tests for appropriate testing period, 

i.e., three (3) for initial testing or one (1) for annual testing. 

2‘ Initial and Annual Gloved Fingertip sampling as part of the aseptic media fill testing series. This 

GFT testis to sample both hands immediately after completing the media fill test. 

a, Complete aseptic media fill test per poiicy 9710. DO NOT spray gloves with sterile 70% IPA‘ 

b. Open agar plates using aseptic technique in the ISO 5 environment, one for each hand‘ 

2018© by BriovaRx Infusion Services, Inc. Document #1 9705 
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Policies and Procedures 
c. Gently roll each fingertip of one hand including the placement of the thumb on the plate testing 

surface 

d. Repeat the same process for opposite hand on a different agar plate. 

e. Aseptically cover the agar plates. Invert the plate, write the testing date (day of test), right or 

left hand and testing employee’s initials using a permanent marker. 

f. Tape the agar plate lid to the plate and place inverted (lid facing down) in the incubator, 

g. Discard sampled gloves, remove garb, and complete proper hand hygiene. 

h, TSA with lecithin and polysorbate 80 are to be incubated at ESQ-35°C for 48-72 hours. 

i. The GFT after media fill CFUcount must be less than or equal to three to pass. 

3, The Pharmacy Director/PIC or designee will observe the agar plates daily for3 days and record all 

appropriate information (date, incubator temperature, observations for growth) on the GFT testing log 

(9710F6). 

a. Positive results (visible CFUs) and exceedingthe allowable numberof units (3) must be reported to 
the Pharmacy Director/PIC immediately. 

b. The employee with a failing score is to be re-trained and re-tested immediately. 

c. If this is an initial post media fill GFT test, the employee will not be allowed to compound until 

they successfully pass, 

d. Ifthis is an annual test, the employee may continue to compound but must complete the GFT 

re-test immediately. A subsequent failing score will require the employee to review 
appropriate aseptic polices, be re-validated on donning of sterile gloves and aseptic process‘ 

They will not be allowed to compound sterile products until they have successfully been 

observed for and complete appropriate hand hygiene, gowning/gloving procedures aseptic 

technique media fill tests with successful post media fill GFT testing. 

4. Revalidation testing will occur annually as outlined above or more often as determined by the 
Pharmacy Director/PIC. 

RECORDS 

Employee competency records 

FORMS 

9710F6 Gloved Fingertip Log 

CURRENT REVISION DATE 05/20/2019 
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Policies and Procedures 
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9705.A1 FL Addendum- Certification of Aseptic Technique- Gloved Finger Tip TestingW 
A“ compounding personnel will successfully complete an initial competency evaluation and 

glove finger tip sampling procedure no less than three times with 0 CFU before being allowed to 

compound sterile products (CSPs.) 

If any of the initiaI 3 fingertip tests result in >0 CFU, the employee is to repeat all 3 fingertip 
tests. The employee will not compound CSPs until all 3 repeated tests are successfully passed 
with 0 CF U, 

9705A1 5/22/19
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21072
Insp # 159892

NAME
BriovaRx Infusion Services 203, Inc.

PERMIT NUMBER
27913

DATE OF INSPECTION
05/07/2019

DOING BUSINESS AS
BRIOVARX INFUSION SERVICES 203, INC.

STREET ADDRESS
9984 PREMIER PARKWAY

TELEPHONE # EXT

CITY
MIRAMAR

COUNTY
BROWARD

STATE/ZIP
FL/33025

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    8:30 am to 5:30

Monday    N Tuesday    N

Wednesday    N Thursday    N

Friday    N Saturday    N

Sunday    N

Registered Pharmacist / Intern / Tech

License #    PS49270 Licensee Name    Shirley Elisbrun Adams

License Type    Registered Pharmacists

License #    PS36287 Licensee Name    Vincent Ekebu

License Type    Registered Pharmacists

License #    PS52096 Licensee Name    Jacqueline Rodriguez

License Type    Registered Pharmacists

License #    PS21110 Licensee Name    Manuela Vega-Rivera

License Type    Registered Pharmacists

License #    PS46873 Licensee Name    Mary Jo Giles

License Type    Registered Pharmacists

License #    PS38581 Licensee Name    Leslie Nazario

License Type    Registered Pharmacists

License #    RPT35999 Licensee Name    Anthony Quinton Ottley

License Type    Pharmacy Tech

License #    RPT38111 Licensee Name    Gsa Gsa Alexandria Talamas

License Type    Registered Pharmacists

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    BA7935490

License Relations

Pharmacy Affiliate

ADLER, IAN License #  

BRONSON, DAVID License #  

DEBLASI, PAIGE License #  

FRENI, LAWRENCE License #  

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES ‘ 

. . 
V" 

(J 
\ v 1 

lNV797-Stenle Compounding 
I'IUE a LTFI 

‘r n r" gm 

File # 21072 
Insp # 159892 

NAME PERMIT NUMBER DATE OF INSPECTION 
BriovaRx Intusion Services 203, Inc. 27913 05/07/2019 

DOING BUSINESS AS 
BRIOVARX INFUSION SERVICES 203, INC. 

STREET ADDRESS TELEPHONE it EXT 
9984 PREMIER PARKWAY 

CITY COUNTY STATE/ZIP 
MIRAMAR BROWARD FL/33025 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y WeeklyHours 8:30 amto 5:30 

Monday N Tuesday N 

Wednesday N Thursday N 

Friday N Saturday N 

Sunday N 

Registered Pharmacist I Intern I Tech 

License # P849270 Licensee Name Shirley Elisbrun Adams 

License Type Registered Pharmacists 

License # P836287 Licensee Name Vincent Ekebu 

License Type Registered Pharmacists 

License # P852096 Licensee Name Jacqueline Rodriguez 

License Type Registered Pharmacists 

License # P821110 Licensee Name Manuela Vega-Rivera 

License Type Registered Pharmacists 

License # P846873 Licensee Name Mary Jo Giles 

License Type Registered Pharmacists 

License # P838581 Licensee Name Leslie Nazario 

License Type Registered Pharmacists 

License # RPT35999 Licensee Name Anthony Quinton Omey 

License Type Pharmacy Tech 

License # RPT38111 Licensee Name G53 G53 Alexandria Talamas 

License Type Registered Pharmacists 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

I 
DEA Reg # BA7935490 

I I 

License Relations 

Pharmacy Afliliate 

ADLER, IAN License # 

BRONSON, DAVID License # 

DEBLASI, PAIGE License # 

FRENI, LAWRENCE License # 
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lNV797—Sterile Compounding 
lnsp it 159892 BriovaRx Infusion Services 203, Inc‘ 

File it 21072 

KLEINMAN, IRA License # 

KRAMM, EDWARD P License # 

KRAMM, KATHEE M License # 

WILKINS, JOHN License # 

YORK, CHRISTOPHER License # 

RX DPT MGR/CORIPOR 

I 
GILES, MARY JO B 

I 
License # 46873

I 

Special S(erile Compounding 

I 
BRIOVARX INFUSION SERVICES 203, INC. 

I 
License # 18740

I 

INV797 - Sterile Compounding 

LOW RISK 

1. Low risk CSP's are propefly idenlifled: Asep‘ic manipulabons within an ISO Class 5 environment using three or fewer sterile products and no more than Yes 
Mo enlries imo any oomainer. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low»Risk Level CSPs] 

2. Low Risk CSP'S, in absence of passing sterility test siored not more than 48 hours at oomrolled room xemperature, 14 days at cold tempemture, or 45 Yes 
days in solid frozen slate 31-2910 -10" or colder. [CSP MICROBIAL CONTAMINATION RlSK LEVELS : Low-Risk Level CSPS] 

3. Low Risk CSP' s wilh 12 hour BUD are property idemified and comply with all fourspecific criteria 1 PEG In Segregated Compounding area 2. Away N/A 
from windows doors high |raffic areas 3. Hygiene & gaming required. sinks not adjacent to PEC 4 Cleaning & Disinfecting Personnel training 
Compe‘ency evalualion Garbing Aseptic work practices Viable and non viable environmental sampling apply [CSP MICROBIAL CONTAMINATION RISP 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP'S are properly identified: Aseph‘c manipulauons within an ISO Class 5 environment using prolonged and complex mixing and transter, Yes 
more lhan lhree sterile producls and enlries imo any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-R35k Level CSPS] 

5. Medium Risk CSP'S, In absence of passing sierility |esL stored noK more than 30 hours atcontrolled room temperature, 9 days at mld temperature, or Yes 
45 days in solid frozen sla‘e a‘ -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs] 

HIGH RISK 

6. Preslerilization procedures for high-risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Connols Within ISO Class 7 Buffer Areas] 

7. High Risk CSP's are properiy idenlified: Confirmed presence of nonslerile ingredients and devices, or confirmed or suspected exposure of sterile 
ingredienls for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 

8. High Risk CSP'S, in absence of passing sierility |esK are not stored more than 24 haurs at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen state 3‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATlON RISK LEVELS : High—Risk Level CSPs] 

9. A 0.2-um certified steri 'ng membrane filter is used mm is chemically and physically compatible with the CSP‘ Filtration is completed rapidly without 
filter replacement. Slerilizalion method is verified ‘0 achieve sterility fot the quantity and type of comainers‘ [VERIFICATlON OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Filtration] 

10. Slerilizalion method used has documemafion that accemable snengm and purity of ingredients and integrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

11. The manufacturer recommended finer integrity (e.g., bubble poim) test is performed and documented for all sterilizing filters after filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Filtration] 

12. Auloclave cycle has been verified using appropriaie biological indicators. Solmions are passed through a 1A2-um or smaller filter into final containers to 
remove particulales before sterilization. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
S‘eam] 

13. Dry heal ovens used for sterilization have fil‘ered forced air. Only muse items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

14. The description of dry hea‘ sterilization condihons and durafion for specific CSPS is induded in written documentation in the compounding facility. The 
effectiveness of dry heat sierilization is verified using appropna‘e biologt indicators and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Dry Heat] 

15. Dry heal depyrogenation is used to render glassware or containers, such as viais free from pyrogens as well as viable microbes. The description 01 
he dry heat depyrogena‘ion cyde and durah‘on for spedfic load items is included in written documentation in the compounding facility. The effectiveness 
of he dry heat depyrogenation qcle is verified using endotoxln challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenation by Dry Hea‘] 

16. Sierili‘ylesling is completed for all High—risk level CSPS prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2“ 10 8", and 6 hours atwarmer lhan 8" before being s‘enlized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

USP <71> STERIlJTY TESTING (Outsourced) 

17. Ou‘sourced sterility testing results indica‘e Mam is compkamwim USP<71>. A method not described in xhe USP may be used if validation 
demonslrales mat the allemative is at leas‘ as effech‘ve and reliable. [STERILITY TEST USP<71>] 

18. Outsourced: The number of articles tes‘ed are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Oulsourced: The volume/quanmy |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

20. Outsourced: A USP<71> method suilability tes‘ has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suitabili‘y Tes‘] 
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lNV797—Sterile Compounding 
lnsp it 159892 BriovaRx Infusion Services 203, Inc‘ 

File it 21072 

21. Omsourced: Slerilily tesiing reporls are reviewed and appropria‘e actions taken and documented‘ [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERIIJTY TESTING 

22. On sile: Membrane fillralion is used if appropria‘e. (The tedmique of membrane filtration is used whenever the nature of the product permits; that is, 
for filterable aqueous preparations, for alcoholic or oily preparations, and for preparations miscible with, or soluble in, aqueous or oily solvents, provided 
these solvenls do n0| have an antimicrobial effect in ‘he condmons of me Kest.) Filters are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Sterility Tesfing] 

23. On sile: Direcl inoculation is done only when membrane fiflmfion cannot be mrried out. Volume to be inomlated does not exceed 10% of the culture 
media volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

24. On site: The number of arlicles |es|ed are appropria‘e according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

25. On sile: The volume/quanlily |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

26. On site: A growth promolion test has been done on ‘he media with [he 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71> : Growlh Promofion Tes‘ of Aerobes, Anaembes, and Fungi] 

27. On site: A USP<71> method suitability ‘es‘ has been done with appropriate inowlum, additives and rinses [STERILITY TEST USP<71> : Method 
Suilabili‘y Tesll 

28. On sile: TSB 0r SCD is incubated 3120-25 C for 14 days (2 inwbamrs present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Tempera1ures] 

29. On site: FTM is incubated 3130-35 C for 14 days (2 incubators present). [STER|L|TY TEST USP<71> : Culture Media and Incubation Temperatures] 

30. On site: Sterility lasting is documented including lot numbers and expiration daxes of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

31. On sile: Slerilily lesling repons are reviewed and appropriate actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32. Endotoxin tesling is conducted for High-risk level CSP'S that are prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours a1 2“ 10 8", and 6 hours at warmer than 8", before being sKerilized or in muilidose containers for administration to multiple patients. (excluding those 
for inhalalion and ophthalmic administra‘ion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

33. Endoloxin lesling process indicates |ha| it is compllamwim USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] 

34. High Risk CSP'S are wi|hin allowable |imi|s for bac‘en'al endmoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
Endotoxin (Pyrogen) Tesling] 

IMMEDIATE USE COMPOUNDING 

35. Immediate-use compounding complies wilh all six specified criteria. 1. Low-risk sterile nonhazardous products or diagnostic radiopharmaceutical 
products from he manufac‘urers' original conlainers. Ami-neoplasms shall not be prepared as immediateuse CSPs because they are hazardous drugs. 
2. Unless required for the prepara‘ion, |he compounding procedure is a continuous process not to exceed 1 hour. 
3. During preparalion, aseptic technique is followed and, if not immediately administered, the finished CSP is under continuous supervision to minimize the 
potemial for oon‘acl with nonsterile surfaces, inlroduction of paniculaie matter or biologiml fluids, mix-ups with other CSPS, and direct Contact of outside 
surfaces. 
4. Administration begins not later |han 1 hour following he start of me preparation of the CSP‘ 
5. Unless immedialely and comple‘ely administered by he person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label |is|ing patiem identification informauon, the names and amounts of all ingredients, the name or initials of the person who 
prepared the CSP, and the exact 1-hour BUD and ‘ime. 
6. If administration has not begun wilhin 1 hour following the Slafl of preparing the CSP, the CSP shall be promptly, properiy, and safely diswrded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLE/MU LTIPLE DOSE CONTAINER BUD 

36. Beyond-use dale does n0| exceed 28 days for mufliple-dose comainers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Yes 

37. Beyond-use lime does not exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified 01herwise by the manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

Preservative free Vancomycin 1g/vial Stored in refrigerator without discard/entry time: 05 Wand NaCI preseNative free IV bags hanging in PEC'S without 
discard/entry time. 

No 

38. Beyond-use time does not exceed 1 hour for closure sealed single—dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

39. Single-dose ampules are discarded immediately after use. [SINGLEDOSE AND MULTIPLE»DOSE CONTAINERS] 

HAZARDOUS DRUGS 

40. A pressure indicator is inslalled and differemial pressures are monitored and dccumemed daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

Yes 

41. Hazardous drug buffer room is at leas‘ 0.01 inch water column negative pressure with 30 ACPH of HEPA filtered air‘ [HAZARDOUS DRUGS AS CSPS Yes 

42. A1 least 0.01 inch wa‘er column negah‘ve pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhat: “When closed—system vial-transfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
he environmenl) are used, they shall be used wimin an ISO Ciass 5 environment of a BSC or CACI‘ The use of the CSTD is preferred bet-use of their 
inherenl closed syslem process. In facili‘ies lha‘ prepare a low volume of hazardous dmgs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI (ha! is located in a non-negative pressure room) is acoep‘able.“ For purpose of said provision, a ‘Iow volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear appropria‘e personal protective equipment [HAZARDOUS DRUGS AS CSPs] N/A 

44. Hazardous drugs are handled wilh uuh‘on at all ‘imes using appropriate ohemotherapy gloves during receiving, distribution, stocking, inventorying, 
preparing for adminislration, and disposal. Spill ki|s are avaflable. [HAZARDOUS DRUGS AS CSPs] 

N/A 

45. Hazardous drugs are prepared in an ISO Class 5 envn'onment (BSC or CACI) with protective engineering controls in place, following aseptic practices 
specified for he appropriate comaminalion risk levels. [HAZARDOUS DRUGS AS CSPs] 

N/A 
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46. Hazardous drugs are stored separa‘ely from oiher invemory in a manner to prevent contamination and personnel exposure. [HAZARDOUS DRUGS Yes 
AS csps] 

47. Access 10 hazardous dmg prepara‘ion areas is Iimfled to authorized compounding personneL [HAZARDOUS DRUGS AS CSPs] Yes 

48. Annual dowmen‘ation of hazardous dmg lraining of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs N/A 
is available. [HAZARDOUS DRUGS AS CSPS] 

HD compounding has not been implanted. 

49. Compounding personnel of reproduclive capability have confirmed in writing that they understand the risks of handling hazardous drugs. N/A 
[HAZARDOUS DRUGS AS CSPS] 

HD compounding has not been implenled. 

50. Fadlity maintains appropriate disposal comainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] Yes 

FACILITY DESIGN AND CERTIFICATION 

51. Certification and testing of primary (LAFWS, BSCS, CAIS and CACIs) and secondary engineering controls (buffer and ante areas) have been periorrned 
by a qualified individual no less than every six momhs and whenever the device or room is relocated, altered, or major service to the facility is performed. 
Corrective action for deficiencies are documemed. Cerfificauon procedures such as those ouflined in the CETA Certificaxion Guide for Sterile Compounding 
1F.aci|i1iesP(CAG-0103-2006) are conduc‘ed under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 

estin r0 ram 
On 49/25/2%19, MTA certified ISO 7 anteroom, ISO 7 IV room, ISO 7 HD room, ISO 7 negative pressure storage room. Equipment used in compounding 

inside PEC'S include 3 TPN Pinnacle machines, 4 X repeater pumps, 2X Tube rollers: all electmnic. PEC's: 6 X VLF's (3 of which used for compounding 
TPN'S with Pinnacle machines), 1 X HLF and 1 X 850 all to ISO 5, with only (he Pinnacle machines operational. 

No 

52. Primary engineering controls provide unidiredional (i.e., laminar) HEPA filtered air. Air pattern analysis via smoke studies are conducted at the critical 
sile 10 demonslrale unidirectional airflow and sweeping action over and away from the product under dynamic mnditionlNVlRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

53. The primary engineering conlmls are placed wiihin a buffef era in such a manner as to avoid conditions that could adversely affect their operation. 
The PEG is placed cm of the traffic flow and in a manner ‘0 avoid disruption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

54. All HEPA filters are leak |es|ed after insiallah‘on and every six monms mereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmemal Controls] 

Yes 

ISOLATORS 

55. CAIS are proven to maintain ISO Class 5 air when parfide coums are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward iransfer of ma‘erials, and compounding manipulations when such CAls are located in air qualky worse than 
ISO Class 7. [ENVIRONMENTAL QUALITYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequate recovery time for isolators ‘0 achieve ISO Class 5 air quality IS allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL. Placemem of Primary Engineering Controls Wixhin ISO Class 7 Buffer Areas] 

57. Personnel garbing requiremenls are followed for CAIS unless manufacturer provides written documentation based on validated testing that any 
components of PPE are not required to maimain s‘en‘li‘y of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fadlily has pressure gauges or velocity me‘ers ‘0 moni‘lor me prfisure differential or airflow between the buffer area and ante— area and the ante- -area 
and the general environment 0u|side lhe compounding area. The resul are reviewed and documented on a log at least daily or by a mntinuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water column (w c )) Alternatively, In facilities where Iow- and medium-risk 
level CSPS are prepared, differential airflow is maimained at a minimum velocity of 0.2 meter/second (40 fpm) across a line of demarntion between buffer 
area and ante-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Yes 

59. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, Yes 
and Ihat provides n0| less lhan 30 air changes per hour or qualifies for exception in 64B1GZ7.797(4)(C)‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Facility Design and Environmental Conlmls] 

60. Aclivilies and tasks carried 0u| wi|hin ‘he buffer area are limned K0 only those necessary when working within a controlled environment. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

61. Only the furniture, equipmen‘, supplies, and o‘her ma‘erial required for the compounding activities to be performed are brought into the buffer room. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facllily Design and Environmental Controls] 

62. Surfaces and essential fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, cleanable, and Yes 
resistanflo disinfeclan‘s. [ENVIRONMENTAL QUALITYAND CONTROL: Facility Design and Environmental Controls] 

63. The surfaces ofceilings, walls, floors,fix1ures, shelving, coumers, and cabinets in the buffer area are smooth, impervious, free from cracks and Yes 
devices, and non-shedding, ‘hereby promofing cleanabili‘y, and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

64. Ceiling liles are caulked around each perimeter and ‘0 walls to seal [hem K0 the support frame. The exterior lens surface of ceiling lighting fixtures is Yes 
smoolh, mounted flush, and sealed. All oiher penetah‘ons through the ceiling or walls are sealed. [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmental Conlrols] 

65. The buffer area does no‘ conlain sources of wa‘er (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
siainless sleel or molded plaslic, so lha‘ lhey are easily cleaned and disinfeded. [ENVIRON MENTAL QUALITY AND CONTROL: Facilky Design and 
Environmenlal Conlrols] 

66. S10rage shelving, counters, cabine‘s and urts/casiers in the buffer area are smooth, impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfeclable. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., compu‘ers and primers) and objects (e.g., .115 and cabinets) are placed in bufferareas, airquality is verified by particle counts No 
on cerlification. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Buffer Areas, and Ante-Areas] 

There are 4 X repeater pumps, 3 X Pinnacle machines and 2 Tube rollers that are located in PEC's. Per Rph, only the Pinnacle TPN machines are 
operational during particle counts. 

QUALITY AND CONTROL 
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68. An appropriale environmenlal sampling plan has been developed for airborne viable particles based on a risk assessment of compounding activities 
performed. Volumetric air sampling IS conduc‘ed every six monms and sitfi indude lomtions within each ISO Class 5 environment and In the ISO Class 7 
and 8 areas and the areas at grea‘est risk of contamination (e. 9. work areas near the ISO Class 5 environment counters near doors pass- through 
boxes). The plan includes sample locations, meihod of collection, frequency of sampling» volume of air sampled, and time of day as related to activity in 
the compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Partide Testing 
Program—Sampling Plan] 

Yes 

69. Evalua‘ion of airborne microorganisms using volumetric collection methods in the controlled air environments is performed by properly trained 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

Per policy 9701 quarter/y VAS {using CLIMET impactor) is col/eded in all ISO classified air. 

Yes 

70. Volumetric air sampling using mal‘ extract agar (MEA) or some oh‘ler media that supports the gromh of fungi is used in high-risk level compounding 
environments. [ENVIRONMENTAL QUALITYAND CONTROL : Gmwm Media] 

N/A 

71. For low-risk level CSPS with 12-hour or less BUD, air sampling is performed at lomlions inside the ISO Class 5 environment and other areas that are 
in close proximi‘y to he ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL :Viable Air Sampling] 

N/A 

72. The number of disaele colonies of microorganisms is ooumed and reported as colonyJorming unixs (cfu) and documented on an environmental 
moniioring form. Counts from air monitoring are transformed into cfu/cubic meKer of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

Trending data is in the process of being implemented by comolale. 

No 

73. Surface sampling is accomplished in all ISO dassified areas on a periodic basis using TSA contad plates with ledthin and polysorbate 80 and/or 
swabs and is done 31 he conclusion of compounding. [ENVIRONMENTAL QUALITY AND CONTROL: Surface Cleaning and Disinlection Sampling and 
Assessmem] 

This is done in house monthly, per policy. EM policy 9701 (implemented March 2019) requires two incubation temperatures. 30-35 degrees C X2 days. 
than 20-25 degrees C X 5 days. Facility practice is incubation at 30-35 OX 72 hours. 

No 

74. Sampling dale IS collected and reviewed on a periodic basis as a means of evaluating the overall state of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL. Acfion Levels Dowmemation and Dam Evaluation] 

Yes 

75. Compelent microbiology personnel are consul‘ed If an environmental sampling consistendy shows elevated levels of microbial growth. If any mold, 
yeast, coagulase posilive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the muse and source was 
conducled. [ENVIRONMENTAL QUALITYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

Yes 

76. Surfaces in he LAFWs, BSCS, CAIS, and CACIs are cleaned and disinfected frequenfly, including at the beginning of each work shifl, before each 
belch preparation is started, every 30 minuies during cominuous compounding periods of individual CSPs, when there are spills, and when surface 
comaminalion is known or suspeded from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Yes 

77. Cleaning and disinfecting occurs before compounding is performed. Items are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose material and residue from spills, e.g., wa‘er—soluble solid residues are removed with Sterile Water and low-shedding wipes. This shall be 
followed by wiping with a residue-free disinfecling agem. such as sterile 70% IPA, which is allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 

78. Cleaning and disinfecting agents and methods of application are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sxerile Compounding Areas] 

Yes 

79. Cleaning materials, such as wipes, sponges, and mops, are non-shedding, preferably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, anle-area, and segrega‘ed compounding areas and are not removed from these areas except for disposal. If cleaning materials are reused 
(e.g., mops), there are procedures based on manufacturer recommendations thai ensure that the effediveness of the cleaning device is maintained and 
repealed use does not add ‘0 the bioburden of Me area being deaned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disin!ecting the 
Sterile Compounding Areas] 

Yes 

80. Supplies and equipment removed from shipping canons are wiped with a suitabie disinfecting agent (eg.v sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfech‘ng the S‘efile Compounding Areas] 

Inspector observed RPT remove sterile drug component from ISO 5 air into ISO 7 air, remove cap and return item to ISO 5 without disinfecting. 

No 

81. Disinfeclanl sprayed or wiped on a surface ‘0 be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecling the Sterile Compounding Areas] 

Yes 

82. S‘erile 70% IPA pads are used to disinfec‘ Me s‘erile emry poims of packages and devices. Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Inspector observed RPT spray septum with SIPA without wiping. 

No 

QUALITY AND CONTROL (Secondary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces to be disinfec‘ed for al leas‘ 30 seconds before sud’l surfaces are used to prepare CSPs. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mapped daily by rained personnel at a time when no aseptic operations are in progress using approved agents 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

85. Shelving, walls, and ceilings in ante-areas and buffer areas are cleaned and disinfected at least monthly‘ [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling lhe S‘erile Compounding Areas] 

Yes, BUT advise to document day of monthly cleaning to ensure consistency. 

Yes 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn, weeping sores, conjundivilis, and active respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal outer garmems; cosmetics; artificial nails: hand, wrist, and body jewelry that can interfere with the {it of 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Fadlily has adequale supplies ‘0 meet PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

Yes 

89. Garbing and hand hygiene are accomplished in he an‘e-area in order of dirtiest to deanat: shoes or shoe covers, head and facial hair covers, (ace 
mask, fingernail cleansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

90. Sterile gloves are donned in the buffer room/isolaior after hand deansing with an alcohol»based product with persistent activity and hands are allowed 
10 dry. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

91. Gloves are roulinely disinfected wilh sierile 70% IPA anew comacfing nonsterile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 
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92. Personnel repea‘ garbing and hand hygiene afler they are exposed to direct Contact contamination or worse than ISO Class 8 air. Gowns may be Yes 
hung in he anteroom and reused during lhe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

93. Low/Medium Risk media-fill |esis lhat closely simulate the mom challenging or stressful conditions encountered during compounding are completed at Yes 
least annually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

94. High Risk Media-fill tests |ha‘ closely simula‘e n1e most challenging or stressful conditions encountered during compounding have been completed at 
least semiannually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK 
LEVELS :High-Risk Level CSPS] 

N/A 

95. Documenlalion indicates compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observational audit |oo|s (hand hygiene, gaming, aseptic technique) and media-fill testing annually or semiannually (high risk) and 
before any compounding personnel begin ‘0 prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Yes 

96. Compounding personnel who fail wriflen |es|s observanonal audits. or whose media fill test vials have one or more units showing visible microbial 
contaminaiion are reins‘mcled and re- evaluated by expert compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Corrective action IS documemed. Compounding personnel pass all evaluations prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluation of Gaming» Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Media fill tests for three compounding RPT'S (RS, WG, GT) indicate particles found in media: Employees were not re-validated. 

No 

97. Olher cleaning personnel performing cleaning and disinfecfing procedures (e.g. environmental) are thoroughly trained in proper hand hygiene, and N/A 
garbing, cleaning, and disinfection procedures by a qualified asepfic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Competency Evalualion of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

98. Compounding personnel and oiher personnel responsible for duning routinely undergo performance evaluation of proper hand hygiene, garbing, and No 
all applicable cleaning and disinfecfing procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documenled and maintained ‘0 provide a permanent record and long»lerm assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compe‘ency Evaluation of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

GT RPT performs monthly cleaning, but has not demonsllaled proficency for [his task. 

99. Immediately afler lhe compounder comple‘es |he hand hygiene and gaming procedure, the evaluator collects a gloved fingertip and thumb sample 
from both hands of he oompounder onto appropriate agar plates. The plates are incubated at 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an ini‘ial oompe‘ency evalua‘ion and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

N5911pfl’oyee 
DB RPH failed one set of GFT on initial test, redone only once. Policy 9705 (1)0) indicates to repeat in! the number of failed GFT'S observed, 

2 ree times. 

No 

100. Re-evalualion 0f glove fingenip |es|ing omo appropriaie agar plates (Tryplicase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium-risk level CSPS and semiannually for high»risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no| be disinfected wim sterfle 70% IPA prior to testing. The cfu adion level is based on the total number 0! cfu on both 
gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

Yes 

VERIFICATION 

101. Labels of CSPs contain name and address of pharmacy, ootrect names and amounts or mncentlations of ingredients, total volumes, beyond-use 
dates, storage conditions, and r0ute(s) of adminis‘lra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verification 
of Ingredienls] 

Yes 

102. Facilily has documemation |ha| procedures have been followed K0 ensure sterility, purity, correct identities and amounts of ingredients, and stability. Yes 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS: Inspection ofSolmion Dosage Forms and Review of Compounding Procedures] 

103. CSP'S are visually inspec‘ed for abnormal parficula‘e matter and color, and intact containers and seals [FINISHED PREPARATION RELEASE Yes 
CHECKS AND TESTS : Inspection of Solution Dosage Forms and Review ofCompounding Procedures] 

Yes, BUT compan y policy 9620 requires use of black/white light box to inspect CSP‘s [or particulates but this isn't being done. 

104. Beyond Use Dates are assigned using direc‘ stability-indycafing assays or authoritative lixerature that supports the assigned BUD. [STORAGE AND Yes 
BEYOND-USE DATING : Determining Beyond—Use Da‘es] 

105. Storage time of assembled bag and vial sysiems are according to me manufacturer recommendations (eg Minibag plus, Addvantage, Add-ease) Yes 
[STORAGE AND BEYOND-USE DATING : Proprie‘ary Bag and Vial Systems] 

DISPENSING/DISTRIBUTION 

106. Fadlity has written procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength of CSPs. Yes 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS I] 
107. Modes of lransporl are used mat maimain appropriaKe ‘emperalures and prevent damage m CSPs [MAINTAINING STERILITY PURITY AND Yes 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS: Packaging and Transporting CSPS S] 

108. Facilily provides a mul‘iple componem formal training program K0 ensure paKiems and caregivers understand the proper storage, handling, use, and Yes 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

POLICYIPROCEDURE 

109. Wriflen procedures de‘ail cleaning and disinfecfing the sterile compounding areas induding deansers, disinfectants, and non-shedding wipe and mop 
materials. [ENVIRONMENTAL QUALITY AND CONTROL: C|eaning and Disinfecling the Sterile Compounding Areas] 

Yes 

110. Awriflen procedure is in place for cleaning and disinfecting the Direct Compounding Areas‘ [ENVIRONMENTAL QUAUTY AND CONTROL : Yes 
Cleaning and Disinfecting the S‘erile Compounding Areas] 

111. Fadlily has wrilten procedures to verify correct identity, quality, amounts, and purities ofingrediems used in CSPS. [FINISHED PREPARATION Yes 
RELEASE CHECKS AND TESTS : Idenmy and S‘renglh Verification of Ingredients] 

112. Policies address packaging to mainlain physio-I imegrily, sterility, smbiliw, and puri of CSPs‘ [MAINTAINING STERILITY, PURITY, AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPS] 

Yes 

113. Wrihen standard procedures describe means for pafiems ‘0 ask questions and report mncems and adverse events with CSPs, and (or compounding 
pharmadsts to correct and prevent future problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

N/A 

RADIOPHARMACEUTICALS 

114. Fadlily has appropriale primary engineering convols and radioactivity containment and shielding‘ Lomtion of primary engineering mntrols perrnmed 
in ISO Class 3 conirolled environment [RADIOPHARMACEUTICALS AS CSPS] 
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115. Radiopharmaceuticals prepared as low-risk level CSPs with 12-hour or less BUD are prepared in a segregated compounding area.  Segregated
compounding area is designated with a line of demarcation. [RADIOPHARMACEUTICALS AS CSPs]

116. Technetium-99m/Molybdenum-99 generators are eluted in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs]

MISCELLANEOUS

117. Facility engaged in office use sterile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64B16-27.700 (3)(g ] N/A

118. Compounding records are properly maintained. [FAC 64B16-28.140(4)] Yes

119. When compounding activities require the manipulation of a patient’s blood-derived or other biological material, the manipulations are clearly
separated from routine material-handling procedures and equipment used in CSP preparation activities, and they are controlled by specific standard
operating procedures in order to avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering
Controls Within ISO Class 7 Buffer Areas]

N/A

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE

120. Pharmacy technicians properly identified and supervised. [64B16-27.420, F.A.C.]

121. Medication properly labeled. [465.0255, F.S.] [64B16-28.108, F.A.C.]

122. Expired medications removed from the shelves. [64B16-28.110, F.A.C.]

123. CQl Policy and Procedures and quarterly meetings. [766.101, F.S.] [64B16-27.300, F.A.C.]

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.]

125. Pharmacy maintains patient profile records. [64B16-27.800, F.A.C.]

126. All controlled substance prescriptions contain information required. [893.04, F.S.]

127. Prescriptions for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the
quantity and date
meet the requirements of [456.42(2), F.S.].

128. Controlled substance inventory taken on a biennial basis and available for inspection. [893.07(1)(a), F.S.]

129. DEA 222 order forms properly completed. [893.07, F.S.]

130. Controlled substance records and Rx information in computer system is retrievable. [21CFR 1306.22] [64B16-28.140, F.A.C.]

131. Controlled substance records maintained for 4 years. [465.022(12)(b), F.S.]

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64B16-28.140(3)(b), F.A.C.]

133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

Remarks:
Facility has certified an ISO 7 negtive pressure hazardous cleanroom and negative pressure HD storage room. Hazardous comopounding has not been implemented at this facility
at this time. 
Routine inspection conducted with Shirley Adams RPH, Leslie Nazario, and Mary Jo Giles (PIC) .
Corrective action requested for all items marked "no" on or before June 7, 2019.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Mary Jo Giles

Date:5/7/2019 Date:5/7/2019

|NV797-Steri|e Compounding 
lnsp it 159892 BriovaRx Infusion Services 203, Inc. 
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133. Pharmacy is reporting to the PDMP within 7 days 01 dispensing controlled substance. [893.055(4), F.S.] 

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained (mm a Florida licensed distributor. 499.005 (14) 

Remarks: 
Facility_has certified an ISO 7 negtive pressure hazardous cleanroom and negative pressure HD storage room. Hazardous comopounding has not been implemented at this (acility 
at this time. 
Routine inspection conducted with Shirley Adams RPH, Leslie Nazario, and Mary Jo Giles (PIC) . 

Corrective action requested (or all items marked "no" on or beIore June 7, 2019. 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the intormation given herein is true and correct 
to the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Inspector Signature: Representative: 

Mary Jo Giles 

WW Wm VM 
Date:5/7/2019 Date:5/7/2019 
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Corrective Action Plan for 

BriovaRx Infusion Services, 203, Inc. f/k/a Ambient Healthcare of S. Florida, Inc. 
9984 Premier Parkway 

Miramar, Florida 33025 

Pharmacy Permit No. 27913 

DOH Case No. 2017-15122 

The references below are to the items noted on the inspection sheet dated 6/1/2018, the inspector's 

comments to the inspection sheet, and BriovaRx Infusion Services 203, Inc.'s ("BriovaRx") 
response. 

37. Beyond-use time does not exceed 6 hours for closure sealed single-dose containers in ISO 
Class 5 or cleaner air after initial opening or entry, unless specified otherwise by the 
manufacturer. [SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Inspector’s Comments: Policy 7065 instructs SDVS and Pharmacy Bulk Packages to be discarded 

after six hours, but does not indicate if opened and remains in ISO 5 PE C. 

RESPONSE: Policy 7065 (attached) has been revised to state that single dose containers and 

pharmacy bulk containers will remain in the ISO 5 PEC. 

68. An appropriate environmental sampling plan has been developed for airborne viable 
particles based on a risk assessment of compounding activities performed. Volumetric air 
sampling is conducted every six months and sites include locations within each ISO Class 5 

environment and in the ISO Class 7 and 8 areas, and the areas at greatest risk of 
contamination (e.g., work areas near the ISO Class 5 environment, counters near doors, 
pass-through boxes). The plan includes sample locations, method of collection, frequency of 
sampling, volume of air sampled, and time of day as related to activity in the compounding 
area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL : Environmental 
Viable Airborne Particle Testing Program—Sampling Plan] 

Inspector’s Comments: Environmental policy 9701 does not include USP < 797> required viable 

air sampling by impaction, amount of air to be sampled in each ISO class space and sampling 

locations. Advise to use viable air sampling locations to evaluate CF U trends 

RESPONSE: Policies 9701 , 9702, 9702.A1, and 9702.E1, (copies attached) have been revised to 

address USP <797> required viable air sampling by impaction, the amount of air to be sampled in 
each ISO class space and the attached Miramar SPC Map show sampling locations as well as the 

use of Viable air sampling locations to evaluate CFU trends. 

99. Immediately after the compounder completes the hand hygiene and garbing procedure, 
the evaluator collects a gloved fingertip and thumb sample from both hands of the 

45520588;] Page ] o



compounder onto appropriate agar plates. The plates are incubated at 30-35° for 2—3 days. 
All compounding personnel have successfully completed an initial competency evaluation 
and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before 
initially being allowed to compound CSPs for human use. [ENVIRONMENTAL QUALITY 
AND CONTROL : Gloved Fingertip Sampling] 

Inspector's comments: Policy 9705 indicates new employees shall complete hand hygiene three 

times, but not regarb three times 

RESPONSE: Policy 9705 (copy attached) has been revised to address regarbing (addressed as 

gowning). 
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Section 1: Introduction 

1.1 Caution 
Service by qualified personnel only. 

1.2 Notes 

1.2.1 Notice 
The CI-95A should never be operated with the transit lid installed. This may result in 

damage to the blower or other internal components. 

1.2.2 Battery life 
Batteries offer portability, but all batteries have limited life. The choice of Nickel 

Metal Hydride batteries offers greater power density than comparable Nickel-Cadmium 
batteries, and the elimination of cadmium from the battery chemistry reduces 
environmental concerns associated with NI-Cad batteries. In other respects, including 
long-term life, the batteries are similar. Manufacturers ofNI-MH batteries recommend 
that they be stored open circuit (i.e., disconnected) if stored for extended periods‘ 

1.2.3 Calibration interval 
The CI-95A is based on technology proven in a variety of reliable, stable instruments, 

and can be expected to maintain its calibration within specified tolerances for several 

years. However, it is recommended that the instrument be calibrated annually to insure 
the accuracy of the volume of air sampled. 

1.3 Unpacking and installation 

1.3.1 Unpacking 
The CI-95A is packed in a specially designed shipping container, which has been 

tested to withstand normal amounts of shock and Vibration in accordance with the 
National Safe Transit Association (NSTA). Save the shipping box to minimize the 
chance of shipping damage when the instrument needs to be returned for calibration or 
repair. 

After unpacking the CI-95A, inspect the instrument for any signs of damage. If there is 
any damage, you should file a claim with the shipping company and contact CLiMET 
Instruments. 
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1.3.2 Power requirements 
The CI-95A is powered by an external power supply (15V 4.0A) equipped with a 

universal input AC power supply that supports inputs from 100—240 VAC, 47—63 HZ. 

1.3.3 Safety 
The operator or maintenance person should not remove any of the covers on the 

CLiMET microbial sampler, except in accordance with the procedures provided by the 
manufacturer. 

The CI-95A contains a 9.6 volt, maintenance-free, rechargeable nickel metal hydride 
battery, which can be replaced by the user. 

The CI-95A external power supply comes with a three prong, grounded AC power 
cord. Do not use a two-to-three prong adapter unless its ground connection has been 
properly connected to a good ground on the wall socket. 

1.3.4 Cleaning 
The CI-95A’s enclosure, sample lid, and polyester overlay are resistant to most 

cleaning chemicals. When cleaning the unit, follow these precautions: 
0 Turn the unit off and remove the power cord. 
0 Install the transit lid to prevent fluid from entering the blower assembly. 
I Wipe the surface of the unit with a cloth or wipe, dampened with cleaning 

solutions. 
0 When cleaning agents are sprayed near the instrument, be sure that the 

instrument is off, and that the transit lid is installed. 

1.3.5 Storage 
If the CI-95A is to be stored for three months or longer without use, the battery should 

be disconnected to prevent damage to the battery from a deep discharge. To gain access 

to the battery, unscrew the four thumbscrews on the battery cover on the rear of the unit. 
The battery has a single connector that is easier to unplug if you slide the battery out fisrt 
then unplug the connector then slide the battery back in for storage (see figure on page 

3). Reconnect the battery again before use. Make sure that no wires or cable assemblies 
are pinched when reassembling the enclosure. 
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1.3.6 Packing for shipment 
The packing container used for shipping the CI-95A has been tested according to the 

standards of the National Safe Transit Association. For this reason, it is recommended 
that the original packing container be saved for reuse if it has no obvious damage. The 
packing container consists of an outer double-walled cardboard box, two foam inserts, 
and an internal cardboard box used to hold accessories. This internal box also serves the 
important function of tightening the foam inserts against the CI-95A. 

If the original shipping carton was discarded, select a cardboard box large enough that 
at least 3 inches of heavy bubble wrap can be placed on all sides of the instrument. Any 
extensions (handle, feet) should be especially well protected, because the impact is 
amplified if the carton is dropped on a part that extends out from the rest of the chassis. 
Avoid the use of loose packing materials such as peanuts, because they shift and leave 
one side of the instrument unprotected. Shipping companies do not accept responsibility 
for damage when the instrument is poorly packed. 

NOTE: When returning the CI—95A for servicing, keep the accessories in a 

M 
safe place at your facility N0 accessories are needed during 
calibration or repair. 

1.4 Overview of CI-95A features 
The CI-95A (CLiMET Instruments 95A) is a microbial air sampler that can capture 

biologically active particles (bacteria, fungi, etc.) onto a petri dish loaded with nutrient 
agar. This sample can then be incubated so that the captured microbes can grow into 
colonies. The colonies formed after incubation are counted to determine the 
concentration of CFU’s (colony forming units) present in the sampled air. 

The CI-95A is a fully self-contained unit, operating on battery power or AC power for 
sampling convenience (AC operation will simultaneously charge the battery). It has a 

stainless steel enclosure that makes it suitable for applications requiring a sterile wipe 
down. The standard flow rate is 100 liters per minute (100 LPM), requiring only 10 

minutes to take a full 1 cubic meter sample. The built-in battery can provide 
approximately 8 hours of continuous sampling (pump running) on a single charge. The 
CI-95A interfaces with the user through a 4x20 character LCD display and a keypad 
overlay. The unit also has a blower with automatic flow control to ensure accurate 
sample volumes. The sample air is filtered before being exhausted through the bottom 
panel to ensure the sampled environment is not contaminated. 

The CI-95A has menu options that allow the user to set up 51 UNIT ID name to identify 
the CI-95A used, a USER ID name to identify the user who took the sample, and a SITE 
(LOCATION) ID to identify Where the sample was taken‘ The sample volume and other 
parameters related to extended-time sampling are also stored within Site IDs. In addition, 
the user can specify the initial time delay to allow the user to exit the area, the flow out 
of tolerance alarm, the beep on completion of sample, the security options, and the 
date/time. 

The main screen provides the operator with all pertinent information. The top line 
always displays the site, while the second line either displays the delay time countdown 

Page 4 May 31, 2017



CI-95A User's Manual 

(before a sample begins) or the volume of air moved thus far (during a sample)‘ By 
pressing the DSPL key, the operator can alternately select one of the following items to 
be displayed on the third line: flow rate, battery life, user ID, date + time, unit ID, and 
the time remaining to complete the sample. The fourth line lists the functions of the 4 

keys below the LCD screen. 

Three LED’S below the LCD screen also supply the user with additional information. 
The green SAMPLE LED is continuously lit while a sample is in progress, but not 
during the delay countdown before the sample. It will continually flash once the sample 
has completed. The green CHARGER LED will be continuously lit if the battery is 
charging, and will continually flash once it is fully charged (whether or not the unit is 
powered on). The red ALARM LED will continually flash if a flow alarm occurs or the 

battery life indication reaches < 0.5 HR. 
When the battery life reaches < 0.5 HR, the unit will force the main screen third line to 

display battery life (in addition to the ALARM LED flashing). This serves as an extra 
reminder the battery is getting low. The user can, however, override this by then pressing 
the DSPL key to display a different item on the third line. 

1.5 Interpreting the Results 
The Petri dishes are incubated for a period of time to allow the entrapped microbes to 

grow into colonies large enough to observe macroscopically. By counting the number of 
colonies, one can get an idea of the concentration of microorganisms in the sample 
volume. Unfortunately, a simple count doesn’t translate directly into concentration. 

A statistical analysis of the system considers a variety of things such as the following: 

0 There is no way to tell if a colony had one or more Colony-Forming Units 
(CFUS) prior to incubation 

0 Each perforation is uniform and equally likely to pass a CFU to the media 
0 The more colonies that are observed, the more likely it is that more than one 

CFU was present before incubation in any given colony 

The Feller Correction in the Appendix provides the accepted method to compensate 
for the undercounting that results. The graph below shows that as the number of colonies 
observed approaches the number of perforations, the greater the undercount. The easiest 

way to correct the observed values into Probable Statistical Totals is to use the table in 
the appendix. Look up the observed value in column A, and find the Probable Total in the 
adjacent column B to the right. For example, given these two values: 

Colonies counted Probable Total 
10 10.1 

87 100. 7 
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HEAD AND DISH INSTALLATION 
CI-95A 100 LPM 
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EXTERNAL POWER 
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1. 6 Specifications 
Sample Lid: 

Enclosure: 

Sample flow rate: 

Flow rate control: 

Battery: 

Display: 

Unit ID: 

User ID: 

Security: 

Location ID: 

Input/Output: 

Audible alarm: 

Alarm limits: 

Dimensions: 

Weight: 

Power: 

Operating range: 

Calibration: 

Calibration frequency: 

Moy31,2017 

CI-95A User's Manual 

Clear Anodized Aluminum with 333 .028” holes. Autoclavable @ 
134C for 20 minutes 
304L Stainless Steel 

100 liters per minute (0.10 cubic meter or 3.53 cubic feet per minute) 

Electronic, automatic closed loop 

Replaceable 9.6 Volts, 7.6 Amp hour Nickel Metal Hydride 
Battery operation time: 7.5 to 9 hours of continuous operation 
Time to charge battery: 2.0 to 2.5 hours 
4x20 character LCD with backlight 

User selectable; 6 characters long. 

Up to 10 users; 9 characters long. 

Security to prevent settings changes, or aborting a sample in progress 

Up to 70, 15 characters long. 

RS-232 9600 bps, 8-bit, 1 stop, no parity, no handshaking 

Built-in 

i 10% deviation from 100 LPM flow rate. 

H-W-D: 7.5 X 5.75 X 9.25 inches (19.0 X 14.6 X 23.5 cm) 

8.0 lb (3.6 Kg) with battery 

Auto switching: 1007240 VAC, 47/63 Hz 

07360 C, 10795% RH, non-condensing 

Factory Prime Calibration of flow system accuracy. 

Recommended every 12 months. 
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Section 2: Operation 

2.] Basic operation of the CI-95A 

2.1.1 How to take a sample 
Before taking a sample, first make sure the yellow transit cover is removed‘ This will 

prevent possible damage to the internal blower or other electronics. 
If not already set up, the sample volume can be set from the main screen by pressing 

[MORE] [SETUP] and using the left/right keys to set the desired sample volume. From the 
same menu the sample delay can be set. The unit can also be set to beep on completion 
of the sample, and the flow alarm can be enabled, which will cause an alarm condition if 
the flow deviates beyond :10% from nominal. 

The sampling process can be initiated from the main screen by pressing [START]. 
After the sample delay has expired, the bright green sample LED will light to provide a 

high Visibility indicator of sampling in progress. Sampling can be stopped at any time by 
pressing [STOP] (unless the secure sample option has been enabled). Following 
completion of the specified sample volume, the pump will shut off and the bright green 
sample LED will flash (until a button is pressed) to provide a high Visibility indication. 
Then the screen will display a message giving the date/time that the sample ended. Also, 
the beeper will sound six times at sample completion if that option had been enabled in 
the setup menu. 

2.1.2 Extended-time Sampling 
Some users might wish to extended/time sampling to monitor a work area over the 

duration of a time/consuming activity Rather than collect samples on a number of petri 
dishes, this device allows samples to be broken into a number of subsamples separated 

by equal intervals. It allows the user to specify the total volume, the number of 
subsamples, and either the time between subsamples or the total duration of sampling 

If sampling is to be extended over a considerable length of time, the relevant settings 
are accessed by pressing [SITE] [INFO] [EDIT]. This allows sampling to be extended 
over an extended period of time by breaking the sample volume into several equal/sized 
parts, each separated by an inter/sample interval, or taken over a duration of up to 24 
hours“ The sampling parameters can be saved under a Site ID. 
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2.1.3  Operational Flow Diagram 

An operational diagram similar to a flow chart is provided here to give an idea of the 

intuitively simple operation of the CI-90. While this diagram does not explicitly detail 

every possible aspect of the microbial air sampler, it does describe the majority of 

possible operations. 
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2.2 Setup menu options 
The setup menu is entered from the main screen by pressing [MORE] followed by 

[SETUP]. The screen after pressing [MORE] appears below. The setup menu has a variety 
of options that can be set to control the sampling, alarms, and other features of the 
CI-95A. To ensure that these settings are retained, the user must press [EXIT] to return 
back to the main screen before turning power off. Pressing [EXIT] causes these settings to 
be stored in non-volatile memory. Thus, they are retained when power is off, the unit is 
unplugged, and even when the battery is disconnected. 

UNIT SET 
ID USER UP EXIT 

2.2.1 Sample volume 
The CI-95A has a number of preset sample volumes from which the user can choose. 

The minimum sample volume is 10 liters, which equates to a 6 second long sample time. 
The maximum sample volume is 6000 liters, which is 6 cubic meters and takes 60 
minutes to complete. Sample volume choices available are 10, 12, 15, 20, 25, 30, 40, 50, 
60, 80, 100, 125, 150, 200, 250, 300, 400, 500, 600, 800, 1000, 1100, 1250, 1500, 2000, 
2500, 3000, 4000, 5000, and 6000 liters. An additional sample volume of INF is 
available (primarily as a maintenance feature) which runs the pump until the user presses 

[STOP]. 

SAMPLE VOLUME: 20L 
Total volume to be 

collected 
EXIT 

To select a sample volume, the user must first enter the setup menu, if not already 
there, and then use the up/down arrows as necessary to scroll the sample volume line to 
the top of the screen (as shown above). Once there, the current sample volume choice 
will blink, and the user can select the desired volume by using the left/right arrows to 
scroll through the available volumes. Holding any of the 4 direction keys down will 
conveniently cause them to auto-repeat. When the maximum or minimum volume has 

been reached the choices will roll over. Thus, when using the right arrow, 6000L will be 
followed by INF and then 10L. Similarly, when using the left arrow, 10L will be 
followed by INF and then 6000L. 

2.2.2 Sample Delay 
The CI-95A allows the user to set a sample delay time. Although the delay can be used 

for any purpose, it is typically used to give the user time to exit the area being sampled 
prior to the start of the sample. The CI-95A will start the pump 2 seconds before the end 
of the sample delay to get the flow up to speed for the start of the actual sample. The 
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CI-95A has a range of sample delays from which the user can choose. The minimum 
sample delay is 3 seconds, and the maximum sample delay is 99 minutes 59 seconds. 

Delay values less than 00:03 are impossible to set. Sample delay choices are available in 
1-second increments from 00:03 to 99:59. 

SAMPLE DELAY: 00:03 
Delay before first 

sample begins 
EXIT 

To select the sample delay, the user must first enter the setup menu, if not already 
there, and then use the up/down arrows as necessary to scroll to the sample delay. The 
delay minutes and seconds are set separately. Once the cursor is on the sample delay 
minutes or seconds, the current value will flash. The user can select the desired delay by 
using the left/right arrows to scroll through the available values. When the minutes or 
seconds reach their limit the choices will roll over. Thus, when selecting the minutes with 
the right arrow, 99 minutes will be followed by 00. Similarly, when selecting seconds 
with the right arrow, 59 seconds will be followed by 00 or 03 (if minutes is currently 00). 
Using the left arrow will cause a roll over the other way. 

2.2.3 Beep on complete? 
The CI-95A allows the user to set an audible alert to signal the completion of a 

sample. If set, six loud beeps of short duration will occur at the end of a sample so that 
the user will know the sample ended. The bright green Sample LED will also flash until 
the user acknowledges the sample end by pressing [EXIT]. 

BEEP ON COMPLETE? N 

Do you want audible 
signal after sample 

EXIT 

To select the beep on complete option, the user must first enter the setup menu, if not 
already there, and then use the up/down arrows as necessary to scroll to the BEEP ON 
COMPLETE field. The user can toggle this option on or off (Y or N) by using the 
left/right arrows. 

2.2.4 Enable flow alarm? 
The CI-95A allows the user to set a flow alarm that will detect an out-of-range flow 

condition. This guarantees all samples taken to be the correct sample volume within 
tolerance. The criteria for activating the flow alarm is a measured flow deviation from 
nominal of greater than i10% for three consecutive seconds. The CI-95A’s internal mass 
flow meter analog output is conditioned and converted into a digital signal representing 
the flow value. This digital value is monitored by the CI-95A’s microprocessor and 
corrected using the stored flow calibration values. The flow value is converted and 
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displayed as the flow rate during sampling, and checked every second for alarm 
Violation. When a flow alarm occurs, the CI-95A will stop sampling and display the 
message “FLOW FAILURE AT:” followed by the current date/time. An audible alert 
consisting of ten long beeps will notify the user of the alarm condition. Furthermore, the 
red alarm LED will continue flashing. After the user has recorded any relevant 
information, the CI-95A must be turned off and then back on to resume normal 
operation. 

ENABLE FLOW ALARM? Y 

Do you want audible 
signal after error 

EXIT 

To enable the flow alarm, the user must first enter the setup menu, if not already there, 
and then use the up/down arrows as necessary to scroll to the ENABLE FLOW ALARM 
field. The user can toggle this option on or off (Y or N) by using the left/right arrows. 

If the flow alarm is not enabled (N), the unit will still go into flow alarm if the flow 
drops below approximately 70 LPM for 3 consecutive seconds. This serves as a 

preventive measure to very inaccurate sampling. 

2.2.5 Secure setup? 

To enable Secure Setup, the user must first enter the setup menu, if not already there, 
and then use the up/down arrows as necessary to scroll to the SECURE SETUP field. 
The user can toggle this option on or off (Y or N) by using the left/right arrows. 

SECURE SETUP? N 

Prevent changes to 
sample parameters 

EXIT 

The Secure Setup feature of the CI-95A allows the user to lock out the [MORE] key. 
This prevents change of settings, unit ID, or user. The user can still, however, alter the 
site and main screen third line display. The key label “MORE” will not be visible, and 
pressing the [MORE] key will not have any effect. This does NOT prohibit changing 
settings Via Site selection, but it does prohibit modification of Site parameters When the 
CI-95A is powered up with Secure Setup enabled, the screen below will appear. 

Secure setup active. 
Press correct key 
within countdown to 
access settings. 7 

This screen allows the user 7 seconds to bypass security by pressing a special key. 
This key is the fax right menu key under the screen. If this is pressed prior to the 
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countdown number in the lower right corner reaching zero, then security is bypassed and 
the [MORE] key becomes Visible and functional. It is important to note that the only way 
to cancel Secure Setup is to press the special key during the 7-second screen, then at 

some point entering the setup screen. 
Upon pressing the [SETUP] key, the firmware will automatically change the Secure 

Setup setting to ‘N’. If the user intends to retain Secure Setup, he must remember to 
change the setting back to ‘Y’. The fact that the user entered the SETUP screen is 
interpreted by the firmware as intent to alter the setup, thus spoiling the security of the 
previous setup. This is why it automatically cancels the Secure Setup. 

2.2.6 Secure sample? 
The Secure Sample feature of the CI-95A allows the user to essentially lock the 

keyboard during a sample. Only the DSPL key will function and allow changing the 
information displayed on the main screen third line. This prevents the sample from being 
stopped prior to its completion, and prevents user access to any of the CI-95A’s settings. 
When in Secure Sample mode the user can access all features of the CI-95A until the 

[START] key is pressed. After this, only the DSPL key functions, preventing the user 
from changing the site ID, the user ID, the unit ID, or any of the parameters available 
under the setup menu. The user, of course, can still stop the sample by pressing [POWER] 

to turn the unit off. 

SECURE SAMPLE? N 

Prevent interruption 
of sample in process 

EXIT 

To enable Secure Sample, the user must first enter the setup menu, if not already there, 
then use the up/down arrows as necessary to scroll to the SECURE SAMPLE field. The 
user can toggle this option on or off (Y or N) by using the left/right arrows. 

2.2.7 Date format 
The Date Format feature of the CI-95A allows the user to select either an MM/DD/YY 

or DD/MM/ Y Y format for the date. All displays or printouts will be formatted according 
to the option selected. 

DATE FORMAT MM/DD/YY 

US Date format 
EXIT 

To select a date format, the user must first enter the setup menu, if not already there, 
and then use the up/down arrows as necessary to scroll to the DATE FORMAT field. 
The user can toggle this option between MM/DD/YY and DD/MM/YY by using the 
left/right arrows. 
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2.2.8 Date/time 
The CI-95A allows the user to set the current date and time. Once set, the CI-95A’s 

internal real time clock will continue to keep the date and time. The real time clock is 

powered off the internal battery, but a backup capacitor provides enough power (over 30 
minutes) to allow the battery to be changed Without losing the date/time setting. 

10/26/2005 10:55:30 

Current Date & Time 
EXIT 

To change the date/time, the user must first enter the setup menu, if not already there, 
and then use the up/down arrows as necessary to scroll to the date/time fields. There are 
six separate entry fields, one each for month, day, year, hours, minutes, and seconds. 
Once the cursor is on the desired entry field, the user can set the field by using the 
left/right arrows to scroll through the available values. The fields will roll over when 
they have reached a limit, except for the year field. 

2.3 Setting the USER ID 

2.3.1 Creating an ID 
The CI-95A User ID’s can be assigned a 1 to 9 character identification. The operator 

can enter up to 10 ID names. To create a User ID, press [MORE] from the main screen, 
then [USER] and observe the User screen appears. The currently selected User ID will be 
blinking on the top line. 

User name 1 

User name 2 

User name 3 
01 NEW ERASE EXIT 

To reach the ID entry screen, which will add a User ID in the user list below the 
currently selected ID, press [NEW] and observe the screen below appears. Note that if 10 
ID’s are already stored in memory, the [NEW] key is simply ignored. 

1234567890#/.—ABCDEF 
GHIJKLMNOPQRSTUVWXYZ 

BACK SPACE NEXT EXIT 

To enter the desired name, use the left/right/up/down arrows to navigate the cursor to 
the desired character. Press [NEXT] to enter the character where the blinking underscore 
currently is in the user name. Continue this until the complete name has been entered. 
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2.4 

The [SPACE] key can be used to enter a space character into the name. The [BACK] key 
will move the “blink” in the name to the left 1 character (with wraparound), but will not 
erase any character it was blinking. This is convenient for going back to edit characters. 
When finished, press [EXIT] to return to the User screen. 

2.3.2 Selecting an ID 
From the main screen, press [MORE] and [USER] to enter into the User screen. Then 

use the up/down arrows to scroll to the desired ID, placing it at the top of the screen 
where it will blink. The number at the lower left of the screen is the number of this 
selected ID. Press [EXIT] to finalize the selection and return to the MORE screen. 

2.3.3 Deleting an ID 
From the main screen, press [MORE] and [USER] and then scroll to the desired ID, 

which will then be blinking at the top of the screen. Press [ERASE] then [YES] to delete 
the ID and return to the User screen. 

Setting the SITE ID 

2.4.1 Creating an ID 
The CI-95A location (Site) ID’s can be assigned a 1 to 15 character identification. The 

user can enter up to 70 ID names. To create a Site ID, press [SITE] from the main screen 
and observe the Site screen appears. The currently selected ID will be blinking on the top 
line. 

Location name 1 INF 
Location name 2 50 
Location name 3 100 
INFO NEW ERASE EXIT 

To reach the ID entry screen, which will add a Site ID in the site list below the 
currently selected ID, press [NEW] and observe the screen below appears. Note that if 
100 ID’s are already stored in memory, the [NEW] key is simply ignored. 

1234567890#/.—ABCDEF 
GHIJKLMNOPQRSTUVWXYZ 
ID = 

BACK SPACE NEXT EXIT 

To enter the desired name, use the left/right/up/down arrows to navigate the cursor to 
the desired character. Press [NEXT] to enter the character where the blinking underscore 
currently is in the ID name. Continue this until the complete ID name has been entered. 
The [SPACE] key can be used to enter a space character into the ID name. The [BACK] 
key will move the “blink” in the ID name to the left 1 character (with wraparound), but 
will not erase any character it was blinking. This is convenient for going back to edit 
characters. When finished, press [EXIT] to return to the site screen. 
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2.4.2 Selecting an ID 
From the main screen, press [SITE] and then scroll to the desired ID. The number at the 

lower left of the screen is the number of the currently highlighted ID at the top of the 
screen. While the up/down arrow keys will decrease/increase the scroll (ID number) by 
1, the left/right arrow keys will decrease/increase by 10 (or to 0 and 100 if less than 10 

away). Additionally, all arrow keys auto-repeat so that the list can be scrolled quickly. 
Press [EXIT] to select the highlighted ID and return to the main screen. 

2.4.3 Deleting an ID 
From the main screen, press [SITE] and then scroll to the desired ID. Press [ERASE] 

then [YES] to erase the highlighted ID and return to the site screen. 

2.4.4 Viewing the Sample Settings for an ID 
From the main screen, press [SITE] and then scroll to the desired ID. Press [INFO] to 

View the sample settings for the highlighted ID. In addition to the Sample Volume, the 
other values that are shown in this View include the time-extended sampling parameters 
that are stored with this ID. 

5 ITE=ABCDEFGHI JKLMNO 
VOL=1500L PARTS= 6 

IT=Auto DUR=O8:OO:OO 
EDIT SAVE EXIT 

The [SAVE] button will not be Visible until some change has been made to the current 
system settings that differ from the stored settings. Press the [EDIT] button to enter the 
Site Parameters dialog that accesses these values. Be aware that certain selections block 
access to other parameters. For example, if the INF sample volume is selected, none of 
the other parameters will be available because they have no meaning since an infinite 
sample volume has no end. If a definite sample volume is selected, then the question of 
how many parts that sample should be broken into becomes relevant. However, if only a 

single part is chosen, none of the remaining parameters is needed. 
Pressing the [EXIT] button will return to the Site Selection screen. 

2.4.5 Editing the Sample Settings for an ID 
From the Site Selection screen, scroll to the desired ID, press [INFO] and then press 

[EDIT]. The parameter-setting dialog begins with the selection of the total sample 
volume. The minimum sample volume is 10 liters, which equates to a 6 second sample 
time. The maximum sample volume is 6000 liters, which is 6 cubic meters and takes 60 
minutes to complete. Sample volume choices available are 10, 12, 15, 20, 25, 30, 40, 50, 
60, 80, 100, 125, 150, 200, 250, 300, 400, 500, 600, 800, 1000, 1100, 1250, 1500, 2000, 
2500, 3000, 4000, 5000, and 6000 liters. An additional sample volume of INF is 
available (primarily as a maintenance feature) which runs the pump until the user presses 

[STOP]. 
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SAMPLE VOLUME: lOOOL 
Total volume to be 

collected 

Use the Right and Left arrows to select the desired sample volume, and press the Down 
arrow to move on to the next parameter. Unless INF is chosen, the next parameter will be 
PARTS. 

PART 5 : 8 

Number of subsamples 
in the Total Volume 

Use the Right and Left arrows to select the desired number of parts the sample volume 
should be broken into, and press the Down arrow to move on to the next parameter. 
Unless I is chosen, the next parameter will be INTERVALS. 

INTERVALS: Auto 
Minutes between 

subsamples 

Use the Right and Left arrows to select the desired number of minutes between 
subsamples, and press the Down arrow to move on to the next parameter. Only if Auto is 
chosen, the next parameter will be DURATION. 

DURATION: 08:00:00 
Total time used to 
collect the volume 

Duration is the total time, not counting the Initial Delay, that the sampler will use to 
collect the total volume. The [SAVE] button will not be Visible unless some change has 

been made to the current system settings that differ from the stored settings. 

SITE=ABCDEFGHIJKLMNO 
VOL=1000L PARTS: 8 

IT=Auto DUR=O8:OO:OO 
UNDO EDIT SAVE EXIT 

Press the [BACK] button to restore the original values stored under this Site ID. Press 
the [EDIT] to run through the dialog again with the currently displayed parameters, and 
press the [SAVE] button to save these values in this Site ID. Press the [EXIT] button to 
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return to the Site Selection screen. The currently displayed sample parameters will 
remain in effect until others are selected even if they are not saved to the current ID. 

Setting the UNIT ID 
The CI-95A Unit ID can be assigned a 1 to 6 character identification. To create the 

Unit ID, press [MORE] and observe the following screen appears: 

UNIT SET 
ID USER UP EXIT 

To reach the ID entry screen press [UNIT ID] and observe the following screen appears: 

1234567890#/.-ABCDEF 
GHIJKLMNOPQRSTUVWXYZ 

BACK SPACE NEXT EXIT 

To enter the desired name, use the left/right/up/down arrows to navigate the cursor to the 

desired character. Press [NEXT] to enter the character where the blinking underscore 
currently is in the unit name. Continue this until the complete unit name has been entered. 
The [SPACE] key can be used to enter a space character into the unit name. The [BACK] 
key will move the “blink” in the unit name to the left 1 character (with wraparound), but 
will not erase any character it was blinking. This is convenient for going back to edit 
characters. When finished, press [EXIT] to return to the MORE screen. 
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Section 3: Auxiliary connections 

3.1 RS-232 interface 

 
The CI-95A has an RS-232 interface that allows the CI-95A to communicate with the 

serial port of a PC. There are two commands that are primarily used for maintenance, 

and two others that provide the ability to rapidly enter Site and User ID’s into the unit.  

The Site and User ID names are created in the separately purchased program named 

CI-9x Loader, then downloaded serially into the CI-95A. This program runs on a 

Windows PC and communicates with the CI-95A through the serial port illustrated 

below. 

Communication via the RS-232 port is at 9600 bps, 8-bit, 1 stop, no parity, no 

handshaking, and uses a special serial cable (Part Number 01206900). 
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3.2 RS-232 Commands 

Each of the four RS-232 commands is only a single letter in length. They are listed 
below, along with their functional descriptions 

Command Function 
Y Send model and software revision numbers, flow 90% and 

100% ND values, and flow digital pot setting 
K Receive Site ID strings into the CI-95A 
k Receive User ID strings into the CI-95A 
0 Send the total time that the blower has been run 

When the Y command is received the CI-95A responds by sending back the following: 

CI-95A model number 
Software Revision 3.00 software revision number 
209 flow 90% A/D value; 209 is typical 
221 flow 100% A/D value; 221 is typical 
010 flow digital pot setting; 010 is typical 

The “CI-95A” is used by CI9XV3Loader (see below, for details) to identify which model 
of CLiMET instrument it is communicating with. All other information is provided for 
technicians and maintenance personnel during calibration and repair. 

When the K command is received the CI-95A responds by first starting a 28 second 
timer, then storing the next 1500 characters it receives into non-volatile memory and 
setting the current site ID to the blank (000). If the timer ends before 1500 characters are 

received, it determines the last full 15 character ID that entered and sets it as the current 
site ID. This serves as an indication to the user that something has malfunctioned, since it 
routinely does it in about half the timer duration. 

When the k command is received the CI-95A responds by first starting a 4 second 
timer, then storing the next 90 characters it receives into non-volatile memory and setting 
the current user ID to the blank (00). If the timer ends before 90 characters are received, 
it determines the last full 9 character ID that entered and sets it as the current user ID. As 
with the K command, if the current user is not set to blank (00), something has gone 
wrong with the download. 

When the 0 command is received the CI-95A responds by sending back the following: 

hhhhh hours, mm minutes of blower run time. h and m are numerals 0-9 

This command is normally used by a technician to determine the amount of run time on 
the blower. 
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CI9x V3 Loader 
CI-9X Loader V3 (P/N 95035103) is a separate program that allows the user to load 

all 70 site ID’s and all 10 user ID’s from a PC without having to use the CI-90’s alpha 
entry menu. Although the CI-90’s alpha entry screen is a convenient, stand-alone way to 
enter ID names, it is time consuming to use the arrow keys to maneuver to each character 
entered. CI9XV3Loader offers a much faster method by utilizing a PC with its 
keyboard, along with the familiar Windows environment. The software allows the user 
to enter Site IDs and their associated sample parameters, and to store the lists in 
computer files for easy recall and loading into multiple Microbial Samplers‘ 

To use CI9XV3L0ader, one plugs the serial adapter cable that comes with program 
(CLiMET P/N 01219500) into the serial port of their PC. The other end is then plugged 
into the CI-90’s RS-232 port, which is located on the rear panel next to the power plug. 
CI9XV3L0ader is then started on the PC, the site and user ID’s are entered into the 
program’s site and user lists, and then the lists are separately downloaded into the CI-90 
(the 90 must be on and not sampling). The list of sites and user ID’s can also be saved as 

a named file for use at a later time. For detailed instructions on how to use 
CI9XV3L0ader, please consult the manual that comes with the software. 

NOTE: The earlier version of the CI-9x Loader software is not compatible with the 
Version 3 firmware described in this manual. The Version 3 firmware requires a new 
data format, including new information that is incompatible with earlier firmware 
verszons. 

Section 4: Accessories 

4.] Petri dish cover holder 

4.1.1 Attachment of Petri dish cover holder 
The petri dish cover holder can attach to either the back or bottom of the unit using the 

'A-ZO thread tripod mounts as shown in the illustration that follows. The petri dish cover 
holder (CLiMET #01237600) is secured using a pan head Phillips ‘A-ZO x 3/8 Lth. screw 
that is provided (CLiMET #60662400). Note that if the petri dish cover holder is secured 
to the back of the unit, it can not be placed on it’s back feet anymore. This also applies to 
placing the unit on its bottom feet if the petri dish cover holder is secured to the bottom 
of the unit. 
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PETRI DISH COVER HOLDER 
REAR MOUNTING 

PETRI DISH 
COVER HOLDER 

CLIMET P/N 01237600 
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4.2 Tripod 

4.2.1 Recommended Tripod / Tripod head 

The CI-95A microbial sampler has two locations where a tripod can be attached 

as shown earlier on page 7.  CLiMET Instruments recommends that the Manfrotto 

#3001N basic tripod without head and the Manfrotto #486RC2 compact ball head 

with RC2 rapid connect system be used.  The head includes a quick connect / 

disconnect plate that attaches to the CI-95A as shown below. 
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CI-95A 100 LPM 

REAR TRIPOD QUICK 
__ CONNECT/ DISCONNECT “ 

__ PLATE ATTACHMENT 

BOTTOM TRIPOD QUICK 
CONNECT / DISCONNECT 

PLATE ATTACHMENT 
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Manfrotto Head #486RC2   Manfrotto Tripod #3001N 

Section 5: Service and maintenance 

5.1 User maintenance 

5.1.1 Battery replacement 

To gain access to the battery, unscrew the four thumbscrews on the battery door. The 

battery rests in a fitted compartment attached to the base. The battery has a single 3-pin 

connector which mates to a panel mounted connector in the battery compartment. To 

free the battery from the enclosure all that is necessary is to unplug the 3-pin connector. 

The battery can then be removed. Replacement is a reversal of this procedure. 

 

5.1.2 Long term storage 

If the CI-95A is to be stored for three months or longer without use, the battery should 

be disconnected to prevent damage to the battery from a deep discharge. To gain access 

to the battery, unscrew the four thumbscrews on the battery door. The battery rests in a 

fitted compartment attached to the base. The battery has a single 3-pin connector which 

mates to a panel mounted connector in the battery compartment. To free the battery from 

the enclosure all that is necessary is to unplug the 3-pin connector. The battery can then 

be removed.  Reconnect the battery again before use 
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Manfrotto Head #486RC2 Manfrotto Tripod #3001N 

Section 5: Service and maintenance 

5.1 User maintenance 

5.1.1 Battery replacement 
To gain access to the battery, unscrew the four thumbscrews on the battery door. The 

battery rests in a fitted compartment attached to the base. The battery has a single 3-pin 
connector which mates to a panel mounted connector in the battery compartment. To 
free the battery from the enclosure all that is necessary is to unplug the 3-pin connector. 
The battery can then be removed. Replacement is a reversal of this procedure. 

5.1.2 Long term storage 
If the CI-95A is to be stored for three months or longer without use, the battery should 

be disconnected to prevent damage to the battery from a deep discharge. To gain access 
to the battery, unscrew the four thumbscrews on the battery door. The battery rests in a 

fitted compartment attached to the base. The battery has a single 3-pin connector which 
mates to a panel mounted connector in the battery compartment. To free the battery from 
the enclosure all that is necessary is to unplug the 3-pin connector. The battery can then 
be removed. Reconnect the battery again before use 
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Calibration service 
The CI-95A, like any other electronic measurement equipment, should be calibrated at 

least annually. The purpose of the calibration is to establish that the unit is in tolerance, 
and that sample volume is therefore accurate. 

The accuracy and consistency of your CI-95A can be degraded by unqualified and 
marginally experienced calibration services. To insure that the flow rate of the 
instrument is maintained to factory specifications, you may ship your unit to either our 
Eastern or Western service facility, or arrange for on-site service. For locations outside 
the US, consult your local distributor. 

CLiMET’s calibration service follows ANSI 2-540 and ISO 10012, providing both as 

found and as left measurements, as well as in—tolerance or out—0f tolerance findings. 
Our Service Center can be contacted by phone at 909-793-2788, by fax at 909-793- 

1738, or by email at service@CLiMET.com. 
When shipping units, use the original shipping carton, a well padded shipping case, or 

a box that allows at least two inches of bubble wrap extending from the greatest 
protrusion on all sides of the instrument. Loose packing material, commonly referred to 
as peanuts, provides psychological comfort, but very little real protection. 
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Appendix — Feller Correction 

There is a statistical analysis that corrects the observation to a probable 
statistical total. This compensates for the fact that the probability of a colony 
forming unit (CF U) passing through a given perforation increases with the actual 
concentration of microbes per cubic meter. What this means is that as the total 
number of CFUs passing through the perforated plate increases, the likelihood of 
a CPU passing through a hole that has already passed a CPU during the sample 
increases. The result is an undercount. 

William Feller provides the correction in An Introduction to Probability Theory and its 
Applications. Vol 1. 3rd ed. New York: John Wiley and Sons, 1968. pp. 224-225. 

The governing equation for this correction is: 
Pr = N * [l/N + 1/(N-1) + 1/(N-2) + + 1/(N-r+1)] 

Pr :2 Probable statistical total 
N :2 Number of holes in perforated lid (Climet has 333 holes) 
r := Number of CFUs observed on the incubated Petri dish 

It is relatively easy to add a Feller function to an Excel spreadsheet. Simply execute 
the following steps: 

0 On the Tools menu, point to Macro, and then select Visual Basic Editor 
0 On the Insert menu in the Microsoft Visual Basic window, select Module 
0 In the Module window, type the code below 

Function Feller(r) 
If r = 1 Then 

Feller = l 
Else 

Feller = Feller(r - l) + 333 / (334 - r) 
End If 

End Function 
0 On the File menu, select Close and Return to Microsoft Excel 

On the worksheet, insert the formula =Feller(A2) in the cell where you want the 
Probable Statistical Total to appear (assuming you have placed the observed value in cell 
A2). 

The Feller Table below shows the corrected totals for every value one might observe 
with the Climet samplers‘ For example, if you obtain a sample on which you observe 105 

colonies, you simply find 105 in column A in the table, and obtain 125.9 from the 
adjacent column B to the right. 
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A B A B B A B 

1 1.0 31 32.5 61 67.3 91 106.1 

2 2.0 32 33.6 62 68.5 92 107.5 

3 3.0 33 34.7 63 69.7 93 108.9 

4 4.0 34 35.8 64 71.0 94 110.3 

5 5.0 35 36.9 65 72.2 95 H 1.6 

6 6.0 36 38.0 66 73.4 96 113.0 

7 7.1 37 39.2 67 74.7 97 114.5 

8 8.1 38 40.3 68 75.9 98 115.9 

9 9.1 39 41.4 69 77.2 99 117.3 

10 10.1 40 42.5 70 78.5 100 118.7 

11 11.2 41 43.7 71 79.7 101 120.1 

12 12.2 42 44.8 72 81.0 102 121.6 

13 13.2 43 46.0 73 82.3 103 123.0 

14 14.3 44 47.1 74 83.5 104 124.5 

15 15.3 45 48.3 75 84.8 105 125.9 

16 16.4 46 49.4 76 86.1 106 127.4 

17 17.4 47 50.6 77 87.4 107 128.8 

18 18.5 48 51.7 78 88.7 108 130.3 

19 19.5 49 52.9 79 90.0 109 131.8 

20 20.6 50 54.1 80 91.3 1 10 133.3 

21 21.7 51 55.3 81 92.7 111 134.8 

22 22.7 52 56.4 82 94.0 1 12 136.3 

23 23.8 53 57.6 83 95.3 113 137.8 

24 24.9 54 58.8 84 96.6 1 14 139.3 

25 25.9 55 60.0 85 98.0 1 15 140.8 

26 27.0 56 61.2 86 99.3 116 142.3 

27 28.1 57 62.4 87 100.7 1 17 143.9 

28 29.2 58 63.6 88 102.0 1 18 145.4 

29 30.3 59 64.8 89 103.4 1 19 147.0 

30 31.4 60 66.0 90 104.7 120 148.5 

A = Colonies counted 
B = Probable Total 
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Feller table For Cl-90A and Cl-95A (Cont) 

A B A B A B A B 

121 150.1 151 200.8 181 260.6 21 1 333.5 

122 151.7 152 202.6 182 262.8 212 336.2 

123 153.2 153 204.4 183 265.0 213 339.0 

124 154.8 154 206.3 184 267.2 214 341.8 

125 156.4 155 208.1 185 269.4 215 344.6 

126 158.0 156 210.0 186 271.7 216 347.4 

127 159.6 157 211.9 187 273.9 217 350.2 

128 161.2 158 213.8 188 276.2 218 353.1 

129 162.9 159 215.7 189 278.5 219 356.0 

130 164.5 160 217.6 190 280.8 220 358.9 

131 166.1 161 219.5 191 283.1 221 361.9 

132 167.8 162 221.5 192 285.5 222 364.8 

133 1 69 .4 1 63 223.4 193 287 .9 223 367.8 

134 171.1 164 225.4 194 290.2 224 370.9 

135 172.8 165 227.3 195 292.6 225 373.9 

136 174.5 166 229.3 196 295.0 226 377.0 

137 176.2 167 231.3 197 297.5 227 380.1 

138 177.8 1 68 233.3 198 299 .9 228 383.3 

139 179.6 169 235.3 199 302.4 229 386.4 

140 181.3 170 237.4 200 304.9 230 389.6 

141 183.0 171 239.4 201 307.4 231 392.9 

142 184.7 172 241.5 202 309.9 232 396.1 

143 186.5 173 243.5 203 312.4 233 399.4 

144 188.2 174 245.6 204 315.0 234 402.8 

145 190.0 175 247.7 205 317.6 235 406.1 

146 191 .8 176 249.8 206 320.2 236 409.5 

147 193.5 177 251.9 207 322.8 237 413.0 

148 195.3 178 254.1 208 325.5 238 416.4 

149 197.1 179 256.2 209 328.1 239 419.9 

150 198.9 180 258.4 210 330.8 240 423.5 

A = Colonies counted 
B = Probable Total 

Page 32 Nun/31,2017



CI-95A User's Manual 

Feller table For Cl-90A and Cl-95A (Cont) 

A B A B A B 

241 427.0 271 557.6 301 775.3 

242 430.7 272 563 .0 302 785.8 

243 434.3 273 568.4 303 796.5 

244 438.0 274 574.0 304 807.6 

245 441.8 275 579.6 305 819.1 

246 445.6 276 585.4 306 831 .0 

247 449.4 277 591 .2 307 843.3 

248 453.3 278 597.2 308 856.1 

249 457 .2 279 603 .2 309 869 .4 

250 461 .1 280 609 .4 310 883.3 

251 465.1 281 615.7 311 897.8 

252 469 .2 282 622.1 312 912.9 

253 473 .3 283 628.6 313 928.8 

254 477 .5 284 635 .2 314 945 .4 

255 481 .7 285 642.0 315 963.0 

256 486.0 286 649.0 316 981 .5 

257 490.3 287 656.1 317 1001.0 

258 494.7 288 663.3 318 1021 .9 

259 499.1 289 670.7 319 1044.1 

260 503.6 290 678.3 320 1067.8 

261 508.2 291 686.0 321 1093.5 

262 512.8 292 693.9 322 1 121 .2 

263 517.5 293 702.1 323 1151.5 

264 522.2 294 710.4 324 1 184.8 

265 527.1 295 718.9 325 1221.8 

266 532.0 296 727.7 326 1263.4 

267 536.9 297 736.7 327 1311.0 

268 542.0 598 745 .9 328 1366.5 

269 547 .1 299 755 .5 329 1433 .1 

270 552.3 300 765 .3 330 1516.3 

A = Colonies counted 
B = Probable Total 
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EU Declaration of Conformity 
 

 

EU Directives covered by this declaration:  EMCD 2014/30/EU 

 

Standards Which Product Conforms To:  EN61326-1:2013 Class A 

 

Manufacturer’s Name:    Climet Instruments Company 

 

Manufacturer’s Address:    1320 West Colton Avenue 

Redlands CA 92374 

909-793-2788 

 

Equipment Description:     Microbial Sampler  

 

Equipment Class:     Electrical Equipment Measurement  

Control & Laboratory Use – Industrial 

 

Model Numbers:     CI-95A 

 

European Contact:  Kay Walshaw 

 Thermotron Industries UK 

 Kent Science Park 

Sittingbourne, Kent ME9 8EF 

England 

 

This declaration has been issued under the sole responsibility of the manufacturer. The 

object of the declaration is in conformity with relevant Union harmonization legislation 

 

I, the undersigned, hereby declare that the equipment specified above conforms to the 

directives and standards. 

 

Place: Redlands, California USA 

Date: March 28, 2017 

 

David L. Chandler 

Engineering Manager 

Attention 

 

The attention of the purchaser, installer or user is drawn to the special measures and 

limitations which must be observed when the product is taken into service, in order to 

maintain compliance with the above directives.  Details of the special measures and 

requirements are detailed in this product’s user manual. 
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EU Declaration of Conformity 

EU Directives covered by this declaration: 

Standards Which Product Conforms To: 

Manufacturer’s Name: 

Manufacturer’s Address: 

Equipment Description: 

Equipment Class: 

Model Numbers: 

European Contact: 

EMCD 2014/30/EU 

EN61326-1:2013 Class A 

Climet Instruments Company 

1320 West Colton Avenue 
Redlands CA 92374 
909-793-2788 

Microbial Sampler 

Electrical Equipment Measurement 
Control & Laboratory Use — Industrial 

CI-95A 

Kay Walshaw 
Thermotron Industries UK 
Kent Science Park 
Sittingbourne, Kent ME9 8EF 
England 

This declaration has been issued under the sole responsibility of the manufacturer. The 
object of the declaration is in conformity with relevant Union harmonization legislation 

1, the undersigned, hereby declare that the equipment specified above conforms to the 
directives and standards. 

Place: Redlands, California USA 
Date: March 28, 2017 

A”. // / W“, l 

David L. Chandler 
Engineering Manager 

Atten tian 

The attention of the purchaser, installer or user is drawn to the special measures and 
limitations which must be observed when the product is taken into service, in order to 
maintain compliance with the above directives. Details of the special measures and 
requirements are detailed in this product’s user manual. 
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Policies and Procedures 

Single Dose/ Multiple Dose Drug Vials or 
SUBJECT: 

Ampules, Overwrapped Containers 
REFERENCE it 7065 

DEPARTMENT Clinical Operations EFFECTIVE DATE: 05/01/2015 

REVIEWED DATE: 7 31 2018 
VP Pharmacy Operations 

/ / 
APPROVED BY: 

APPROVED DATE: 04/29/2015 

05/01/2015 
REVISIONS: REVISION DATE: 

01/29/2016 

01/03/2017 

06/07/2018 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Sen/ices, Inc. (the Company). 

PURPOSE 

To establish a uniform policy on shelf life and handling of all multiple dose vials, single dose medications 
or unit dose ampules, and overwrapped solution containers used for patient care‘ 

DEFINITIONS/REFERENCES/REQUIREMENTS 

Single dose drug products contain no preservatives‘ Single dose drug products may contain more than 
one dose. 

Multiple dose drug products are preserved to help retard the growth of bacteria that may be 

inadvertently introduced with the penetration of the stopper by the needle. Multiple dose vials contain 
more than one dose. 

Overwrapped solutions are those solutions or premixed medications that are packaged in plastic or foil 
to prevent loss of solution as part of the evaporation process. Examples include overwrapped packages 

of 24, 100ml 0.9% NaCl manufactured by Baxter, 1000m| containers of hydration, milrinone, Cipro, etc. 

POLICY 

Single dose containers are preferred over multiple dose containers. If this is not possible, the smallest 
multiple dose container available should be used. 

PROCEDURE 

1. Single Dose Drug Vials or Ampules 

a. Single dose (i.e. unit dose) glass ampules/syringes are specifically designed for single dose only. 
Any unused portions of medications must be discarded immediately. 
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Policies and Procedures 

b. Opened single dose drug vials used in the preparation of parenteral nutrition (i.e. vials of 
electrolytes, trace elements) will remain in the ISO class 5 area, be labeled with the time and date 
of initial entw and disposed after six (6) hours of the initial entw or sooner per manufacturer 
guidelines. 

c. Bulk containers used in the preparation of parenteral nutrition or reconstitution of medication 
(i.e. those solutions that are set up on an automated compounding device (ACD)) will remain in 

the ISO class 5 area, be labeled with the time and date or initial entw and be disposed of after six (6) 
hours of the initial entw. 

d. Single dose drug vials used in the preparation ofantibiotics, if not completely used, will be 

discarded. 

1) To avoid wastage, vials should be selected which meet the total amount required. For 

example, if compounding a 14 gram total dose of vancomycin, 2 x n and 4 x 1gm should 
be selected. 

e. A sterile syringe and needle or needleless device must be used to withdraw the required 
amount of medication from single dose vials. 

f. For withdrawing medication from single dose glass ampule, use a 5 micron filter needle. The 
filter needle will prevent minute particles of glass from entering the syringe. Prior to 
administering the medication to the patient, the filter needle must be replaced with a regular 
sterile needle for parenteral injection or a needleless adapter. 

2. Multiple Dose Drug Vials 

a. Ideally, BULK antibiotic vials should only be used on one patient; they cannot be shared across 
multiple patients due to potential billing or reimbursement issues. Picking exact doses is 

important as shown below: 

1) To avoid wastage, vials should be selected which meet the total amount required. For 

example, if compounding a 14 gram total dose of ceftriaxone, 1 x 10gm and 4 x 1gm or Z x n should be selected. 

b. Aseptic technique is always used. Wipe the top of the vial access port with sterile 70% isopropyl 
alcohol and allow it to dry for at least 10 seconds prior to withdrawing the fluid. 

c. Visual inspection of the vial should be accomplished each time medication is withdrawn to 
determine that the stopper is intact and that no unusual particulate matter is in the vial. Check 

the vial for turbidity, discoloration, and integrity of rubber stopper seal. 

d. A sterile unused vial adapter may be used for each bottle. 

e. Avoid opening more than one multiple dose vial of the same medication at the same time. 

f. Refrigeration of opened multiple dose vials is product specific (i.e., insulin, heparin, etc., will be 

refrigerated). Routine refrigeration of opened multiple dose vials is not recommended. Read 

the label. 
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g. Multiple dose vials will be discarded when they are empty or when the manufacturer's 
expiration date is reached, whichever comes first 

1) Ifthe manufacturer does not provide guidelines as to when to discard a partially used 

multiple dose vial, the date used will be 28 days in the future from which the vial is first 
entered. 

h. Multiple doses vials will have the date at which it should be discarded on the label with indelible 
ink. 

3. Overwrappedsolutions 

a. Overwrapped solutions that have had the overwrap opened will be discarded based on the 
manufacturer’s recommendations. For example Baxter recommends that their 50ml 
overwrapped minibags be not used past 15 days once the overwrap is opened. 

b. Any remaining solutions in an open overwrap will be labeled or marked with a ”Do not use 

beyond (write in date)”. 

c. Beyond use dating on the overwrapped solution is to be taken into consideration when 
preparing a CSP utilizing the solution. 

Example: A 100ml Baxter Minibag Plus (MB+) overwrap is opened on 05/01/15. It is good for 30 

days, so the ”Do not use beyond” date would be 05/31/15. 

1) lfthe MB+ bags are used immediately for compounding, the BUD for the finished CSP is 

05/31/15. 

2) lfthe opened MB+ bags are utilized at a later date for compounding, they will still expire 

05/31/15, i.e. used to prepare a CSP on the 15‘“, the BUD on the finished CSP is still 
05/31/15. 
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SUBJECT: Viable Air Impaction Testing REFERENCE #: 9702 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 07/30/2018 

REVIEWED DATE: 

APPROVED BY: VP Pharmacy 
APPROVED DATE: 06/15/2018 

REVISIONS: REVISION DATE: 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Services, Inc. (the Company). 

PURPOSE 

To define the procedure for routine active air sampling as well as re-testing for viable air particles 
following a scheduled sterile complex certification in which viable particle action levels were discovered; 
and outline the proper procedure for requesting, transporting, cleaning and operating the Climet CI-95A 

microbial air sampler‘ 

DEFINITIONS/REFERENCES/REQUIREMENTS 

Viable Air Sampling: Evaluation of airborne microorganisms using volumetric collection methods in the 
controlled air environments (LAFW’s, buffer areas, ante-areas) for all compounding risk levels. 

Sampling Method: Impaction will be the preferred method of volumetric air sampling and performed 

by properly trained individuals. 

Volume of Sample: All samples will be 1000 liters of air. 

Growth Media: 

0 TSA - Twptic soy agar‘ Typically used to support the growth of bacteria. Normally incubated at 
30-35 degrees centigrade for 48 — 72 hours 

0 MEA: Malt extract agar. Typically used to support the growth of fungi. Normally incubated at 
26 — 30 degrees centigrade for 5 — 7 days. 

0 SDA: Sabouraud Dextrose Agar. Typically used to support the growth of fungi and yeast. Follow 
manufacturer's recommendation for incubation. 

Climet Cl-95A Microbial Air Sampler: The actual device that does the active air sampling. The unit is 

designed to sample air at a volume rate of 100 LPM (liters per minute). Manual provided as Exhibit 
97OZ.E1 

Competency Requirements: All staff performing active air sampling will be required to be trained on 

how to use the Climet CI-95A and successfully complete the Assessment of Microbial Air Sampling 

Competency Check List (Policy 9710.F7). The Pharmacy Manager/PIC at and at least one other 
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pharmacy employee from each branch is required to be trained and competent on the method of active 
air sampling and use Climet (II-95A air sampling device. 

Equipment Management: The Regional Clinical Pharmacists (RCP) will be responsible for the oversight 
of the Climet CI-95 devices and may assist the branches with scheduled quarterly air sampling, as well as 

any air sample re-testing resulting from positive air sample tests identified during 6 month clean room 
Certifications. 

USP<797> Table 2: attached as Appendix A 

POLICY 

The company will conduct impact air sampling in its controlled environments on a quarterly basis, 

alternating between scheduled, 6 month 3rd party certifications. Impact air samples will be obtained 
using the Climet CI-95A Microbial Air Sampler‘ Positive air sample results will require an immediate 
remediation plan. See Appendix A of this policy for USP <797> defined action levels. 

PROCEDURE 

A. Requesting the Climet Cl-95A Microbial Air Sampler 

Company will maintain four (4) Climet CI-95 air samplers, one (1) for each Region. The host 
branches that will maintain the samplers are: 

0 Kernersville, NC 

0 Orlando, FL 

0 Houston, TX 

0 Sacramento, CA 

1. Request the unit by completing form 9702.F2: Microbial Air Sampler Request form 

2. Email to AHS-Clinical — clinical@briovarxinfusion.com . A member of the Clinical team will 
coordinate the shipping of a Climet CI-95A unit from the host branch to the requesting branch. 

B. Shipping and Receiving the Climet Cl-95A Microbial Air Sampler 

SAVE ALL THE PACKAGING MATERIAL INCLUDING THE BOX that the unit was shipped in. 

1. The unit is always to be shipped in its original box with all the packing materials. 

2. The receiving branch is to carefully unpack the unit on a stable surface and maintain all 

material/packaging. 

3. The unit should remain at the testing branch until the testing results are received back from the 
lab. If a positive test is reported requiring further action, as defined by USP <797>, branch may 
need to repeat the test. 
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4. After testing is completed and results are acceptable the branch is to ship the unit back to either 
the Regional host branch, or if directed by the RCP, to another branch within the region. 

5. Before returning the unit: 

i. Thoroughly clean (see step C below: Cleaning and Disinfecting the unit.) 

ii. Remove the battery pack 

iii. Pack the unit and all ancillaw equipment back into the original packaging 

C. Cleaning and Disinfecting the Climet Cl-95A Microbial Air Sampler 

1. Prior to taking the Climet CI-95A into the sterile complex, the exterior of the unit must be 

completely wiped down with an acceptable cleaning and disinfecting agent. Acceptable 
cleaning/disinfecting products include: Super Sani Wipes, PreEmpt or Peridox. DO NOT USE 

BLEACH as this may corrode the unit. The following precautions are to be observed when cleaning 
the unit: 

0 Turn the unit off and remove the power cord. 
0 Make sure the red transit lid is in place to prevent fluid from entering the blower assembly. 
0 Wipe the surface of the unit with a cloth or wipe, dampened with cleaning solution. NEVER 

DIRECTLY SPRAY THE UNIT. 

2. Bring the unit into the sterile complex and in close proximity to where the test will be 

performed. 

3. Remove the red transit lid. 

4. The ”Sample Head” may now be removed (see page 7 of the User’s Manual). 

5. Clean the sample head with PreEmpt or Peridox. Employee may also carefully wipe around the 
blower assembly - CAREFUL NOT TO GET ANY LIQUID DOWN IN THE BLOWER ASSEMBLY. 

6. Use a lint free wipe dampened with sterile 70% isopropyl alcohol as the final wipe. Wipe the 
entire unit with sterile 70% isopropyl alcohol. 

7. Make sure the unit has completely dried prior to testing. 

8. Once your testing is complete, repeat the cleaning process and replace the red transit lid. 

D. Operation of the Climet Cl-95A Microbial Air Sampler 

1. Prior to use, check that the Climet CI-95A calibration date is within one year of the last 
calibration date. There is a sticker on each unit that indicates the last calibration date and the 
recalibration date. 
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2. Ensure the test sample volume is set to 1000 L. 

a. The Climet CI-95A units will be shipped pre-set to the correct sample volume. 

0 Double check this has not changed‘ 
0 If the unit is found not set to 1000 L, follow the instructions in the user's manual to re- 

set the sample volume to the correct setting. 

3. Ensure the correct positioning of the agar plate. The agar plate cover holder may be positioned 
In two (2) different locations. Depending on the sample the orientation of the holder may need 
to change. This should be completed prior to testing. A simple Phillips head screw driver will 
allow the removal of the center screw and relocate the dish lid holder. (See diagram of user’s 

manual, page 25) 

0 When sampling a room or a vertical laminar flow hood, the sample head will be oriented 
to the ceiling. 

0 When sampling a horizontal flow hood, you may want the sample head orientation to 
be toward the screen of the hood. 

E. AIR SAMPLE TESTING 

A. Test areas outlined in branch air sampling map (policy 9701) quarterly between 6 month 
certifications. 

B. Re-test any areas that failed during a 6 month certification testing. Ensure that the correct media 
is used during testing, i.e., if the anteroom failed the MEA air testing, the retest will require using 
MEA media in the same area that failed. 

1. Starting your air sampling: 

a. Gather the appropriate number of agar plates to complete testing. NOTE: The Climet CI-95A 

only uses 90mm agar plates (petri dishes) and EMIabs is the preferred vendor. MSD also has 

90mm TSA and SDA plates available for purchase and will serve as the back-up source for 
media agar plates. 

b. Spray gloved hands with sterile 70% isopropyl alcohol to prevent contaminating the agar 
sample. 

c. Remove the Sample Head and carefully place the agar plate (media side up) as demonstrated 
in the user’s manual on page 7. 

d. Place the agar plate top in the holder as demonstrated on page 25 of the user’s manual. 

e. Replace the sample head and START the sample. The Climet Cl-95A will run at a rate of 100 

LPM (liters per minute). A sample volume of 1000 Lwill take 10 minutes to complete. 
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f. Once the sample is complete, the blower will automatically shut off and the unit will beep. 
The SAMPLE LED will continuously flash green. 

g. Remove the Sample Head and retrieve the agar plate by carefully removing and immediately 
replace the lid. 

h. Sanitized gloved hands with sterile 70% isopropyl alcohol. 

i. Invert the sample and label with the date, media type, reference location and 
tester’s initials. 

j. Secure the lid with tape. 

k. Repeat steps a-h for all other areas to be sampled, ensuring that the sampler head and 
tester’s gloved hands are re-sanitized with sterile 70% isopropyl alcohol between each 

sample. Allow the unit to dw completely before running subsequent samples. 

F. Media Sample Handling and Analysis 

EMLab is the preferred vendor for reading media air samples. Refer to policy 9702.A1 to establish 
individual branch login username and password and to gain access to the EMLab website where 
branch can order media, download forms, and view lab results. 

1. Prepare samples for shipping to EMLab‘ 

a. After obtaining samples, inverting and taping the lid, place each sample into an individual zip- 

Iock baggie. 

b. Place agar plates and into insulated shipping box with sufficient bubble wrap to protect 
the plates during shipping. 

c. Add an ice block to prevent the shipment from getting too hot. 

d. Complete shipping forms as outline in policy 9702.A1. 

3. EMLab will incubate the samples and provide a report on test results‘ Should a sample test 
positive for microbial contamination, EMLab will provide the of the number of colony forming 
units (CFU) and identity of units. 

4. Remediation plans and re-testing are to be completed as outlined in policy 9701 and documented 
(form 9583.F1.) 
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RECORDS 

FORMS 

9710.F7 - Assessment of Microbial Air Sampler Competency Check List 

9702.F2 - Microbial Air Sampler Request Form 

9702‘A1 - EMLab: Surface and Active Air Sampling Services 

9702.E1 - Climet CI-95A Manual 
9583.F1 - Sterile Complex Remediation Action Plan Form 

APPENDIX A 

Reference: USP<797> 

Table 2. Recommended Action Levels for Microbial Contamination 

(cfu per cubic meter [1000 liters] of air per plate) 

Classification Air Sample 

ISO Class 5 > 1 

ISO Class 7 > 10 

ISO Class 8 or worse > 100 

Any cfu count that exceeds its respective action level (see Table 2) should prompt a re-evaluation of the 
adequacy of personnel work practices, cleaning procedures, operational procedures, and air filtration 
efficiency within the aseptic compounding location. An investigation into the source of the 
contamination shall be conducted. Sources could include HVAC systems, damaged HEPA filters, and 

changes in personnel garbing or work practices. The source of the problem shall be eliminated, the 
affected area cleaned, and resampling performed. 

Counts of cfu are to be used as an approximate measure of the environmental microbial bio burden. 
Action levels are determined on the basis of cfu data gathered at each sampling location and trended 
over time. The numbers in Table 2 should be used only as guidelines. Regardless of the number of cfu 
identified in the pharmacy, further corrective actions will be dictated by the identification of 
microorganisms recovered (at least the genus level) by an appropriate credentialed laboratow of any 
microbial bio burden captured as 3 cfu using an impaction air sampler. 

Highly pathogenic microorganisms (e.g., Gram-negative rods, coagulase positive staphylococcus, molds 
and yeasts) can be potentially fatal to patients receiving CSPs and must be immediately remedied, 
regardless of cfu count, with the assistance of a competent microbiologist, infection control professional 
or industrial hygienist. 
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Certification of Aseptic Technique - Gloved 
SUBJECT: ‘ ‘ . REFERENCE #: 9705 

Fingertip Testing 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 10/01/2014 

09/12/2014 
REVIEWED DATE: 

01/13/2017 
APPROVED BY: VP of Pharmacy 

06/07/2018 
APPROVED 

DATE: 
09/26/2014 

REVISIONS: REVISION DATE: 01/13/2017 

01/19/2018 

06/07/2018 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Services, Inc. (the Company). 

PURPOSE 

To reduce the risk of touch contamination during sterile compounding by periodically testing and 

validating compounding personnel competency in the proper technique for hand hygiene and 
gloving. 

POLICY 

1. Gloved fingertip sampling shall be used to evaluate the competency of personnel in performing 
hand hygiene and garbing procedures in addition to educating compounding personnel on proper 
work practices. 

2. New employees will be required to successfully complete three (3) separate gloving competency 
evaluations and initial gloved fingertip testing before being allowed to compound sterile products. 

3. Employees that compound low and medium risk level compounded sterile preparations 
shall perform gloved fingertip testing as a series with media fill test at time of hire and 

annually as outlined in Company policy. 

4. Employees that compound high risk level compounded sterile preparations shall perform 
gloved fingertip testing as a series with media fill test, at time of hire and event 6 months as 

outlined in Company policy. 

PROCEDURE 

Supplies: 

a. Twpticase soy agar (TSA) with lecithin and polysorbate 80 agar plates 
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b. For High Risk compounding facilities, Malt extract agar plates should be used (supports growth 

of fungi.) 

1. New Employee Fingertip glove testing 

Prior to performing any sterile compounding, new personnel must perform three (3) separate 
gowning and gloving procedures, and then perform a fingertip test after each. 

After washing hands and completing the gowning process, the employee will enter the cleanroom, apply 
alcohol based hand wash with persistent activity and don sterile gloves. 

a. Gloved hands are NOT to be sprayed with sterile 70% IPA‘ 

b. Open agar plates using aseptic technique in the ISO 5 environment. 

c. Gently press all finger tips/thumb on plate testing surface. 

d. Repeat the same process for opposite hand on a separate plate 

e. Cover agar plate and write today’s date and initial your container top using a permanent 
marker and place in the incubator. 

f. Agar plates should be taped and inverted. 

g. Discard sampled gloves, de<garb, and complete proper hand hygiene‘ 

h. TSA with lecithin and polysorbate 80 plates are to be incubated at 30-35°C for 48-72 hours. 

i. This process will be repeated for a total of three (3) samplings. 

j. The colony forming unit (cfu) count for each test must be zero in order to pass. 

2. Initial and Annual Fingertip glove testing will be performed immediately after completing media fill 
test: 

a. Gloved hands are NOT to be sprayed with sterile 70% IPA. 

b. Open agar plates using aseptic technique in the ISO 5 environment. 

c. Gently press all finger tips/thumb on plate testing surface. 

d. Repeat the same process for opposite hand on a separate plate 

e. Cover agar plate and write today’s date and initial your container top using a permanent 
marker and place in the incubator. 
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f. Agar plates should be taped and inverted. 

g. Discard sampled gloves, de-garb, and complete proper hand hygiene. 

h. TSA with lecithin and polysorbate 80 are to be incubated at 30-35% for 48-72 hours. 

i. The cfu count must be less than or equal to three to pass. 

3. The Pharmacy Manager/PIC or designee will review the results and record in DA log. 

> Negative results will show no growth. 
> Positive results will show colonization on the plate 

a. Positive results must be reported to Pharmacy Manager/PIC immediately 

b. The employee with positive results is to be re-tested as soon as possible. 

c. A subsequent positive result will require the employee to be re-validated on aseptic process and 

re-tested on glove sterility. 

d. The employee will not be allowed to compound CSP until they have successfully completed the 
aseptic and sterility testing. 

4. Revalidation testing will occur as outlined above or more often as determined by the Pharmacy 
Manager/PIC 

RECORDS 

Employee competency records 

FORMS 

9710F6 Gloved Fingertip Log 
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SUBJECT: EMLab P&K: Surface, Active Air Sampling Services REFERENCE #: 9702.A1 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 07/30/2018 

REVIEWED DATE: 

APPROVED BY: VP Pharmacy 
APPROVED DATE: 06/11/2018 

REVISIONS: REVISION DATE: 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Sen/ices, Inc. (the Company). 

PURPOSE 

To identify an established laboratory sen/ice that can provide USP 797 analysis of surface and active air 
media samples. The laboratow will provide incubation, identification and reporting sen/ices of the 
samples submitted. The laboratow will also be a source of media and supplies for our testing purposes. 

DEFINITIONS/REFERENCES/REQUIREMENTS 

EMLab P&K, a Test America Company: The UHG approved vendor we have contracted with to provide 
USP 797 analysis of surface and active air sampling‘ This sampling is required by USP 797 and is part of 
our Environmental Monitoring policy. 

Chain of Custody Form (COC): The form required to submit media samples to EMLab. 

Active Air Sampling: Air samples collected with an active air sampling device that samples 1000 liters of 
air via an ”impaction" method. 

POLICY 

All active air sampling performed in-house will be required to be submitted to EMIab for incubation and 
identification should any samples become positive for growth. Branch location will need to contact 
EMIab initially to request user name and password to access their website. All steps can be completed 
online including ordering the media, downloading the ”COC” form that is required to be submitted with 
each sample, as well as viewing sample results. 

EMLab P&K have locations across the countw: 
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EMLab P&K locations 

Website:  https://emlab.com 

Login :  https://www.emlab.com/app/main/Login.po 

CONTACTS:  

Initial contact to set up accounts, and technical assistance: 

Angela Heatherington, Project Manager 

1501 West Knudsen Drive, Phoenix AZ  85027 

Phone:  623-298-1014 

Email:   ahetherington@emlabpk.com 

Northwest Regional Account Manager 

 Alex Pratt 

 6000 Shoreline Court, Suite 205,  South San Francisco, CA  94080-7606 

 Phone:  858-354-1379 

 Email:  apratt@emlabpk.com 
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EMLab P&K locations 

Website: httpsfiemlabxom 

Login: https://www.emlab.com/app/main/Loginpo 

CONTACTS: 

Initial contact to set up accounts, and technical assistance: 

Angela Heatherington, Project Manager 

1501 West Knudsen Drive, Phoenix AZ 85027 

Phone: 623-298-1014 

Email: ahetherington@emlabpk.com 

Northwest Regional Account Manager 

Alex Pratt 

6000 Shoreline Court, Suite 205, South San Francisco, CA 94080-7606 

Phone: 858-354-1379 

Email: apratt@_em|abpk.com 
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Click the drop down menu: ”Services”,  then click “USP 797 Testing”.     
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CHAIN OF CUSTODY FORM: 
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Yes, we provide free FedEx® shipping and no hidden fees. Log into LabServe® to print your shipping 
labels and use these return labels to send your samples to any of EMLab P&K's laboratories for analysis. 
You may generate as many shipping labels as needed. 
Important Note: Please don't make photo copies of the return label. 

Alternatively, you can order pre-printed FedEx® shipping labels online or by contacting your EMLab P&K 
Project Manager. 

 

Shipping 

 Samples should be shipped to the laboratory for overnight delivery. Protect samples from 
physical damage and avoid/address potential extremes (e.g. in hot season use cooler and add 
cold packs). 

 

 

 

 

 

 

Policies and Procedures 

Yes, we provide free FedEx® shipping and no hidden fees. Log into LabServe® to print your shipping 
labels and use these return labels to send your samples to any of EMLab P&K‘s laboratories for analysis. 
You may generate as many shipping labels as needed. 
Important Note: Please don‘t make photo copies of the return label. 

Alternatively, you can order pre—printed FedEx® shipping labels online or by contacting your EMLab P&K 
Pro'ect Manager. 

Print Shipping Labels 

Shipping 

Samples should be shipped to the laboratory for overnight delivery. Protect samples from 
physical damage and avoid/address potential extremes (e.g. in hot season use cooler and add 
cold packs). 
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BriovaRx Infusion Services — Miramar Cleanroom Map for Surface and Active Air Sampling 

Hood Rotation (Surface only): Zone A » January, April, July & October. Zone B » February, May, August & November. Zone C » March, June, September & December 

Other Rotation (Surface only): Cart 1 Cart 4 Table 1: Jan, Apr, Jul & Oct. Cart 2 Cart 6 Table 2: Feb, May, Aug & Nov. Cart 3 Cart 5 Shelf A: Mar, Jun, Sep & Dec. 
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Left = Zone A, Center = Zone B, Right = Zone C. Perform MONTHLV : *Surface sampling. Perform QUARTERLV: Active Air sampling *



BriovaRx Infusion Services — MiramarAnte Room & Chemo Room Map for Surface and Active Air Sampling 

Hood Rotation (Surface only): Zone A » January, April, July & October. Zone B » February, May, August & November. Zone C » March, June, September & December 

Other Rotation (Surface only): Cart 1 Cart 4 Table 1: Jan, Apr, Jul & Oct. Cart 2 Cart 6 Table 2: Feb, May, Aug & Nov. Cart 3 Cart 5 ShelfA: Mar, Jun, Sep & Dec. 
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21072
Insp # 166381

NAME
OPTUM INFUSION SERVICES 203, INC

PERMIT NUMBER
27913

DATE OF INSPECTION
01/30/2020

DOING BUSINESS AS

STREET ADDRESS
9984 PREMIER PARKWAY

TELEPHONE # EXT

CITY
MIRAMAR

COUNTY
BROWARD

STATE/ZIP
FL/33025

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    8:30 am to 5:30

Monday    N Tuesday    N

Wednesday    N Thursday    N

Friday    N Saturday    N

Sunday    N

Registered Pharmacist / Intern / Tech

License #    PS49270 Licensee Name    Shirley Elisbrun Adams

License Type    Registered Pharmacists

License #    PS36287 Licensee Name    Vincent Ekebu

License Type    Registered Pharmacists

License #    PS52096 Licensee Name    Jacqueline Rodriguez

License Type    Registered Pharmacists

License #    PS21110 Licensee Name    Manuela Vega-Rivera

License Type    Registered Pharmacists

License #    PS28016 Licensee Name    Enrique Hernandez

License Type    Registered Pharmacists

License #    PS38581 Licensee Name    Leslie Nazario

License Type    Registered Pharmacists

License #    RPT38111 Licensee Name    Gsa Gsa Alexandria Talamas

License Type    Registered Pharmacists

License #    PS46873 Licensee Name    Mary Jo Giles

License Type    Registered Pharmacists

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    BA7935490

License Relations

Pharmacy Affiliate

ADLER, IAN License #  

BRONSON, DAVID License #  

DEBLASI, PAIGE License #  

FRENI, LAWRENCE License #  

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
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File # 21072 
Insp # 166381 

NAME PERMIT NUMBER DATE OF INSPECTION 
OPTUM INFUSION SERVICES 203, INC 27913 01/30/2020 

DOING BUSINESS AS 

STREET ADDRESS TELEPHONE it EXT 
9984 PREMIER PARKWAY 

CITY COUNTY STATE/ZIP 
MIRAMAR BROWARD FL/33025 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y WeeklyHours 8:30 amto 5:30 

Monday N Tuesday N 

Wednesday N Thursday N 

Friday N Saturday N 

Sunday N 

Registered Pharmacist I Intern I Tech 

License # P849270 Licensee Name Shirley Elisbrun Adams 

License Type Registered Pharmacists 

License # P836287 Licensee Name Vincent Ekebu 

License Type Registered Pharmacists 

License # P852096 Licensee Name Jacqueline Rodriguez 

License Type Registered Pharmacists 

License # P821110 Licensee Name Manuela Vega-Rivera 

License Type Registered Pharmacists 

License # P828016 Licensee Name Enrique Hernandez 

License Type Registered Pharmacists 

License # P838581 Licensee Name Leslie Nazario 

License Type Registered Pharmacists 

License # RPT38111 Licensee Name G53 G53 Alexandria Talamas 

License Type Registered Pharmacists 

License # P846873 Licensee Name Mary Jo Giles 

License Type Registered Pharmacists 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

I 
DEA Reg # BA7935490 

I I 

License Relations 

Pharmacy Afliliate 

ADLER, IAN License # 

BRONSON, DAVID License # 

DEBLASI, PAIGE License # 

FRENI, LAWRENCE License # 
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KLEINMAN, IRA License # 

KRAMM, EDWARD P License # 

KRAMM, KATHEE M License # 

WILKINS, JOHN License # 

YORK, CHRISTOPHER License # 

RX DPT MGR/CORIPOR 

I 
GILES, MARY JO B 

I 
License # 46873

I 

Special S(erile Compounding 

I 
OPTUM INFUSION SERVICES 203, INC. 

I 
License # 18740

I 

INV797 - Sterile Compounding 

LOW RISK 

1. Low risk CSP's are propefly idenlifled: Asep‘ic manipulabons within an ISO Class 5 environment using three or fewer sterile products and no more than Yes 
Mo enlries imo any oomainer. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low»Risk Level CSPs] 

2. Low Risk CSP'S, in absence of passing sterility test siored not more than 48 hours at oomrolled room xemperature, 14 days at cold tempemture, or 45 Yes 
days in solid frozen slate 31-2910 -10" or colder. [CSP MICROBIAL CONTAMINATION RlSK LEVELS : Low-Risk Level CSPS] 

3. Low Risk CSP' s wilh 12 hour BUD are property idemified and comply with all fourspecific criteria 1 PEG In Segregated Compounding area 2. Away N/A 
from windows doors high |raffic areas 3. Hygiene & gaming required. sinks not adjacent to PEC 4 Cleaning & Disinfecting Personnel training 
Compe‘ency evalualion Garbing Aseptic work practices Viable and non viable environmental sampling apply [CSP MICROBIAL CONTAMINATION RISP 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP'S are properly identified: Aseph‘c manipulauons within an ISO Class 5 environment using prolonged and complex mixing and transter, Yes 
more lhan lhree sterile producls and enlries imo any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-R35k Level CSPS] 

5. Medium Risk CSP'S, In absence of passing sierility |esL stored noK more than 30 hours atcontrolled room temperature, 9 days at mld temperature, or Yes 
45 days in solid frozen sla‘e a‘ -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs] 

HIGH RISK 

6. Preslerilization procedures for high-risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Connols Within ISO Class 7 Buffer Areas] 

7. High Risk CSP's are properiy idenlified: Confirmed presence of nonslerile ingredients and devices, or confirmed or suspected exposure of sterile 
ingredienls for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 

8. High Risk CSP'S, in absence of passing sierility |esK are not stored more than 24 haurs at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen state 3‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATlON RISK LEVELS : High—Risk Level CSPs] 

9. A 0.2-um certified steri 'ng membrane filter is used mm is chemically and physically compatible with the CSP‘ Filtration is completed rapidly without 
filter replacement. Slerilizalion method is verified ‘0 achieve sterility fot the quantity and type of comainers‘ [VERIFICATlON OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Filtration] 

10. Slerilizalion method used has documemafion that accemable snengm and purity of ingredients and integrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

11. The manufacturer recommended finer integrity (e.g., bubble poim) test is performed and documented for all sterilizing filters after filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Filtration] 

12. Auloclave cycle has been verified using appropriaie biological indicators. Solmions are passed through a 1A2-um or smaller filter into final containers to 
remove particulales before sterilization. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
S‘eam] 

13. Dry heal ovens used for sterilization have fil‘ered forced air. Only muse items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

14. The description of dry hea‘ sterilization condihons and durafion for specific CSPS is induded in written documentation in the compounding facility. The 
effectiveness of dry heat sierilization is verified using appropna‘e biologt indicators and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Dry Heat] 

15. Dry heal depyrogenation is used to render glassware or containers, such as viais free from pyrogens as well as viable microbes. The description 01 
he dry heat depyrogena‘ion cyde and durah‘on for spedfic load items is included in written documentation in the compounding facility. The effectiveness 
of he dry heat depyrogenation qcle is verified using endotoxln challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenation by Dry Hea‘] 

16. Sierili‘ylesling is completed for all High—risk level CSPS prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2“ 10 8", and 6 hours atwarmer lhan 8" before being s‘enlized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

USP <71> STERIlJTY TESTING (Outsourced) 

17. Ou‘sourced sterility testing results indica‘e Mam is compkamwim USP<71>. A method not described in xhe USP may be used if validation 
demonslrales mat the allemative is at leas‘ as effech‘ve and reliable. [STERILITY TEST USP<71>] 

18. Outsourced: The number of articles tes‘ed are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Oulsourced: The volume/quanmy |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

20. Outsourced: A USP<71> method suilability tes‘ has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suitabili‘y Tes‘] 
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21. Omsourced: Slerilily tesiing reporls are reviewed and appropriate actions taken and documented‘ [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERIIJTY TESTING 

22. On sile: Membrane fillralion is used if appropria‘e. (The tedmique of membrane filtration is used whenever the nature of the product permits; that is, 
for filterable aqueous preparations, for alcoholic or oily preparations. and for preparations miscible with, or soluble in, aqueous or oily solvents, provided 
these solvenls do n0| have an antimicrobial effect In ‘he conditions of me Kest.) Filters are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Sterility Tesfing] 

23. On sile: Direcl inoculation is done only when membrane filtration cannot be mrried out. Volume to be inomlated does not exceed 10% ofthe culture 
media volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

24. On site: The number of arlicles |es|ed are appropria‘e according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

25. On sile: The volume/quanlily |ested is according ‘0 USP<71>. {STERILITY TEST USP<71> : Number of Articles to Be Tested] 

26. On site: A growth promolion test has been done on ‘he media with [he 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71> : Growlh Promotion Tes‘ of Aerobes, Anaembes, and Fungi] 

27. On site: A USP<71> method suitability ‘es‘ has been done with appropriate inowlum, additives and rinses [STERILITY TEST USP<71> : Method 
Suilabili‘y Tesll 

28. On sile: TSB 0r SCD is incubated 3120-25 C for 14 days (2 inwbamrs present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Tempera1ures] 

29. On site: FTM is incubated 3130-35 C for 14 days (2 incubators present). [STERlL|TY TEST USP<71> : Culture Media and Incubation Temperatures] 

30. On site: Sterility lasting is documented including lot numbers and expiration daxes of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

31. On sile: S‘erilily lesling repons are reviewed and appropriate actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32. Endotoxin tesling is conducted for High-risk level CSP'S malare prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours a12“i0 8", and 6 hours at warmer than 8", before being sKerilized or in muilidose containers for administration to multiple patients. (excluding those 
for inhalalion and ophthalmic administra‘ion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

33. Endoloxin lesling process indicates |ha| it is compllamwith USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] 

34. High Risk CSP'S are wi|hin allowable |imi|s for bacterial endmoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
Endotoxin (Pyrogen) Tesling] 

IMMEDIATE USE COMPOUNDING 

35. Immediate-use compounding complies with all six speafied criteria. 1. Low-risk sterile nonhazardous products or diagnostic radiopharmaceutical 
products from he manufac‘urers' original containers. Anfi-neomaslics shall not be prepared as immediateuse CSPs because they are hazardous drugs. 
2. Unless required for the prepara‘ion, |he compounding procedure is a continuous process not to exceed 1 hour. 
3. During preparalion, aseptic technique is followed and, ifnot Immediately administered, the finished CSP is under continuous supervision to minimize the 
potemial for oon‘acl with nonsterile surfaces, inlroduction of panicula‘e matter or biologiml fluids, mix»ups with other CSPS, and direct Contact of outside 
surlaces. 
4. Administration begins not later |han 1 hour following Me start of me preparaticn of the CSP‘ 
5. Unless immedialely and completely administered by the person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label |is|ing patiem identification informauon, the names and amounts of all ingredients, the name or initials of the person who 
prepared the CSP, and the exact 1-hour BUD and ‘ime. 
6. If administration has not begun wilhin 1 hour following the Stan of preparing the CSP, the CSP shall be promptly, properiy, and safely dismrded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLE/MU LTIPLE DOSE CONTAINER BUD 

36. Beyond-use dale does n0| exceed 28 days for multiple-dose comainers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Yes 

37. Beyond-use lime does not exceed 6 hours for closure sea|ed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified 01herwise by the manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

Yes 

38. Beyond-use lime does not exceed 1 hour for closure sealed single-dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

39. Single-dose ampules are discarded immedia|e|y after use. [SINGLEDOSE AND MULTIPLE-DOSE CONTAINERS] 

HAZARDOUS DRUGS 

40. A pressure indicator is inslalled and differemial pressures are monitored and documented daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

Yes 

41. Hazardous drug buffer room is 3‘ least 0.01 inch water column negative prfisure with 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPS Yes 

42. Al least 0.01 inch water column negative pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires that: “When closed—syslem vial-transfer devices (CSTDS) (i.e., viaHransfer systems thax allow no venting or exposure of hazardous substance to 
he environmen‘) are used, |hey shall be used wiihln an ISO C|ass 5 environment ofa BSC or CACI‘ The use of the CSTD is preferred bet-use 01 their 
inherent closed syslem process. In fadli‘ies lha‘ prepare a low vdume of hazardous drugs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI lhat is located in a non-negalive pressure room) is acceptable." For purpose of said provision, a “low volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear appropriate personal protective equipment [HAZARDOUS DRUGS AS CSPs] 

44. Hazardous drugs are handled with uuh‘on al all ‘imes using appropriate ohemotherapy gloves during receiving, distribution, stocking, inventorying, 
preparing for administration, and disposal. Spill kits are avaflable. [HAZARDOUS DRUGS AS CSPs] 

Yes 

45. Hazardous drugs are prepared in an ISO Class 5 environment (BSC or CACI) with protective engineering controls in place, following aseptic practices 
specified for the appropriate con‘aminalion risk levels. [HAZARDOUS DRUGS AS CSPS] 

Yes 
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46. Hazardous drugs are stored separa‘ely from oiher invemory in a manner to prevent contamination and personnel exposure. [HAZARDOUS DRUGS Yes 
AS csps] 

Negative pressure storage room. 

47. Access to hazardous dmg preparation areas is limi‘ed ‘0 authofized compounding personnel. [HAZARDOUS DRUGS AS CSPs] Yes 

48. Annual dooumemalion of hazardous dmg training of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs Yes 
is available. [HAZARDOUS DRUGS AS CSPS] 

49. Compounding personnel of reproduclive capabili‘y have confirmed in writing that they understand the risks of handling hazardous drugs. Yes 
[HAZARDOUS DRUGS AS CSPS] 

50. Fadlily maintains appropria‘e disposal comainers for a“ hazardous waste. [HAZARDOUS DRUGS AS CSPs] Yes 

FACILITY DESIGN AND CERTIFICATION 

51. Cenification and |esting of primary (LAFWS BSCS CAIS and CACIS) and secondary engineering controls (buffer and ante areas) have been pedorrned 
by a qualified individual no less than every six momhs and whenever Khe device or room is relocated altered or major service to the facility IS performed. 
Corrective aclion for deficiencies are documemed. Cem‘ficafion procedures sum as those ouflined In the CETA Certification Guide for Sterile Compoundin 
Facililies (GAG-0034006) are conduded under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 
Testing Program] 

4/25/2019 and 10/23/2019 MTA certified ISO 7 anteroom, IVroom, and ISO 7 HD mum: 7X ISO LFWs (one PEC horizontal flow. six vertical flow - 

Three TPN hoods are VLFH'S) and 1 XC/ass II A2 580. 

Yes 

52. Primary engineering controls provide unidirectional (i. e. laminar) HEPA filtered air Air pattern analysis via smoke studies are conducted at the critical 
site to demonsirale unidirectional airflow and sweeping ECHO“ over and away from the producx under dynamic conditions [ENVIRONMENTAL QUALITY 
AND CONTROL. Facility Design and Environmenial Commls] 

Smoke study videos done by certification company on 10/24/2019 indicate there were no employees simulating compounding; One ofthe VLFH'S 
demonstrates smnke flow doesn’t reach DOA; a video of HLFW demonsllales ebbs. There are three VLFH's that contain FV'nnacle TPN machines used to 
compound TPNS; there are NO components attached to any of (he Pinnacles, NO employees simulating compounding. There were N0 LVP'S, tubing, 
drugs attached to pinnacles during smoke sludies. 

No 

53. The primary engineering controls are placed wiihin a buffer area in sum a manner as to avoid conditions that could adversely affect their operation. 
The PEC is placed cm of lhe traffic flow and in a manner ‘0 avoid dismption from the HVAC system and room cross dmfts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

54. All HEPA filters are leak tes‘ed afler insiallalion and every six months thereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmemal Controls] 

Yes 

ISOLATORS 

55. CAIs are proven 10 mainlain ISO Class 5 air when pamde coums are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward lransfer of ma‘erials, and compounding manipulations when such CAls are located in air qualky worse than 
ISO Class 7. [ENVIRONMENTAL QUALITYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequale recovery time for isolators to achieve ISO Class 5 air quality is allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

57. Personnel garbing requirements are followed for CAIS unless manufacturer provides written documentation based on validated testing that any 
components of PPE are no‘ required 10 maimain slerili‘y of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fadlily has pressure gauges or velocity me‘ers ‘0 monitor the prfisure differential or airflow between the buffer area and ante-area, and the ante-area 
and Ihe general environment outside We compounding area. The results are reviewed and documemed on a log at least daily or by a continuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water column (w.c.))A Alternatively, in facilities where Iow- and medium-risk 
level CSPs are prepared, differential airflow is maintained 3‘ a minimum velocity of 0.2 meter/second (40 fprn) across a line of demarcation between buffer 
area and anle- -area. [ENVIRONMENTAL QUALITY AND CONTROL: Pressure Differential Monitoring] 

Differential pressure Values are documented daily and electronically monitored Ihmug h JLL. January 2020 records indicate antemom and IV mom 
pressures were at "0 01 (NO 00 on 11 days (Jan 1 3 6 7 8 10 13 16 21 22 24 and 27). Uknown ”loss of pressure is due opening/closing door duration of 
excursion Per JLL representalive alerts are sent at an hour afler initial excursion. 

No 

59. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA flitered air that enters from ceilings with return vents low on walls, Yes 
and the! provides not less than 30 air changes per hour or qualifies for exception in 6431627‘797(4)(C)‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Facility Design and Environmental Controls] 

60. Activities and tasks carried 0m wi|hin ‘he buffer area are limi‘ed to only those necessary when working within a controlled environment. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

61. Only the furniture, equipment, supplies, and o‘her maKenal required for the compounding activities to be performed are brought into the buffer room. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

62. Surfaces and essenlial fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, deanable, and Yes 
resistantto disinfectants. [ENVIRONMENTAL QUALITYAND CONTROL: Facility Design and Environmental Controls] 

63. The surfaces of ceilings walls floors fix‘ures shelving, counteIs and cabinets In the buffer area are smooth impervious free from cracks and Yes 
crevices and non- shedding ‘hereby promoling cleanabili'ly and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL. Facility Design and Environmental Controls] 

64. Ceiling tiles are caulked around each perimeier and ‘0 walls to seal them to the support frame‘ The exterior lens surface of ceiling lighting fixtures is Yes 
smooih, mounted flush, and sealed. All olher penelrah‘ons through the ceiling or walls are sealed. [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

65. The buffer area does n0| contain sources of wa‘er (sinks) or floor drains. Work surfaces are construded of smooth, impervious materials, such as Yes 
stainless steel or molded plastic, 50 lha‘ they are easily cleaned and disinfected. [ENVIRON MENTAL QUALITY AND CONTROL : Facility Design and 
Environmemal Controls] 

66. Storage shelving, counters, cabine‘s and carts/casiers in me bufferarea are smooth» impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfec‘able. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., computers and primers) and objects (e.g., .115 and cabinets) are placed in buffer areas, air qualky is verified by particle counts No 
on cerlificaiion. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Buffer Areas, and Ante-Areas] 

Certifcation report does not indicate TPN Pinnacle machines (3) located in VLFH's were opemtiunal (drugs, LVP bags, sterile tubing not in hoods during 
certification; 

QUALITY AND CONTROL 
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68. An appropriale environmenlal sampling plan has been developed for airborne viable particles based on a risk assessment of compounding activities 
performed. Volumetric air sampling is conduc‘ed every six monms and sitfi indude lomtions within each ISO Class 5 environment and in the ISO Class 7 
and 8 areas, and the areas at grea‘est risk of contamination (e.g., work areas near the ISO Class 5 environment, counters near doors, pass-through 
boxes). The plan includes sample locations, meihod of collection, frequency of sampling» volume of air sampled, and time of day as related to activity in 
the compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Partide Testing 
Program—Sampling Plan] 

Yes 

69. Evalua‘ion of airborne microorganisms using volumetric collection methods in the controlled air environments is performed by properly trained 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

Quarterly active air sampling (twice by third party, lwice in-house), per EM policy. 

Yes 

70. Volumetric air sampling using mal‘ extract agar (MEA) or some oh‘ler media that supports the gromh of fungi is used in high-risk level compounding 
environments. [ENVIRONMENTAL QUALITYAND CONTROL : Gmwm Media] 

N/A 

71. For low-risk level CSPS with 12-hour or less BUD, air sampling is performed at lomlions inside the ISO Class 5 environment and other areas that are 
in close proximi‘y to he ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL :Viable Air Sampling] 

N/A 

72. The number of disaele colonies of microorganisms is ooumed and reported as colonyJorming unixs (cfu) and documented on an environmental 
moniioring form. Counts from air monitoring are transformed into cfu/cubic meKer of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

Yes 

73. Surface sampling is accomplished in all ISO dassified areas on a periodic basis using TSA Contact plates with lecithin and polysorbate 80 and/or 
swabs and is done al the conclusion of compounding. [ENVIRONMENTAL QUALITY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmenl] 

Facility is conducting monthly surface sampling, per policy. 

Yes 

74. Sampling data is collecled and reviewed on a periodic basis as a means of evaluating the overall state of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Acfion Leve|s, Dowmemation and Data Evaluation] 

Yes 

75. Compelem microbiology personnel are consul‘ed if an environmemal sampling consistendy shows elevaxed levels of microbial growth. If any mold, 
yeast, coagulase posilive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the cause and source was 
conducled. [ENVIRONMENTAL QUALITYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

N/A 

76. Surfaces in the LAFWs, BSCS, CAIS, and CACIS are cleaned and disinfected frequendy, including at the beginning ofeach work shift, before each 
batch preparation is started, every 30 minutes during cominuous compounding periods of individual CSPs, when there are spills, and when surface 
contaminaiion is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Yes 

77. Cleaning and disinfecting occurs before compounding is performed. Items are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose malerial and residue from spills, e.g., wa‘er—soluble solid residues are removed with Sterile Water and low-shedding wipes. This shall be 
followed by wiping with a residue-free disinfecling agem, such as sterile 70% IPA, Whid’l is allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing the Sterile Compounding Areas] 

Yes 

78. Cleaning and disinfecting agenls and me‘hods of application are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

79. Cleaning materials, such as wipes, sponges, and mops, are newshedding, preferably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, ante-area, and segrega‘ed compounding areas and are not removed from these areas except for disposal. If cleaning materials are reused 
(e.g., mops), there are procedures based on manufacturer recommendations mm ensure that the effectiveness of the cleaning device is maintained and 
repealed use does not add ‘0 he bioburden of Me area bemg donned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
Slerile Compounding Areas] 

Yes 

80. Supplies and equipmem removed from shipping canons are wiped wim a suitable disinfecting agent (e‘g‘, sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 

81. Disinfeclanl sprayed or wiped on a surface ‘0 be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecling the SteriIe Compounding Areas] 

Yes 

82. Slerile 70% IPA pads are used to disinfec‘ lhe s‘erile entry points of packages and devices Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cluning and Disinfecting the Sterile Compounding Areas] 

Yes 

QUALITY AND CONTROL (Secondary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces (0 be disinfected for at |eas| 30 seconds before such surfaces are used [a prepare CSPs‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting lhe S‘erile Compounding Areas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mopped daily by trained personnel at a time when no aseptic operations are in progress using approved agents 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

85. Shelving, walls, and ceilings in an‘e-areas and buffer areas are cleaned and disinfected at least monthly [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling lhe Sterile Compounding Arus] 

Yes 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn, weeping sores, conjunctivitis, and adive respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal ou‘er garments; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the {it 01 
gowns and gloves; and visible body piercing above “1e neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Fadlily has adequate supplies ‘0 mee‘ PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

Yes 

89. Garbing and hand hygiene are accomplished in the ems-area in order of dirtiest to c1ean$kshoes or shoe cavers, head and facial hair covers, face 
mask, fingernail deansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

90. S1eri|e gloves are donned in the buffer room/isolator afler hand deansing with an alcohol»based product with persistent activity and hands are allowed 
to dry. [ENVIRONMENTAL QUALITYAND CONTROL: Personnel Cleansing and Garbing] 

Yes 

91. Gloves are roulinely disinfected wilh sterile 70% IPA afler contacfing nonslerile objecxs. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing) 

Yes 

92. Personnel repea‘ garbing and hand hygiene afler hey are exposed to direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in he anteroom and reused during ihe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 
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93. Low/Medium Risk media-fill |e515 lha‘ closely simula‘e he mosK challenging or stressful conditions encountered during compounding are completed at 
least annually by compounding personnel. Media-filled vials aze appropriately incubated for 14 days. [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

Yes 

94. High Risk Media-fill tests |hat closely simula‘e ihe mos‘ mallenging or stressful conditions encountered during compounding have been completed at 
least semiannually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK 
LEVELS :High-Risk Level CSPS] 

N/A 

95. Documentation indicates compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observafional audit tools (hand hygiene, gaming, aseptic technique) and media»fi|| testing annually or semiannually (high risk) and 
before any compounding personnel begin ‘0 prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and CIeaning/Disinfecfion Procedures] 

Yes 

96. Compounding personnel who fail wriflen ‘esis, observahonal audits, or whose media»fill test vials have one or more units showing visible microbial 
Conlamination, are reins‘mcted and re-evalua‘ed by expen compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Correclive action is documemed. Compounding personnel pass all evaluations prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluafion of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

97. Olher cleaning personnel performing cleaning and disinfecfing procedures (5.9. environmental) are thoroughly trained in proper hand hygiene, and 
garbing, cleaning, and disinfection procedures by a qualified aseptic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Compelency Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

98. Compounding personnel and char personnel responsible for deaning rominely undergo performance evaluation of proper hand hygiene, garbing, and 
all applicable cleaning and disinfecting procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documen‘ed and maimained ‘0 provide a permanent record and long»term assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Competency Evaluation of Gaming» Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

Yes 

99. Immediately afler lhe compounder compleies ‘he hand hygiene and garbing procedure, the evaluator collects a gloved fingertip and thumb sample 
from boih hands of he oompounder on‘o appropria‘e agar plates. The plates are incubated at 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an initial oompe‘ency evaluation and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPs for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

Yes 

100. Re-evalualion of glove fingertip |es|ing on‘o appropriaie agar plates (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium-risk level CSPS and semiannually for high»risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no‘ be disinfec‘ed wim sterile 70% IPA prior to testing. The cfu action level is based on the total number of cfu on both 
gloves and mm per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

Yes 

VERIFICATION 

101. Labels of CSPS conlain name and address of pharmacy, correct names and amounts or concentrations of ingredients, total volumes, beyond-use 
dates, slorage condilions, and r0ute(s) of adminis‘ra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verifiration 
of Ingredienls] 

Yes 

102. Fadlily has documen‘alion |ha| procedures have been followed to ensure sterility, purity, correct identities and amounts of ingredients, and smbility. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS: Inspecnon ofSolmion Dosage Forms and Review of Compounding Procedures] 

Yes 

103. CSP's are visually inspec‘ed for abnormal parficula‘e maner and color. and intact containers and seals [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspection of Solution Dosage Forms and Review ofCompounding Procedures] 

Yes 

104. Beyond Use Dates are assigned using direc‘ stability-indicating assays or authoritative lixerature that supports the assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining Beyond—Use Da‘es] 

Yes 

105. Slorage lime of assembled bag and vial sysiems are according to me manufacturer recommendations (99 Minibag plus, Addvantage, Add-ease) 
[STORAGE AND BEYOND-USE DATING : Proprie‘ary Bag and Vial Systems] 

N/A 

DISPENSING/DISTRIBUTION 

106. Fadlity has written procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength of CSPs. 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS I] 

Refi'igerated CSP'S are shipped same day or overnight via courier and are required to maintain temp of 2 to 8 celm'us and shall not exceed 8 degrees C 
longer than 8 hours prior to patient receiving CSP. Policy does not indicate how temperature 0! CSP is known during tmnsit or upon delivery. 

No 

107. Modes of transpon are used ma‘ maintain appropria‘e ‘emperamres and prevent damage to CSPs‘ [MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS : Padaging and Transporting CSPS] 

Yes 

108. Facilily provides a mul‘iple componem formal iraining program to ensure paiiems and caregivers understand the proper storage, handling, use, and 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

Yes 

POLICYIPROCEDURE 

109. Wriflen procedures detail cleaning and disinfecfing “1e s‘erile compounding areas including deansers, disinfectants, and non-shedding wipe and mop 
materials. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

110. A wrmen procedure is in place for cleaning and disinfecfing the Direct Compounding Areas. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecling |he Sterile Compounding Areas] 
Yes 

111. Facilily has wriuen procedures ‘0 verify correct idenfily, quality, amounts, and purities ofingrediems used in CSPs‘ [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Identity and S‘rengm Verrfiution of Ingrediems] 

Yes 

112. Policies address packaging to mainlain physio-I imegrity, sKeriliKy, stability, and purity of CSPs‘ [MAINTAINING STERILITY, PURITY, AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS : Packagmg and Transporting CSPS] 

Yes 

113. Wrinen standard procedures describe means for pah‘ems to ask questions and report ooncems and adverse events with CSPS, and for compounding 
pharmacisls to correct and prevem fu‘ure problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

Yes 

RADIOPHARMACEUTICALS 

114. Facilily has appropria‘e primary engineering contols and radioactivity containment and shielding‘ Lomtion of primary engineering controls perrnmed 
in ISO Class 8 conlrolled environment [RADIOPHARMACEUTICALS AS CSPs] 

115. Radiopharmaceuticals prepared as low-risk level CSPS wim 12»hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated wi‘h a line of demaroflion. [RADIOPHARMACEUTICALS AS CSPs] 

116. Techneiium-QQm/Molybdenum-BS genera‘ors are aimed in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs] 

MISCELLANEOUS 
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117. Facility engaged in office use sterile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64B16-27.700 (3)(g ] N/A

118. Compounding records are properly maintained. [FAC 64B16-28.140(4)] Yes

119. When compounding activities require the manipulation of a patient’s blood-derived or other biological material, the manipulations are clearly
separated from routine material-handling procedures and equipment used in CSP preparation activities, and they are controlled by specific standard
operating procedures in order to avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering
Controls Within ISO Class 7 Buffer Areas]

N/A

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE

120. Pharmacy technicians properly identified and supervised. [64B16-27.420, F.A.C.]

121. Medication properly labeled. [465.0255, F.S.] [64B16-28.108, F.A.C.]

122. Expired medications removed from the shelves. [64B16-28.110, F.A.C.]

123. CQl Policy and Procedures and quarterly meetings. [766.101, F.S.] [64B16-27.300, F.A.C.]

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.]

125. Pharmacy maintains patient profile records. [64B16-27.800, F.A.C.]

126. All controlled substance prescriptions contain information required. [893.04, F.S.]

127. Prescriptions for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the
quantity and date
meet the requirements of [456.42(2), F.S.].

128. Controlled substance inventory taken on a biennial basis and available for inspection. [893.07(1)(a), F.S.]

129. DEA 222 order forms properly completed. [893.07, F.S.]

130. Controlled substance records and Rx information in computer system is retrievable. [21CFR 1306.22] [64B16-28.140, F.A.C.]

131. Controlled substance records maintained for 4 years. [465.022(12)(b), F.S.]

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64B16-28.140(3)(b), F.A.C.]

133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

CORRECTIVE ACTION PLAN

135. A corrective action plan is required to be submitted within 30 days for the non-compliant items listed above. Yes

Remarks:
Routine SSCP inspection conducted with Mary Jo Giles, PIC and Leslie Nazario, Rph.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Mary Jo Giles

Date:1/30/2020 Date:1/30/2020
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117. Facility engaged in otfice use sterile compounding (or human use is registered with FDA as an outsourcing (acility. [FAC 64316-27700 (3)(g] N/A 

118. Compounding records are properly maintained. [FAC 64B16-28.140(4)] Yes 

119. When compounding activities require the manipulation 01 a patient’s blood-derived or other biological material, the manipulations are clearly 
separated (rom routine material-handling procedures and equipment used in CSP preparation activities, and they are controlled by specific standard 
operating procedures in orderto avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND CONTROL : Placement 01 Primaw Engineering 
Controls Within ISO Class 7 Buffer Areas] 

N/A 

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE 

120. Pharmacy technicians properly identified and supervised. [64316-21420, F.A.C.] 

121. Medication properly labeled. [465.0255, F.S.] [64316-23108, F.A.C.] 

122. Expired medications removed (mm the shelves. [64316-28110, F.A.C.] 

123. CQI Policy and Procedures and quarterly meetings. [766.101, F.S.] [64316-27300, F.A.C.] 

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.] 

125. Pharmacy maintains patient profile records. [64316-27300, F.A.C.] 

126. All controlled substance prescriptions contain intorrnation required. [893.04, F.S.] 

127. Prescriptions (or controlled substances are on counterfeit-prom prescription pads 0r blanks purchased (mm a Department-approved vendor and the 
quantity and date 
meet the requirements 01 [456.42(2), F.S.]. 

128. Controlled substance inventory taken on a biennial basis and available (or inspection. [893.07(1)(a), F.S.] 

129. DEA 222 order terms properly completed. [893.07, F.S.] 

130. Controlled substance records and Rx intormation in computer system is retrievable. [21CFR1306.22] [64316-28140, F.A.C.] 

131. Controlled substance records maintained (0r4 years. [465.022(12)(b), F.S.] 

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64316-28.140(3)(b), F.A.C.] 

133. Pharmacy is reporting to the PDMP within 7 days 01 dispensing controlled substance. [893.055(4), F.S.] 

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained (mm a Florida licensed distributor. 499.005 (14) 

CORRECTIVE ACTION PLAN 

135. A corrective action plan is required to be submifled within 30 days (or the non-compliant items listed above. Yes 

Remarks: 
Routine SSCP inspection conducted with Mary Jo Giles, PIC and Leslie Nazario, Rph. 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the intormation given herein is true and correct 
to the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Inspector Signature: Representative: 

Mary Jo Giles 

474mm @M/ W ‘3 EN 
Date:1/30/2020 Date:1/30/2020 
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21072
Insp # 159892

NAME
BriovaRx Infusion Services 203, Inc.

PERMIT NUMBER
27913

DATE OF INSPECTION
05/07/2019

DOING BUSINESS AS
BRIOVARX INFUSION SERVICES 203, INC.

STREET ADDRESS
9984 PREMIER PARKWAY

TELEPHONE # EXT

CITY
MIRAMAR

COUNTY
BROWARD

STATE/ZIP
FL/33025

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    8:30 am to 5:30

Monday    N Tuesday    N

Wednesday    N Thursday    N

Friday    N Saturday    N

Sunday    N

Registered Pharmacist / Intern / Tech

License #    PS49270 Licensee Name    Shirley Elisbrun Adams

License Type    Registered Pharmacists

License #    PS36287 Licensee Name    Vincent Ekebu

License Type    Registered Pharmacists

License #    PS52096 Licensee Name    Jacqueline Rodriguez

License Type    Registered Pharmacists

License #    PS21110 Licensee Name    Manuela Vega-Rivera

License Type    Registered Pharmacists

License #    PS46873 Licensee Name    Mary Jo Giles

License Type    Registered Pharmacists

License #    PS38581 Licensee Name    Leslie Nazario

License Type    Registered Pharmacists

License #    RPT35999 Licensee Name    Anthony Quinton Ottley

License Type    Pharmacy Tech

License #    RPT38111 Licensee Name    Gsa Gsa Alexandria Talamas

License Type    Registered Pharmacists

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    BA7935490

License Relations

Pharmacy Affiliate

ADLER, IAN License #  

BRONSON, DAVID License #  

DEBLASI, PAIGE License #  

FRENI, LAWRENCE License #  

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES ‘ 
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V" 

(J 
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I'IUE a LTFI 
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File # 21072 
Insp # 159892 

NAME PERMIT NUMBER DATE OF INSPECTION 
BriovaRx Intusion Services 203, Inc. 27913 05/07/2019 

DOING BUSINESS AS 
BRIOVARX INFUSION SERVICES 203, INC. 

STREET ADDRESS TELEPHONE it EXT 
9984 PREMIER PARKWAY 

CITY COUNTY STATE/ZIP 
MIRAMAR BROWARD FL/33025 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y WeeklyHours 8:30 amto 5:30 

Monday N Tuesday N 

Wednesday N Thursday N 

Friday N Saturday N 

Sunday N 

Registered Pharmacist I Intern I Tech 

License # P849270 Licensee Name Shirley Elisbrun Adams 

License Type Registered Pharmacists 

License # P836287 Licensee Name Vincent Ekebu 

License Type Registered Pharmacists 

License # P852096 Licensee Name Jacqueline Rodriguez 

License Type Registered Pharmacists 

License # P821110 Licensee Name Manuela Vega-Rivera 

License Type Registered Pharmacists 

License # P846873 Licensee Name Mary Jo Giles 

License Type Registered Pharmacists 

License # P838581 Licensee Name Leslie Nazario 

License Type Registered Pharmacists 

License # RPT35999 Licensee Name Anthony Quinton Omey 

License Type Pharmacy Tech 

License # RPT38111 Licensee Name G53 G53 Alexandria Talamas 

License Type Registered Pharmacists 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

I 
DEA Reg # BA7935490 

I I 

License Relations 

Pharmacy Afliliate 

ADLER, IAN License # 

BRONSON, DAVID License # 

DEBLASI, PAIGE License # 

FRENI, LAWRENCE License # 
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KLEINMAN, IRA License # 

KRAMM, EDWARD P License # 

KRAMM, KATHEE M License # 

WILKINS, JOHN License # 

YORK, CHRISTOPHER License # 

RX DPT MGR/CORIPOR 

I 
GILES, MARY JO B 

I 
License # 46873

I 

Special S(erile Compounding 

I 
BRIOVARX INFUSION SERVICES 203, INC. 

I 
License # 18740

I 

INV797 - Sterile Compounding 

LOW RISK 

1. Low risk CSP's are propefly idenlifled: Asep‘ic manipulabons within an ISO Class 5 environment using three or fewer sterile products and no more than Yes 
Mo enlries imo any oomainer. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low»Risk Level CSPs] 

2. Low Risk CSP'S, in absence of passing sterility test siored not more than 48 hours at oomrolled room xemperature, 14 days at cold tempemture, or 45 Yes 
days in solid frozen slate 31-2910 -10" or colder. [CSP MICROBIAL CONTAMINATION RlSK LEVELS : Low-Risk Level CSPS] 

3. Low Risk CSP' s wilh 12 hour BUD are property idemified and comply with all fourspecific criteria 1 PEG In Segregated Compounding area 2. Away N/A 
from windows doors high |raffic areas 3. Hygiene & gaming required. sinks not adjacent to PEC 4 Cleaning & Disinfecting Personnel training 
Compe‘ency evalualion Garbing Aseptic work practices Viable and non viable environmental sampling apply [CSP MICROBIAL CONTAMINATION RISP 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP'S are properly identified: Aseph‘c manipulauons within an ISO Class 5 environment using prolonged and complex mixing and transter, Yes 
more lhan lhree sterile producls and enlries imo any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-R35k Level CSPS] 

5. Medium Risk CSP'S, In absence of passing sierility |esL stored noK more than 30 hours atcontrolled room temperature, 9 days at mld temperature, or Yes 
45 days in solid frozen sla‘e a‘ -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs] 

HIGH RISK 

6. Preslerilization procedures for high-risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Connols Within ISO Class 7 Buffer Areas] 

7. High Risk CSP's are properiy idenlified: Confirmed presence of nonslerile ingredients and devices, or confirmed or suspected exposure of sterile 
ingredienls for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 

8. High Risk CSP'S, in absence of passing sierility |esK are not stored more than 24 haurs at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen state 3‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATlON RISK LEVELS : High—Risk Level CSPs] 

9. A 0.2-um certified steri 'ng membrane filter is used mm is chemically and physically compatible with the CSP‘ Filtration is completed rapidly without 
filter replacement. Slerilizalion method is verified ‘0 achieve sterility fot the quantity and type of comainers‘ [VERIFICATlON OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Filtration] 

10. Slerilizalion method used has documemafion that accemable snengm and purity of ingredients and integrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

11. The manufacturer recommended finer integrity (e.g., bubble poim) test is performed and documented for all sterilizing filters after filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Filtration] 

12. Auloclave cycle has been verified using appropriaie biological indicators. Solmions are passed through a 1A2-um or smaller filter into final containers to 
remove particulales before sterilization. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
S‘eam] 

13. Dry heal ovens used for sterilization have fil‘ered forced air. Only muse items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

14. The description of dry hea‘ sterilization condihons and durafion for specific CSPS is induded in written documentation in the compounding facility. The 
effectiveness of dry heat sierilization is verified using appropna‘e biologt indicators and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Dry Heat] 

15. Dry heal depyrogenation is used to render glassware or containers, such as viais free from pyrogens as well as viable microbes. The description 01 
he dry heat depyrogena‘ion cyde and durah‘on for spedfic load items is included in written documentation in the compounding facility. The effectiveness 
of he dry heat depyrogenation qcle is verified using endotoxln challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenation by Dry Hea‘] 

16. Sierili‘ylesling is completed for all High—risk level CSPS prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2“ 10 8", and 6 hours atwarmer lhan 8" before being s‘enlized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

USP <71> STERIlJTY TESTING (Outsourced) 

17. Ou‘sourced sterility testing results indica‘e Mam is compkamwim USP<71>. A method not described in xhe USP may be used if validation 
demonslrales mat the allemative is at leas‘ as effech‘ve and reliable. [STERILITY TEST USP<71>] 

18. Outsourced: The number of articles tes‘ed are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Oulsourced: The volume/quanmy |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

20. Outsourced: A USP<71> method suilability tes‘ has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suitabili‘y Tes‘] 
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21. Omsourced: Slerilily tesiing reporls are reviewed and appropria‘e actions taken and documented‘ [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERIIJTY TESTING 

22. On sile: Membrane fillralion is used if appropria‘e. (The tedmique of membrane filtration is used whenever the nature of the product permits; that is, 
for filterable aqueous preparations, for alcoholic or oily preparations, and for preparations miscible with, or soluble in, aqueous or oily solvents, provided 
these solvenls do n0| have an antimicrobial effect in ‘he condmons of me Kest.) Filters are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Sterility Tesfing] 

23. On sile: Direcl inoculation is done only when membrane fiflmfion cannot be mrried out. Volume to be inomlated does not exceed 10% of the culture 
media volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

24. On site: The number of arlicles |es|ed are appropria‘e according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

25. On sile: The volume/quanlily |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

26. On site: A growth promolion test has been done on ‘he media with [he 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71> : Growlh Promofion Tes‘ of Aerobes, Anaembes, and Fungi] 

27. On site: A USP<71> method suitability ‘es‘ has been done with appropriate inowlum, additives and rinses [STERILITY TEST USP<71> : Method 
Suilabili‘y Tesll 

28. On sile: TSB 0r SCD is incubated 3120-25 C for 14 days (2 inwbamrs present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Tempera1ures] 

29. On site: FTM is incubated 3130-35 C for 14 days (2 incubators present). [STER|L|TY TEST USP<71> : Culture Media and Incubation Temperatures] 

30. On site: Sterility lasting is documented including lot numbers and expiration daxes of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

31. On sile: Slerilily lesling repons are reviewed and appropriate actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32. Endotoxin tesling is conducted for High-risk level CSP'S that are prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours a1 2“ 10 8", and 6 hours at warmer than 8", before being sKerilized or in muilidose containers for administration to multiple patients. (excluding those 
for inhalalion and ophthalmic administra‘ion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

33. Endoloxin lesling process indicates |ha| it is compllamwim USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] 

34. High Risk CSP'S are wi|hin allowable |imi|s for bac‘en'al endmoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
Endotoxin (Pyrogen) Tesling] 

IMMEDIATE USE COMPOUNDING 

35. Immediate-use compounding complies wilh all six specified criteria. 1. Low-risk sterile nonhazardous products or diagnostic radiopharmaceutical 
products from he manufac‘urers' original conlainers. Ami-neoplasms shall not be prepared as immediateuse CSPs because they are hazardous drugs. 
2. Unless required for the prepara‘ion, |he compounding procedure is a continuous process not to exceed 1 hour. 
3. During preparalion, aseptic technique is followed and, if not immediately administered, the finished CSP is under continuous supervision to minimize the 
potemial for oon‘acl with nonsterile surfaces, inlroduction of paniculaie matter or biologiml fluids, mix-ups with other CSPS, and direct Contact of outside 
surfaces. 
4. Administration begins not later |han 1 hour following he start of me preparation of the CSP‘ 
5. Unless immedialely and comple‘ely administered by he person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label |is|ing patiem identification informauon, the names and amounts of all ingredients, the name or initials of the person who 
prepared the CSP, and the exact 1-hour BUD and ‘ime. 
6. If administration has not begun wilhin 1 hour following the Slafl of preparing the CSP, the CSP shall be promptly, properiy, and safely diswrded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLE/MU LTIPLE DOSE CONTAINER BUD 

36. Beyond-use dale does n0| exceed 28 days for mufliple-dose comainers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Yes 

37. Beyond-use lime does not exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified 01herwise by the manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

Preservative free Vancomycin 1g/vial Stored in refrigerator without discard/entry time: 05 Wand NaCI preseNative free IV bags hanging in PEC'S without 
discard/entry time. 

No 

38. Beyond-use time does not exceed 1 hour for closure sealed single—dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

39. Single-dose ampules are discarded immediately after use. [SINGLEDOSE AND MULTIPLE»DOSE CONTAINERS] 

HAZARDOUS DRUGS 

40. A pressure indicator is inslalled and differemial pressures are monitored and dccumemed daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

Yes 

41. Hazardous drug buffer room is at leas‘ 0.01 inch water column negative pressure with 30 ACPH of HEPA filtered air‘ [HAZARDOUS DRUGS AS CSPS Yes 

42. A1 least 0.01 inch wa‘er column negah‘ve pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhat: “When closed—system vial-transfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
he environmenl) are used, they shall be used wimin an ISO Ciass 5 environment of a BSC or CACI‘ The use of the CSTD is preferred bet-use of their 
inherenl closed syslem process. In facili‘ies lha‘ prepare a low volume of hazardous dmgs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI (ha! is located in a non-negative pressure room) is acoep‘able.“ For purpose of said provision, a ‘Iow volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear appropria‘e personal protective equipment [HAZARDOUS DRUGS AS CSPs] N/A 

44. Hazardous drugs are handled wilh uuh‘on at all ‘imes using appropriate ohemotherapy gloves during receiving, distribution, stocking, inventorying, 
preparing for adminislration, and disposal. Spill ki|s are avaflable. [HAZARDOUS DRUGS AS CSPs] 

N/A 

45. Hazardous drugs are prepared in an ISO Class 5 envn'onment (BSC or CACI) with protective engineering controls in place, following aseptic practices 
specified for he appropriate comaminalion risk levels. [HAZARDOUS DRUGS AS CSPs] 

N/A 
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46. Hazardous drugs are stored separa‘ely from oiher invemory in a manner to prevent contamination and personnel exposure. [HAZARDOUS DRUGS Yes 
AS csps] 

47. Access 10 hazardous dmg prepara‘ion areas is Iimfled to authorized compounding personneL [HAZARDOUS DRUGS AS CSPs] Yes 

48. Annual dowmen‘ation of hazardous dmg lraining of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs N/A 
is available. [HAZARDOUS DRUGS AS CSPS] 

HD compounding has not been implanted. 

49. Compounding personnel of reproduclive capability have confirmed in writing that they understand the risks of handling hazardous drugs. N/A 
[HAZARDOUS DRUGS AS CSPS] 

HD compounding has not been implenled. 

50. Fadlity maintains appropriate disposal comainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] Yes 

FACILITY DESIGN AND CERTIFICATION 

51. Certification and testing of primary (LAFWS, BSCS, CAIS and CACIs) and secondary engineering controls (buffer and ante areas) have been periorrned 
by a qualified individual no less than every six momhs and whenever the device or room is relocated, altered, or major service to the facility is performed. 
Corrective action for deficiencies are documemed. Cerfificauon procedures such as those ouflined in the CETA Certificaxion Guide for Sterile Compounding 
1F.aci|i1iesP(CAG-0103-2006) are conduc‘ed under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 

estin r0 ram 
On 49/25/2%19, MTA certified ISO 7 anteroom, ISO 7 IV room, ISO 7 HD room, ISO 7 negative pressure storage room. Equipment used in compounding 

inside PEC'S include 3 TPN Pinnacle machines, 4 X repeater pumps, 2X Tube rollers: all electmnic. PEC's: 6 X VLF's (3 of which used for compounding 
TPN'S with Pinnacle machines), 1 X HLF and 1 X 850 all to ISO 5, with only (he Pinnacle machines operational. 

No 

52. Primary engineering controls provide unidiredional (i.e., laminar) HEPA filtered air. Air pattern analysis via smoke studies are conducted at the critical 
sile 10 demonslrale unidirectional airflow and sweeping action over and away from the product under dynamic mnditionlNVlRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

53. The primary engineering conlmls are placed wiihin a buffef era in such a manner as to avoid conditions that could adversely affect their operation. 
The PEG is placed cm of the traffic flow and in a manner ‘0 avoid disruption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

54. All HEPA filters are leak |es|ed after insiallah‘on and every six monms mereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmemal Controls] 

Yes 

ISOLATORS 

55. CAIS are proven to maintain ISO Class 5 air when parfide coums are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward iransfer of ma‘erials, and compounding manipulations when such CAls are located in air qualky worse than 
ISO Class 7. [ENVIRONMENTAL QUALITYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequate recovery time for isolators ‘0 achieve ISO Class 5 air quality IS allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL. Placemem of Primary Engineering Controls Wixhin ISO Class 7 Buffer Areas] 

57. Personnel garbing requiremenls are followed for CAIS unless manufacturer provides written documentation based on validated testing that any 
components of PPE are not required to maimain s‘en‘li‘y of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fadlily has pressure gauges or velocity me‘ers ‘0 moni‘lor me prfisure differential or airflow between the buffer area and ante— area and the ante- -area 
and the general environment 0u|side lhe compounding area. The resul are reviewed and documented on a log at least daily or by a mntinuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water column (w c )) Alternatively, In facilities where Iow- and medium-risk 
level CSPS are prepared, differential airflow is maimained at a minimum velocity of 0.2 meter/second (40 fpm) across a line of demarntion between buffer 
area and ante-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Yes 

59. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, Yes 
and Ihat provides n0| less lhan 30 air changes per hour or qualifies for exception in 64B1GZ7.797(4)(C)‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Facility Design and Environmental Conlmls] 

60. Aclivilies and tasks carried 0u| wi|hin ‘he buffer area are limned K0 only those necessary when working within a controlled environment. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

61. Only the furniture, equipmen‘, supplies, and o‘her ma‘erial required for the compounding activities to be performed are brought into the buffer room. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facllily Design and Environmental Controls] 

62. Surfaces and essential fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, cleanable, and Yes 
resistanflo disinfeclan‘s. [ENVIRONMENTAL QUALITYAND CONTROL: Facility Design and Environmental Controls] 

63. The surfaces ofceilings, walls, floors,fix1ures, shelving, coumers, and cabinets in the buffer area are smooth, impervious, free from cracks and Yes 
devices, and non-shedding, ‘hereby promofing cleanabili‘y, and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

64. Ceiling liles are caulked around each perimeter and ‘0 walls to seal [hem K0 the support frame. The exterior lens surface of ceiling lighting fixtures is Yes 
smoolh, mounted flush, and sealed. All oiher penetah‘ons through the ceiling or walls are sealed. [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmental Conlrols] 

65. The buffer area does no‘ conlain sources of wa‘er (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
siainless sleel or molded plaslic, so lha‘ lhey are easily cleaned and disinfeded. [ENVIRON MENTAL QUALITY AND CONTROL: Facilky Design and 
Environmenlal Conlrols] 

66. S10rage shelving, counters, cabine‘s and urts/casiers in the buffer area are smooth, impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfeclable. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., compu‘ers and primers) and objects (e.g., .115 and cabinets) are placed in bufferareas, airquality is verified by particle counts No 
on cerlification. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Buffer Areas, and Ante-Areas] 

There are 4 X repeater pumps, 3 X Pinnacle machines and 2 Tube rollers that are located in PEC's. Per Rph, only the Pinnacle TPN machines are 
operational during particle counts. 

QUALITY AND CONTROL 
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68. An appropriale environmenlal sampling plan has been developed for airborne viable particles based on a risk assessment of compounding activities 
performed. Volumetric air sampling IS conduc‘ed every six monms and sitfi indude lomtions within each ISO Class 5 environment and In the ISO Class 7 
and 8 areas and the areas at grea‘est risk of contamination (e. 9. work areas near the ISO Class 5 environment counters near doors pass- through 
boxes). The plan includes sample locations, meihod of collection, frequency of sampling» volume of air sampled, and time of day as related to activity in 
the compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Partide Testing 
Program—Sampling Plan] 

Yes 

69. Evalua‘ion of airborne microorganisms using volumetric collection methods in the controlled air environments is performed by properly trained 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

Per policy 9701 quarter/y VAS {using CLIMET impactor) is col/eded in all ISO classified air. 

Yes 

70. Volumetric air sampling using mal‘ extract agar (MEA) or some oh‘ler media that supports the gromh of fungi is used in high-risk level compounding 
environments. [ENVIRONMENTAL QUALITYAND CONTROL : Gmwm Media] 

N/A 

71. For low-risk level CSPS with 12-hour or less BUD, air sampling is performed at lomlions inside the ISO Class 5 environment and other areas that are 
in close proximi‘y to he ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL :Viable Air Sampling] 

N/A 

72. The number of disaele colonies of microorganisms is ooumed and reported as colonyJorming unixs (cfu) and documented on an environmental 
moniioring form. Counts from air monitoring are transformed into cfu/cubic meKer of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

Trending data is in the process of being implemented by comolale. 

No 

73. Surface sampling is accomplished in all ISO dassified areas on a periodic basis using TSA contad plates with ledthin and polysorbate 80 and/or 
swabs and is done 31 he conclusion of compounding. [ENVIRONMENTAL QUALITY AND CONTROL: Surface Cleaning and Disinlection Sampling and 
Assessmem] 

This is done in house monthly, per policy. EM policy 9701 (implemented March 2019) requires two incubation temperatures. 30-35 degrees C X2 days. 
than 20-25 degrees C X 5 days. Facility practice is incubation at 30-35 OX 72 hours. 

No 

74. Sampling dale IS collected and reviewed on a periodic basis as a means of evaluating the overall state of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL. Acfion Levels Dowmemation and Dam Evaluation] 

Yes 

75. Compelent microbiology personnel are consul‘ed If an environmental sampling consistendy shows elevated levels of microbial growth. If any mold, 
yeast, coagulase posilive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the muse and source was 
conducled. [ENVIRONMENTAL QUALITYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

Yes 

76. Surfaces in he LAFWs, BSCS, CAIS, and CACIs are cleaned and disinfected frequenfly, including at the beginning of each work shifl, before each 
belch preparation is started, every 30 minuies during cominuous compounding periods of individual CSPs, when there are spills, and when surface 
comaminalion is known or suspeded from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Yes 

77. Cleaning and disinfecting occurs before compounding is performed. Items are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose material and residue from spills, e.g., wa‘er—soluble solid residues are removed with Sterile Water and low-shedding wipes. This shall be 
followed by wiping with a residue-free disinfecling agem. such as sterile 70% IPA, which is allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 

78. Cleaning and disinfecting agents and methods of application are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sxerile Compounding Areas] 

Yes 

79. Cleaning materials, such as wipes, sponges, and mops, are non-shedding, preferably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, anle-area, and segrega‘ed compounding areas and are not removed from these areas except for disposal. If cleaning materials are reused 
(e.g., mops), there are procedures based on manufacturer recommendations thai ensure that the effediveness of the cleaning device is maintained and 
repealed use does not add ‘0 the bioburden of Me area being deaned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disin!ecting the 
Sterile Compounding Areas] 

Yes 

80. Supplies and equipment removed from shipping canons are wiped with a suitabie disinfecting agent (eg.v sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfech‘ng the S‘efile Compounding Areas] 

Inspector observed RPT remove sterile drug component from ISO 5 air into ISO 7 air, remove cap and return item to ISO 5 without disinfecting. 

No 

81. Disinfeclanl sprayed or wiped on a surface ‘0 be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecling the Sterile Compounding Areas] 

Yes 

82. S‘erile 70% IPA pads are used to disinfec‘ Me s‘erile emry poims of packages and devices. Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Inspector observed RPT spray septum with SIPA without wiping. 

No 

QUALITY AND CONTROL (Secondary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces to be disinfec‘ed for al leas‘ 30 seconds before sud’l surfaces are used to prepare CSPs. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mapped daily by rained personnel at a time when no aseptic operations are in progress using approved agents 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

85. Shelving, walls, and ceilings in ante-areas and buffer areas are cleaned and disinfected at least monthly‘ [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling lhe S‘erile Compounding Areas] 

Yes, BUT advise to document day of monthly cleaning to ensure consistency. 

Yes 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn, weeping sores, conjundivilis, and active respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal outer garmems; cosmetics; artificial nails: hand, wrist, and body jewelry that can interfere with the {it of 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Fadlily has adequale supplies ‘0 meet PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

Yes 

89. Garbing and hand hygiene are accomplished in he an‘e-area in order of dirtiest to deanat: shoes or shoe covers, head and facial hair covers, (ace 
mask, fingernail cleansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

90. Sterile gloves are donned in the buffer room/isolaior after hand deansing with an alcohol»based product with persistent activity and hands are allowed 
10 dry. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

91. Gloves are roulinely disinfected wilh sierile 70% IPA anew comacfing nonsterile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 
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92. Personnel repea‘ garbing and hand hygiene afler they are exposed to direct Contact contamination or worse than ISO Class 8 air. Gowns may be Yes 
hung in he anteroom and reused during lhe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

93. Low/Medium Risk media-fill |esis lhat closely simulate the mom challenging or stressful conditions encountered during compounding are completed at Yes 
least annually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

94. High Risk Media-fill tests |ha‘ closely simula‘e n1e most challenging or stressful conditions encountered during compounding have been completed at 
least semiannually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK 
LEVELS :High-Risk Level CSPS] 

N/A 

95. Documenlalion indicates compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observational audit |oo|s (hand hygiene, gaming, aseptic technique) and media-fill testing annually or semiannually (high risk) and 
before any compounding personnel begin ‘0 prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Yes 

96. Compounding personnel who fail wriflen |es|s observanonal audits. or whose media fill test vials have one or more units showing visible microbial 
contaminaiion are reins‘mcled and re- evaluated by expert compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Corrective action IS documemed. Compounding personnel pass all evaluations prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluation of Gaming» Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Media fill tests for three compounding RPT'S (RS, WG, GT) indicate particles found in media: Employees were not re-validated. 

No 

97. Olher cleaning personnel performing cleaning and disinfecfing procedures (e.g. environmental) are thoroughly trained in proper hand hygiene, and N/A 
garbing, cleaning, and disinfection procedures by a qualified asepfic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Competency Evalualion of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

98. Compounding personnel and oiher personnel responsible for duning routinely undergo performance evaluation of proper hand hygiene, garbing, and No 
all applicable cleaning and disinfecfing procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documenled and maintained ‘0 provide a permanent record and long»lerm assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compe‘ency Evaluation of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

GT RPT performs monthly cleaning, but has not demonsllaled proficency for [his task. 

99. Immediately afler lhe compounder comple‘es |he hand hygiene and gaming procedure, the evaluator collects a gloved fingertip and thumb sample 
from both hands of he oompounder onto appropriate agar plates. The plates are incubated at 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an ini‘ial oompe‘ency evalua‘ion and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

N5911pfl’oyee 
DB RPH failed one set of GFT on initial test, redone only once. Policy 9705 (1)0) indicates to repeat in! the number of failed GFT'S observed, 

2 ree times. 

No 

100. Re-evalualion 0f glove fingenip |es|ing omo appropriaie agar plates (Tryplicase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium-risk level CSPS and semiannually for high»risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no| be disinfected wim sterfle 70% IPA prior to testing. The cfu adion level is based on the total number 0! cfu on both 
gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

Yes 

VERIFICATION 

101. Labels of CSPs contain name and address of pharmacy, ootrect names and amounts or mncentlations of ingredients, total volumes, beyond-use 
dates, storage conditions, and r0ute(s) of adminis‘lra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verification 
of Ingredienls] 

Yes 

102. Facilily has documemation |ha| procedures have been followed K0 ensure sterility, purity, correct identities and amounts of ingredients, and stability. Yes 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS: Inspection ofSolmion Dosage Forms and Review of Compounding Procedures] 

103. CSP'S are visually inspec‘ed for abnormal parficula‘e matter and color, and intact containers and seals [FINISHED PREPARATION RELEASE Yes 
CHECKS AND TESTS : Inspection of Solution Dosage Forms and Review ofCompounding Procedures] 

Yes, BUT compan y policy 9620 requires use of black/white light box to inspect CSP‘s [or particulates but this isn't being done. 

104. Beyond Use Dates are assigned using direc‘ stability-indycafing assays or authoritative lixerature that supports the assigned BUD. [STORAGE AND Yes 
BEYOND-USE DATING : Determining Beyond—Use Da‘es] 

105. Storage time of assembled bag and vial sysiems are according to me manufacturer recommendations (eg Minibag plus, Addvantage, Add-ease) Yes 
[STORAGE AND BEYOND-USE DATING : Proprie‘ary Bag and Vial Systems] 

DISPENSING/DISTRIBUTION 

106. Fadlity has written procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength of CSPs. Yes 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS I] 
107. Modes of lransporl are used mat maimain appropriaKe ‘emperalures and prevent damage m CSPs [MAINTAINING STERILITY PURITY AND Yes 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS: Packaging and Transporting CSPS S] 

108. Facilily provides a mul‘iple componem formal training program K0 ensure paKiems and caregivers understand the proper storage, handling, use, and Yes 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

POLICYIPROCEDURE 

109. Wriflen procedures de‘ail cleaning and disinfecfing the sterile compounding areas induding deansers, disinfectants, and non-shedding wipe and mop 
materials. [ENVIRONMENTAL QUALITY AND CONTROL: C|eaning and Disinfecling the Sterile Compounding Areas] 

Yes 

110. Awriflen procedure is in place for cleaning and disinfecting the Direct Compounding Areas‘ [ENVIRONMENTAL QUAUTY AND CONTROL : Yes 
Cleaning and Disinfecting the S‘erile Compounding Areas] 

111. Fadlily has wrilten procedures to verify correct identity, quality, amounts, and purities ofingrediems used in CSPS. [FINISHED PREPARATION Yes 
RELEASE CHECKS AND TESTS : Idenmy and S‘renglh Verification of Ingredients] 

112. Policies address packaging to mainlain physio-I imegrily, sterility, smbiliw, and puri of CSPs‘ [MAINTAINING STERILITY, PURITY, AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPS] 

Yes 

113. Wrihen standard procedures describe means for pafiems ‘0 ask questions and report mncems and adverse events with CSPs, and (or compounding 
pharmadsts to correct and prevent future problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

N/A 

RADIOPHARMACEUTICALS 

114. Fadlily has appropriale primary engineering convols and radioactivity containment and shielding‘ Lomtion of primary engineering mntrols perrnmed 
in ISO Class 3 conirolled environment [RADIOPHARMACEUTICALS AS CSPS] 
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115. Radiopharmaceuticals prepared as low-risk level CSPs with 12-hour or less BUD are prepared in a segregated compounding area.  Segregated
compounding area is designated with a line of demarcation. [RADIOPHARMACEUTICALS AS CSPs]

116. Technetium-99m/Molybdenum-99 generators are eluted in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs]

MISCELLANEOUS

117. Facility engaged in office use sterile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64B16-27.700 (3)(g ] N/A

118. Compounding records are properly maintained. [FAC 64B16-28.140(4)] Yes

119. When compounding activities require the manipulation of a patient’s blood-derived or other biological material, the manipulations are clearly
separated from routine material-handling procedures and equipment used in CSP preparation activities, and they are controlled by specific standard
operating procedures in order to avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering
Controls Within ISO Class 7 Buffer Areas]

N/A

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE

120. Pharmacy technicians properly identified and supervised. [64B16-27.420, F.A.C.]

121. Medication properly labeled. [465.0255, F.S.] [64B16-28.108, F.A.C.]

122. Expired medications removed from the shelves. [64B16-28.110, F.A.C.]

123. CQl Policy and Procedures and quarterly meetings. [766.101, F.S.] [64B16-27.300, F.A.C.]

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.]

125. Pharmacy maintains patient profile records. [64B16-27.800, F.A.C.]

126. All controlled substance prescriptions contain information required. [893.04, F.S.]

127. Prescriptions for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the
quantity and date
meet the requirements of [456.42(2), F.S.].

128. Controlled substance inventory taken on a biennial basis and available for inspection. [893.07(1)(a), F.S.]

129. DEA 222 order forms properly completed. [893.07, F.S.]

130. Controlled substance records and Rx information in computer system is retrievable. [21CFR 1306.22] [64B16-28.140, F.A.C.]

131. Controlled substance records maintained for 4 years. [465.022(12)(b), F.S.]

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64B16-28.140(3)(b), F.A.C.]

133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

Remarks:
Facility has certified an ISO 7 negtive pressure hazardous cleanroom and negative pressure HD storage room. Hazardous comopounding has not been implemented at this facility
at this time. 
Routine inspection conducted with Shirley Adams RPH, Leslie Nazario, and Mary Jo Giles (PIC) .
Corrective action requested for all items marked "no" on or before June 7, 2019.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Mary Jo Giles

Date:5/7/2019 Date:5/7/2019
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115. Radiopharmaceuticals prepared as low-risk level CSPs with 12-hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated with a line 01 demarcation. [RADIOPHARMAC EUTICALS AS CSPs] 

116. Technetium-BBm/Molybdenum-BB generators are eluted in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs] 

MISCELLANEOUS 

117. Facility engaged in otfice use sterile compounding (or human use is registered with FDA as an outsourcing (acility. [FAC 64316-27700 (3)(g] N/A 

118. Compounding records are properly maintained. [FAC 64B16-28.140(4)] Yes 

119. When compounding activities require the manipulation 01 a patient’s blood-derived or other biological material, the manipulations are clearly N/A 
separated (rom routine material-handling procedures and equipment used in CSP preparation activities, and they are controlled by specific standard 
operating procedures in orderto avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND CONTROL : Placement 01 Primaw Engineering 
Controls Within ISO Class 7 Buffer Areas] 

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE 

120. Pharmacy technicians properly identified and supervised. [64316-21420, F.A.C.] 

121. Medication properly labeled. [465.0255, F.S.] [64316-23108, F.A.C.] 

122. Expired medications removed (mm the shelves. [64316-28110, F.A.C.] 

123. CQI Policy and Procedures and quarterly meetings. [766.101, F.S.] [64316-27300, F.A.C.] 

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.] 

125. Pharmacy maintains patient profile records. [64316-27300, F.A.C.] 

126. All controlled substance prescriptions contain intorrnation required. [893.04, F.S.] 

127. Prescriptions (or controlled substances are on counterfeit-prom prescription pads 0r blanks purchased (mm a Department-approved vendor and the 
quantity and date 
meet the requirements 01 [456.42(2), F.S.]. 

128. Controlled substance inventory taken on a biennial basis and available (or inspection. [893.07(1)(a), F.S.] 

129. DEA 222 order terms properly completed. [893.07, F.S.] 

130. Controlled substance records and Rx intormation in computer system is retrievable. [21CFR1306.22] [64316-28140, F.A.C.] 

131. Controlled substance records maintained (0r4 years. [465.022(12)(b), F.S.] 

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64316-28.140(3)(b), F.A.C.] 

133. Pharmacy is reporting to the PDMP within 7 days 01 dispensing controlled substance. [893.055(4), F.S.] 

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained (mm a Florida licensed distributor. 499.005 (14) 

Remarks: 
Facility_has certified an ISO 7 negtive pressure hazardous cleanroom and negative pressure HD storage room. Hazardous comopounding has not been implemented at this (acility 
at this time. 
Routine inspection conducted with Shirley Adams RPH, Leslie Nazario, and Mary Jo Giles (PIC) . 

Corrective action requested (or all items marked "no" on or beIore June 7, 2019. 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the intormation given herein is true and correct 
to the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Inspector Signature: Representative: 

Mary Jo Giles 

WW Wm VM 
Date:5/7/2019 Date:5/7/2019 
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21072
Insp # 158704

NAME
BriovaRx Infusion Services 203, Inc.

PERMIT NUMBER
27913

DATE OF INSPECTION
06/01/2018

DOING BUSINESS AS
BRIOVARX INFUSION SERVICES 203, INC.

STREET ADDRESS
9984 PREMIER PARKWAY

TELEPHONE # EXT

CITY
MIRAMAR

COUNTY
BROWARD

STATE/ZIP
FL/33025

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    8:30 am to 5:30

Monday    N Tuesday    N

Wednesday    N Thursday    N

Friday    N Saturday    N

Sunday    N

Registered Pharmacist / Intern / Tech

License #    PS49270 Licensee Name    Shirley Elisbrun

License Type    Registered Pharmacists

License #    PS36287 Licensee Name    Vincent Ekebu

License Type    Registered Pharmacists

License #    PS52096 Licensee Name    Jacqueline Rodriguez

License Type    Registered Pharmacists

License #    PS21110 Licensee Name    Manuela Vega-Rivera

License Type    Registered Pharmacists

License #    29706 Licensee Name    Katrina Phillip

License Type    Pharmacy Tech

License #    PS46873 Licensee Name    Mary Jo Giles

License Type    Registered Pharmacists

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    BA7935490

License Relations

Pharmacy Affiliate

ADLER, IAN License #  

BRONSON, DAVID License #  

DEBLASI, PAIGE License #  

FRENI, LAWRENCE License #  

KLEINMAN, IRA License #  

KRAMM, EDWARD P License #  

KRAMM, KATHEE M License #  

WILKINS, JOHN License #  

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

lNV797-Sterile Compounding 

.EALTH 
File # 21072 
Insp # 158704 

NAME PERMIT NUMBER DATE OF INSPECTION 
BriovaRx Intusion Services 203, Inc. 27913 06/01/2018 

DOING BUSINESS AS 
BRIOVARX INFUSION SERVICES 203, INC. 

STREET ADDRESS TELEPHONE it EXT 
9984 PREMIER PARKWAY 

CITY COUNTY STATE/ZIP 
MIRAMAR BROWARD FL/33025 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y WeeklyHours 8:30 amto 5:30 

Monday N Tuesday N 

Wednesday N Thursday N 

Friday N Saturday N 

Sunday N 

Registered Pharmacist I Intern I Tech 

License # P849270 Licensee Name Shirley Elisbrun 

License Type Registered Pharmacists 

License # P836287 Licensee Name Vincent Ekebu 

License Type Registered Pharmacists 

License # P852096 Licensee Name Jacqueline Rodriguez 

License Type Registered Pharmacists 

License # P821110 Licensee Name Manuela Vega-Rivera 

License Type Registered Pharmacists 

License # 29706 Licensee Name Katrina Phillip 

License Type Pharmacy Tech 

License # P846873 Licensee Name Mary Jo Giles 

License Type Registered Pharmacists 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

I 
DEA Reg # BA7935490 

I I 

License Relations 

Pharmacy Afliliate 

ADLER, IAN License # 

BRONSON, DAVID License # 

DEBLASI, PAIGE License # 

FRENI, LAWRENCE License # 

KLEINMAN, IRA License # 

KRAMM, EDWARD P License # 

KRAMM, KATHEE M License # 

WILKINS, JOHN License # 
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I 
YORK, CHRISTOPHER [License #

I 

RX DPT MGR/CORIPOR 

I 
ELISBRUN, SHIRLEY 

I 
License # 49270

I 

Special S‘erile Compounding 

I 
BRIOVARX INFUSION SERVICES 2033, INC. lLioense # 18740 

INV797 - Sterile Compounding 

Low RISK 

1. Low risk CSP'S are propefly idenlified: Asep‘ic manipulafions wimin an ISO Class 5 environment using three or fewer sterile products and no more than 
M0 enlries into any oomainer. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low»Risk Level CSPs] 

2. Low Risk CSP'S, in absence of passing s‘erility tesi, siored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45 
days in solid frozen slate 9| -25" to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs] 

3. Low Risk CSP'S with 12 hour BUD are propefly idemified and comply with all fourspecific criteria. 1‘ PEG in Segregated Compounding area 2. Away 
from windows, doors , high traffic areas 3. Hygiene & gaming required, sinks nm adjacent to PEG. 4. Cleaning & Disinfecting, Personnel training, 
Compelency evaluation, Garbing, Aseptic work pracfioes, Viable and non»viable environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISV 
LEVELS : Low-Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP'S are properly idenlified: Aseph‘c manipulations within an ISO Class 5 environment using prolonged and complex mixing and transier, 
more than 1hree slerile products and enlries imo any oomamer, and pooling ingredients from multiple sterile produms to prepare multiple CSPs. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPS] 

5. Medium Risk CSP's, In absence of passing s‘erility ‘esi, siored no‘ more than 30 hours at controlled room temperature, 9 days at cold temperature, or 
45 days in solid frozen state 3‘ -25“ ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs] 

HIGH RISK 

6. Presteriliza‘ion procedures for high-risk level CSPS. such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

7. High Risk CSP's are properiy idenlified: Confirmed presence of nons‘erile ingredients and devices, or confirmed or suspected exposure of sterile 
ingrediems for more lhan one hour ‘0 air quality inferior ‘0 ISO Class 5 before final sterilization [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPs] 

8. High Risk CSP'S, in absence of passing sierility ‘es‘ are not stored more than 24 hours at controlled room tempemture, 3 days at cold temperature, or 
45 days in solid frozen state a‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High—Risk Level CSPS] 

9. A 0.2-pm certified sterilizing membrane filter is used lha‘ is chemically and physically compatible with the CSP. Filtration is completed rapidly without 
fil‘er replacement Sterilization me‘hod is verified ‘0 achieve sKerilily for the quantity and type of containers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Steriliza‘ion of High-Risk Level CSPs by Filtration] 

10. Slerilizalion method used has documen‘afion mat accep‘able suength and pumy of ingredients and integrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

11. The manufacturer recommended filter in‘egrily (e.g.. bubble poim) Kest is performed and documented for all sterilizing filters after filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Filtration] 

12. Auloclave cycle has been verified using appropriate biological indicators. Solmions are passed through a 1.2-um or smaller filter into final containers to 
remove particulates before sterilization. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
Steam] 

13. Dry hea1 ovens used for sterilization have filtered forced air. Only muse items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

14. The descriplion of dry hea‘ sierilization condih‘ons and duration for specific CSPS is induded in wrinen documentation in the compounding facility. The 
effec‘iveness of dry heat sterilization is verified using appropria‘e biologiml indicators and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Steriliza‘ion of High-Risk Level CSPs by Dry Heal] 

15. Dry heat depyrogenation is used ‘0 render glassware or containers, such as vials free from pyrogens as well as viable microbes. The description of 
1he dry heai depyrogenation cyde and duralion for specific load flems is included in written documentation in the compounding facilky. The eflectiveness 
of \he dry hea‘ depyrogenalion cycle is verified using endo‘oxin challenge vials (ECVS). [VERIFICATION OF COMPOUNDiNG ACCURACY AND 
STERILITY : Depyrogenation by Dry Heat] 

16. S‘erilily testing is completed for all High—risk level CSPS prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2"10 8", and 6 hours atwarmer than 8" before being s‘erilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

USP <71> STERILITY TESTING (Outsourced) 

17. Oulsourced slerility testing resulls indica‘e Mam is compliam with USP<71>. A method not described in the USP may be used if validation 
demonstrates hat the al‘ernative is al leas‘ as effech've and reliable. [STERILITY TEST USP<71>] 

18. Omsourced: The number of articles |es|ed are appropnale according to USP<71>, [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Outsourced: The volume/quantity tes‘ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

20. Ou‘sourced: A USP<71> method suilability tes‘ has been done wim appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suhabili Tesl] 

21. Omsourced: Sterility testing repons are reviewed and appropriate actions taken and documented [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERILITY TESTING 
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22. On site: Membrane fillralion is used if appropria‘e. (The tedmique of membrane filtration is used whenever the nature of the product permits; that is, 
for filierable aqueous preparations, for alcoholic or oily preparations, and for preparations miscible with, or soluble in, aqueous or 0i solvents, provided 
these solvents do not have an antimicrobial effec‘ in ‘he condmons of the test.) Finers are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : S‘erilily Testing] 

23. On sile: Direct inoculation is done only when membrane fmration cannot be mrried ouL Voiume to be inoculated does not exceed 10% 01 the culture 
media Volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

24. On site: The number of articles tested are appropriate according to USP<71>, [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

25. On site: The volume/quanlfly ‘ested is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

26. On sile: A growlh promotion test has been done on me media with me 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71> : Growth Promotion Tes‘ of Aerobes, Anaembes, and Fungi] 

27. On sile: A USP<71> method suitability |est has been done with appropriate inowlum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suitabiliiy Test] 

28. On site: TSB or SCD is incuba‘ed 3| 20-25 Cfor14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Temperaiures] 

29. On site: FTM is incubated a‘ 30-35 C for 14 days (2 Inouba‘ots present). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures] 

30. On site: Sterility testing is documented including Io‘ numbers and expiration dates of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

31. On si1e:Sleri|ilylesling reports are reviewed and appropria‘e actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32. Endotoxin tesling is conduc‘ed for High-risk level CSP'S mm are prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours al 2" to 8", and 6 hours at warmer than 8“, before being sKerilized or in multidose containers for administration k) multiple patients. (excluding those 
for inhalalion and ophthalmic administration) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

33. Endotoxin lesling process indica‘es lha‘ ii is compliam wim USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] 

34. High Risk CSP'S are within allowable limils for bac‘erial endomxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial 
Endotoxin (Pyrogen) Tesling] 

IMMEDIATE USE COMPOUNDING 

35. Immediate-use compounding complies wilh all six specified criteria. 1. Low»risk sterile nonhazardous products or diagnostic radiopharmaceutical 
producis from he manufac‘urers' original comainers. Anfi-neoplasu’m shall not be prepared as immediate-use CSPs because they are hazardous drugs. 
2. Unless required for the preparation, |he compounding procedure is a continuous process not to exceed 1 hour. 
3. During preparation, aseptic technique is followed and, if no‘ immediaKely administered, the finished CSP is under continuous supervision to minimize the 
potential for comacl with nons‘erile surfaces, immducfion of paniculaKe matter or biologiml fluids, mix»ups with other CSPS, and direct Contact 0! outside 
surfaces. 
4. Administralion begins n0| |a|er |han 1 hour following Me s‘an of me preparation of the CSP. 
5. Unless immedialely and complelely administered by he person who prepared it or immediate and complete administration is witnessed by the preparer, 
Vhe CSP shall bear a label |is|ing paliem iden‘ifica‘ion informafion, the names and amounts of all ingredients, the name or initials of the person who 
prepared lhe CSP, and he exad 1-hour BUD and time. 
6. If adminislration has no‘ begun within 1 hour following ‘he Stan ofpreparing the CSP, the CSP shall be promptly, properiy, and safely disnrded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLEIMULTIPLE DOSE CONTAINER BUD 

36. Beyond-use dale does not exceed 28 days for multiple-dose containers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Yes 

37. Beyond-use |ime does no‘ exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified olherwise by the manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

Policy 7065 instructs SDV‘S and Pharmacy Bulk Packages to be discarded after six hours, but does not indicate if opened and remains in ISO 5 PEG 

No 

38. Beyond-use time does not exceed 1 hour for closure sealed single—dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

39. Single-dose ampules are discarded immedia|e|y after use. [SINGLEDOSE AND MULTIPLE-DOSE CONTAINERS] 

HAZARDOUS DRUGS 

40. A pressure indicator is inslalled and differemial pressures are monitored and documented daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

N/A 

41. Hazardous drug buffer room is 3‘ leas‘ 0.01 inch wa‘er column negative prfisure with 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPs Yes 

42. Al lees! 0.01 inch water column negative pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhat: “When closed—sysiem vial-transfer devices (CSTDS) (i.e., viaHIansfer systems that allow no venting or exposure of hazardous substance to 
the environmenl) are used, they shall be used wimin an ISO Class 5 environment ofa BSC or CACI‘ The use of the CSTD is preferred because 0! their 
inherent closed syslem process. In facilities lha‘ prepare a low volume of hazardous drugs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI 1hal is localed in a non-negalive pressure room) is acceptable.“ For purpose of said provision, a ‘Iow volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear approptiate personal protective equipment. [HAZARDOUS DRUGS AS CSPs] N/A 

44. Hazardous drugs are handled with uuh‘on al all ‘imes using appropriate chemotherapy gloves during receiving, distribution, smoking, inventorying, 
preparing for administration, and disposal. Spill kits are available. [HAZARDOUS DRUGS AS CSPs] 

Yes 

45. Hazardous drugs are prepared in an ISO Class 5 environment (BSC or CACI) with protective engineering controls in place, following aseptic practices 
specified for he appropria‘e comaminalion risk levels. [HAZARDOUS DRUGS AS CSPs] 

N/A 

46. Hazardous drugs are s‘ored separa‘ely from oiher inventory in a manner K0 prevent contamination and personnel exposure, [HAZARDOUS DRUGS 
AS csps] 

Clean mom suite contains a negative pressure storage room: -0.02"w.c. a! lime a! inspedion. 

Yes 

47. Access to hazardous dmg preparation areas is limited to amhofized compounding personnelA [HAZARDOUS DRUGS AS CSPS] N/A 
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48. Annual dowmen‘a‘ion of hazardous dmg lraining of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs WA 
is available. [HAZARDOUS DRUGS AS CSPS] 

49. Compounding personnel of reproductive capabili‘y have confirmed in writing mat they understand the risks of handling hazardous drugs. N/A 
[HAZARDOUS DRUGS AS CSPS] 

50. Fadlily mainlains appropria‘e disposal comainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] N/A 

FACILITY DESIGN AND CERTIFICATION 

51. Cenification and testing of primary (LAFWS, BSCS, CAIS and CACIS) and secondary engineering controls (buffer and ante areas) have been performed 
by a qualified individual no less lhan every six momhs and whenever me device or room is relocated, altered, or major service to the facility is performed. 
Correclive action for deficiencies are documented. Cerfificafion procedures sum as those oudined in the CETA Certification Guide for Sterile Compoundinu 
1F_aci|itiesP(CAG-0103-2006) are conduc‘ed under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Norwiable Particle 

esling rogram 
MTA certified ISO 7 ante, ISO 7 clean room, ISO 7 HD room and a negative pressure hazardous dnlg storage mum. PEC'S: 7 X LAFW and 1 880 

Class II A 2 all to ISO 5 under as built conditions. 

Yes 

52. Primary engineering conlrols provide unidiredional (i.e., laminar) HEPA filtered air. Air pattern analysis via smoke studies are conducted at the critical 
sile 10 demonslrale unidireclional airflow and sweeping action over and away from the product under dynamic mnditionlNVlRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal ConKrols] 

Yes 

53. The primary engineering controls are placed wiihin a buffer area in such a manner as to avoid conditions that could adversely affect their operation. 
The PEC is placed out of the lraffic flow and in a manner ‘0 avoid disruption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facili‘y Design and Environmemal Commls] 

Yes 

54. All HEPA filters are leak tested afler installah‘on and every six months thereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

Yes 

ISOLATORS 

55. CAIs are proven to maintain ISO Class 5 air when parfide coums are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward lransfer of materials, and compounding manipulations when such CAls are located in air quality worse than 
ISO Class 7. [ENVIRONMENTAL QUALITYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequate recovery time for isola‘ors ‘0 achieve ISO Class 5 air quality is allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

57. Personnel garbing requiremenls are followed for CAIS unless manufacturer provides written documentation based on validated testing that any 
components of PPE are n0| required ‘0 maimain s‘enlity of CSPs. {ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fad|i1y has pressure gauges 0r velocity me‘ers to monitor the prfisure differential or airflow between the buffer area and ante-area, and the ante-area 
and the general environment ou‘side lhe compounding area. The results are reviewed and documented on a log at least daily or by a continuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water coiumn (w.c.))A Alternatively, in facilities where Iow- and medium-risk 
level CSPS are prepared, differential airflow is maimained at a minimum velacity of 0.2 meter/second (40 fpm) across a line of demarcation between buffer 
area and anle-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Yes 

59. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, Yes 
and he! provides not less lhan 30 air changes per hour or qualifies for exception in 64B1627‘797(4)(c)‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Facility Design and Environmenlal Conlrols] 

60. Aclivilies and tasks carried om within |he buffer area are limiKed K0 only those necessary when working within a controlled environment. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and EnvironmemaI Controls] 

61. Only lhe furniture, equipmenl, supplies, and o‘her ma‘erial required for the compounding activities to be performed are brought into the buffer room. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

62. Surfaces and essential fumi‘ure in buffer rooms or zones and dean rooms are nonporous, smooth, non»shedding, impermeable, deanable, and Yes 
resisiani 10 disinfectants. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Dfiign and Environmental Controls] 

63. The surfaces of ceilings, walls, floors, fixtures, shelving, counters, and cabinets in the buffer area are smooth, impervious, free from cracks and Yes 
devices, and non-shedding, thereby promoling cleanabili‘y, and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

64. Ceiling tiles are caulked around each perimeier and to walls ‘0 seal them to the support frame. The exterior lens surface of ceiling lighting fixtures is Yes 
smooth, mounted flush, and sealed. All olher penelrafions ‘hrough the ceiling or walls are sealed‘ [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

65. The buffer area does no‘ conlain sources of water (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
stainless steel or molded plastic, 50 “we! lhey are easily deaned and disinfected. [ENVIRON MENTAL QUALITY AND CONTROL : Facility Design and 
Environmenlal Conlrols] 

66. Storage shelving, oounlers, cabinets and urts/casiers in me buffer area are smooth, impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfeciable. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., compu‘ers and primers) and objects (e.g., carts and cabinets) are placed in buffer areas, air quality is verified by particle counts Yes 
on cerlificaiion. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Buffer Areas, and Ante-Areas] 

QUALITY AND CONTROL 

68. An appropriate environmental sampling plan has been developed for airborne viable particles based on a risk assessment of compounding activities No 
performed. Volumeiric air sampling is conducied every six monms and siKes include lomtions within each ISO Class 5 environment and in the ISO Class 7 
and 8 areas, and the areas 3‘ greates‘ risk of comaminafion (e.g., work areas near the ISO Class 5 environmem, counters near doors, pass-through 
boxes). The plan includes sample localions, meihod of collection, frequency of sampling, volume of air sampled, and time of day as related to activity in 
‘he compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Particle Testing 
Program—Sampling Plan] 

Environmental policy 9701 does not include USP <797> required viable air sampling by impaction, amount of air to be sampled in each ISO class space 
and sampling locations. Advise to use viable air sampling locations to evaluate CFU trends. 

69. Evalualion of airborne microorganisms using volumevic collection methods in the controlled air environments is performed by properly trained Yes 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

70. Volumetric air sampling using mal‘ exlracl agar (MEA) or some other media that supports the growth of fungi is used in high-risk level compounding N/A 
environmenls. [ENVIRONMENTAL QUALITYAND CONTROL : (3t Media] 
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71. For low- risk level CSPs wilh 12- hour or less BUD air sampling IS performed at lomtions inside the ISO Class 5 environment and other areas that are WA 
in close proximi‘y to he ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL: Viable Air Sampling] 

72. The number of disaele colonies of microorganisms is ooumed and reponed as coionyJorming units (cfu) and documented on an environmental Yes 
moni‘oring form. Counts from air moni‘oring are iransformed ink) cfu/cubic meter of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubation Period] 

N/A 

73. Surface sampling IS accomplished In all ISO dassified areas on a periodic basis using TSA contact plates with lecithin and polysorbate 80 and/or Yes 
swabs and IS done at he conclusion of compounding. [ENVIRONMENTAL QUAL|TY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmeni] 

Facility does month/y Surface sampling in house. 

74. Sampling data is collected and reviewed on a periodic basis as a means of evaluating the overall state of control of the mmpounding environment. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL : Acfion Levels, Dowmemation and Dam Evaluation] 

N/A 

75. Compelent microbiology personnel are consul‘ed if an environmemal sampling consistendy shows elevated levels of microbial growth. If any mold, Yes 
yeas‘, coagulase positive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the muse and source was 
oonduded. [ENVIRONMENTAL QUAL|TYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

Hazardous drug clean room viable air sampling resulted in fungal growth: investigation and terminal cleaning was completed. Retestr'ng was completed 
on May 2152, results pending. 

76. Surfaces in the LAFWs, BSCS, CAIS, and CACIS are cleaned and disinfected frequendy, including at the beginning ofeach work shift, before each 
batch preparafion is starled, every 30 minu‘es during cominuous compounding periods of individual CSPs, when there are spills, and when surface 
contaminaiion is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 

Calvfounding Areas] 

Yes 

77. Cleaning and disinfecting occurs before compounding is performed. I‘lems are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose material and residue from spills, e.g., wa‘er—somble solid residues are removed with Sterile Water and low-shedding wipes. This shall be 
followed by wiping with a residue-free disinfecling agent such as sterile 70% IPA, which is allowed to dry before compounding begins. [ENVIRONMENTAL 

Qfifilw AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 

78. Cleaning and disinfecting agents and methods of application are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

79. Cleaning materials, such as wipes, sponges, and mops, are newshedding, preferably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, anle-area, and segrega‘ed compounding areas and are not removed from these areas except for disposal. If cleaning materials are reused 
(e.g., mops), there are procedures based on manufacturer recommendations lhaK ensure that the effectiveness of the cleaning device is maintained and 
repealed use does not add ‘0 the bioburden of lhe area being deaned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
Sierile Compounding Areas] 

Yes 

80. Supplies and equipmem removed from shipping canons are wiped WM 3 suitable disinfecting agent (e‘g‘, sterile 70% PA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing the S‘efile Compounding Areas] 

Yes 

81. Disinfectant sprayed or wiped on a surface ‘0 be disinfected is allowed K0 dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecling the Sterile Compounding Areas] 

Yes 

82. S‘erile 70% IPA pads are used to disinfec‘ lhe sten‘le emry poims of packages and devices Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cluning and Disinfecting the Sterile Compounding Areas] 

Yes 

QUALITY AND CONTROL (Secandary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segrega‘ed compounding areas are deaned a‘ least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces (0 be disinfected for at |eas| 30 seconds before such surfaces are used m prepare CSPs‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting the S‘erile Compounding Areas] 

N/A 

84. Floors in ISO Class 7 and 8 areas are mapped daily by trained personnel at a time when no aseptic opelations are in progress using approved agents 
and procedures described in wriflen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

N/A 

85. Shelving, walls, and ceilings in an‘e-areas and buffer areas are cleaned and disinfected at least monthly [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecting the Sterile Compoundmg Arus] 

N/A 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn, weeping sores, conjunctivitis, and active respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal ou‘er garments; cosmetics; artificial nails: hand, wrist, and body jewelry that can interfere with the {it 01 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Facilily has adequate supplies ‘0 mee‘ PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing} 

Yes 

89. Garbing and hand hygiene are accomplished in the ems-area in order of dirtiest to cleanest shoes or shoe cavers, head and facial hair covers, face 
mask, fingernail cleansing, hand and forearm washing and drying; non»shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

90. Slerile gloves are donned in he buffer room/isolator afler hand deansing with an alcohoHJased product with persistent activky and hands are allowed 
to dry. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

91. Gloves are routinely disinfected wilh sterile 70% IPA afler contacfing nonslerile objecxs. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing} 

Yes 

92. Personnel repeat garbing and hand hygiene after hey are amused K0 direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in ‘he anteroom and reused during lhe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

93. Low/Medium Risk media-fill tests 1113‘ closely simulaie the most challenging or stressful conditions encountered during compounding are completed a‘ 
least annually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

Yes 

94. High Risk Media-fill tests that closely simula‘e lhe mosK challenging or stressful conditions encoumered during compounding have been completed at 
least semiannually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK 
LEVELS :High-Risk Level CSPS] 

N/A 
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95. Documemalion indica‘es compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observafional audit mols (hand hygiene, gaming. aseptic technique) and media»fi|l testing annually or semiannually (high risk) and 
before any compounding personnel begin ‘0 prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Pradices and Cleaning/Disinfection Procedures] 

Yes 

96. Compounding personnel who fail wriuen |esls, observafional audiKs, or whose media»fi|| xest vials have one or more units showing visible microbial 
comamina‘ion, are reinstmcled and re-evalua‘ed by expert compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Corrective action is documented. Compounding personnel pass all evaluaticns prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluation of Gaming, Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

N/A 

97. Oiher cleaning personnel performing cleaning and disinfecfing procedures (5.9. environmemal) are thoroughly trained in proper hand hygiene, and 
garbing, cleaning, and disinfection procedures by a qualified aseptic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Compelency Evaluation of Garbing, Aseph'c Woyk Practices and Cleaning/Disinfection Procedures] 

N/A 

98. Compounding personnel and olher personnel responsible f0( cleaning rominely undergo performance evaluation of proper hand hygiene, garbing, and 
all applicable cleaning and disinfecling procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documented and maimained ‘0 provide a permanent record and long»lerm assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluation of Gaming, Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

Yes 

99. Immedialely afler the compounder comple‘es ‘he hand hygiene and gaming procedure, the evaluator collects a gloved fingertip and thumb sample 
from boih hands of the oompounder on‘o appropria‘e agar p|aKes. The plaies are inwbaled at 30-35“ for 2—3 days‘ All compounding personnel have 
successfully completed an initial oompe‘ency evaluation and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

Policy 9705 indicates new employees shall complete hand hygiene three times. but no! regarb three times. 

No 

100. Re-evalualion of glove fingertip testing on‘u appropria‘e agar plates (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at |eas| annually for Iow- and medium-nsk level CSPS and semiannually for high»risk level CSPs before being allowed to continue 
compounding CSPs. Gloves shall not be disinfected wim sierile 70% IPA prior to testing. The cfu action level is based on the total number 0! cfu on both 
gloves and n0| per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

Yes 

VERIFICATION 

101. Labels of CSPs contain name and address of pharmacy, oonect names and amounts or ooncemrations of ingredients, total volumes, beyond-use 
da‘es, slorage condilions, and r0ute(s) of administra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verification 
of Ingredients] 

N/A 

Yes 

102. Facilily has documentation lha‘ procedures have been followed to ensure sterility, purity, correct identities and amounts of ingredients, and stability. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS : InspecKion ofSolmion Dosage Forms and Review of Compounding Procedures] 

Yes 

103. CSP'S are visually inspected for abnormal parficula‘e matter and color, and intact containers and seals. [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspection of Solution Dosage Fans and Review ofCompounding Procedures] 

Yes 

104. Beyond Use Da‘es are assigned using dired slabllily-indscafing assays or authoritative literature that supports the assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining Beyond—Use Dams] 

N/A 

Yes 

105. Slorage lime of assembled bag and vial sysiems are according K0 the manufacturer recommendations (69 Minibag plus, Addvantage, Add-ease) 
[STORAGE AND BEYOND-USE DATING : Proprie‘ary Bag and Vial Systems] 

N/A 

DISPENSING/DISTRIBUTION 

106. Fadlily has wrilten procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength 0! CSPs. 
[MAINTAINING STERILITY PURITY AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS 2] 

N/A 

107. Modes of transport are used |ha| maintain appropnate ‘emperatures and prevent damage to CSPs [MAINTAINING STERILITY PURITY AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS: Packaging and Transporting CSPS 5] 

N/A 

108. Facilily provides a multiple component formal iraining program to ensure patiems and caregivers understand the proper storage, handling, use, and 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

N/A 

POLICY/PROCEDURE 

109. Wriflen procedures detail cleaning and disinfecfing the s‘erile compounding areas induding deansers, disinfectants, and non-shedding wipe and mop 
ma1erials. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

110. Awriflen procedure is in place for cleaning and disinfecting the Direct Compounding Areas [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecling |he Sterile Compounding Areas] 
Yes 

111. Facilily has wriuen procedures ‘0 verify correct identity, quality, amounts, and purities ofingrediems used in CSPS‘ [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Idenmy and Strengih Verifiunon of Ingredients] 

Yes 

112. Policies address packaging to mainlain physinl imegrity, sKeriliKy, stabilcitsyb and purity of CSPs [MAINTAINING STERILITY PURITY AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS: Packaging and TransponingC P5] 

Yes 

113. Wriflen standard procedures describe means for pah‘ems K0 ask questions and report ooncems and adverse events with CSPs, and (or compounding 
pharmacisls 10 correct and prevem fu‘ure problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

Yes 

RADIOPHARMACEUTICALS 

114. Facilily has appropriate primary engineering conlrols and radioactivity containment and shielding‘ Lomtion of primary engineering controls perrnmed 
in ISO Class 8 conlrolled environment. [RADIOPHARMACEUTICALS AS CSPS] 

115. Radiopharmaoeutiolls prepared as low-risk level CSPS with 12-hour or less BUD are prepared in a segrega‘ed compounding area. Segregated 
compounding area is designated wi|h a line of demaroflion. [RADIOPHARMACEUTICALS AS CSPs] 

116. Techneiium-QQm/Molybdenum-BS genera‘ors are aimed In ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs] 

MISCELLANEOUS 

117. Facilily engaged in office use sterile compounding for human use is registered with FDA as an outsourcing facilityA [FAC 64816-27100 (3)(g] N/A 

118. Compounding records are propefly maimained. [FAC 64316-28.140(4)] N/A 

Page 6 6/1/2018



INV797-Sterile Compounding
Insp # 158704 BriovaRx Infusion Services 203, Inc.

File # 21072

Page 7   6/1/2018

119. When compounding activities require the manipulation of a patient’s blood-derived or other biological material, the manipulations are clearly
separated from routine material-handling procedures and equipment used in CSP preparation activities, and they are controlled by specific standard
operating procedures in order to avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering
Controls Within ISO Class 7 Buffer Areas]

N/A

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE

120. Pharmacy technicians properly identified and supervised. [64B16-27.420, F.A.C.]

121. Medication properly labeled. [465.0255, F.S.] [64B16-28.108, F.A.C.]

122. Expired medications removed from the shelves. [64B16-28.110, F.A.C.]

123. CQl Policy and Procedures and quarterly meetings. [766.101, F.S.] [64B16-27.300, F.A.C.]

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.]

125. Pharmacy maintains patient profile records. [64B16-27.800, F.A.C.]

126. All controlled substance prescriptions contain information required. [893.04, F.S.]

127. Prescriptions for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the
quantity and date
meet the requirements of [456.42(2), F.S.].

128. Controlled substance inventory taken on a biennial basis and available for inspection. [893.07(1)(a), F.S.]

129. DEA 222 order forms properly completed. [893.07, F.S.]

130. Controlled substance records and Rx information in computer system is retrievable. [21CFR 1306.22] [64B16-28.140, F.A.C.]

131. Controlled substance records maintained for 4 years. [465.022(12)(b), F.S.]

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64B16-28.140(3)(b), F.A.C.]

133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

Remarks:
This is a change of location inspection;  Previously located at 15951 SW 41 St; Davie under the name of Ambient Healthcare of So. Florida, Inc.  Many answers are N/A;  Firm will
not be compounding hazardous CSP's at this time, but has a negative pressure chemical room and a negative pressure clean room.  Inspection conducted with Shirley Elisbrun
Rph  PIC and Mary Jo Giles RXM;  Please send inspector a corrective action plan for all deficiencies on or before July 2, 2018.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Shirley Elisbrun

Date:6/1/2018 Date:6/1/2018
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Synopsis:  This investigation is predicated upon an internally generated complaint (Case Summary and attachments, 
Exhibit #1), from the DEPARTMENT OF HEALTH/MQA/ISU/FORT LAUDERDALE, notifying of a failed sterile 
compounding inspection at AMBIENT HEALTHCARE OF S. FLORIDA, INC., located at 15951 SW 41st Street, Suite 
500, Davie, Florida.  The inspection was conducted on 08/24/2017, by MONICA BOWER, R.Ph., Senior Pharmacist, 
who identified multiple deficiencies  including failure to cease sterile compounding on a hood that failed certification due 
to HEPA filter leak; failure to maintain clean air inside the buffer room and ante room; failure to use proper plate to 
identify fungi in clean room; failure to indicate time/day of initial entry of single dose bags inside hood or discard after 
initial use; failure to discard a vial of sterile drug kept in the refrigerator after initial use with no time stamp of initial entry; 
failure to disinfect dirty scissors before placing non-sterile item in the hood; failure to train a newly hired employee 
before allowing person to compound sterile products; failure to validate effectiveness of hand hygiene and garbing of all 
personnel with the exception of one technician; failure to validate that any employee is competent to compound sterile 
products; and failure to validate compounding personnel through mimicking the most challenging batch;   
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INVESTIGATIVE DETAILS 

INTERVIEW OF MONICA BOWER, R.Ph (Source) 
Employment: 
Senior Pharmacist 
Florida Department of Health MQA/ISU 
1400 W. Commercial Boulevard, Suite 130 
Fort Lauderdale, FL 33309 
(954) 267-4530 

On 08/30/2017, MONICA BOWER, who was interviewed via phone, stated she found many 
deficiencies during her inspection of AMBIENT HEALTHCARE OF SOUTH FORIDA, INC., on 
08/24/2017. BOWER stated the pharmacy is a home infusion care provider, and a main concern 
was that no evaluation was done on a newly hired pharmacy technician, GSA-GSA TALAMAS 
(RPT38111), regarding garbing and to see if she could perform glove fingerprint testing without 
contaminating her hands. BOWER saw TALAMAS in the buffer room wearing jewelry — necklace 
and earrings; she was wearing nail polish, makeup and wore false eye lashes. TALAMAS was 
compounding sterile products and being trained by another technician — RANGELO SARIANO 
(RPT13639), who did not have his beard covered. 

BOWER stated staff was not trained in keeping microorganisms out of compounded sterile 
products. The HEPA filter failed certification due to leaks inside the filter, and sterile compounding 
was being done in the hood during the period of failure. No compounding should have been done; 
the integrity of the HEPA filter was compromised, so there is a possibility that the products could 
have been contaminated with microorganisms. 

BOWER stated there were non-sterile items and she witnessed a dirty pair of scissors placed 
inside the hood that should have been disinfected. There were dirty chairs in the clean room which 
was cluttered and messy with bins and trays (Exhibit #6). BOWER stated whenever the swing 
door that leads to the ante room from the pharmacy is open, the buffer room door also opens; it is 
not secured, and lets in dirty air each time someone leaves or enters the clean room. The door 
inside the clean room is also dirty and needs to be repaired. BOWER also stated a radio was 
stored under the hood and it was playing loudly. 

BOWER found a single-dose vial in the refrigerator with sterile Vancomycin which had no time or 
date of initial use, and should have been discarded (Exhibit #6). While in the clean room she also 
saw bags with sterile water for injection hanging, and she was told it was only used that morning. 
BOWER stated the technicians should have put dates and times on the bags. 

On 09/06/2017, BOWER stated in an interview at the Fort Lauderdale field office, with AMBIENT 
HEALTHCARE‘s Pharmacy Manager, ENRIQUE HERNANDEZ, KATRINA PHILLIP (RPT29706), 
DAN HAYES, and MICHAEL GERACI, a newly employed General Manager, also presented. 
BOWER referred to the pharmacy inspection done on 08/01/2016 (Exhibit #3), and stated she 
spoke with HERNANDEZ about the deficiencies. However, only some of the deficiencies were 
corrected; the other issues came up again during the repeat inspection on 08/24/2017 (Exhibit #3). 

BOWER advised of “dirty ail" inside the buffer, and ante rooms, which is compromising patients‘ 
health. She observed employees leaving the ante room door open. She also noted the buffer 
room door kept swinging. HAYES stated attempts were made to contact contractors to repair or 
replace the air handler in the buffer room, but had not identified anyone who was willing to “take on 
the work." 
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BOWER disputed item #61 in HERNANDEZ‘s response (Exhibit #14), and stated when she walked 
in the clean room, she found it “ven/ cluttered;" HERNANDEZ, in his statement, said they only 
keep essential equipment and supplies for each day‘s compounding activity. While BOWER stated 
she understands employees need the right atmosphere to work, she could hardly hear anybody 
speaking over the radio. BOWER stated no one was refilling the stock. BOWER understands the 
clean room is inspected and certified every six (6) months; however, the inspection/certification 
process is not related to the concern she has regarding employees bringing in items to the clean 
room. 

Reference item #80 (Exhibit #14), BOWER stated she saw a technician handing the compounding 
employee a pair of scissors that were not disinfected with alcohol; the scissors were dirty. BOWER 
stated the pharmacy has monthly cleaning records, however there was no record of cleaning of 
walls and ceilings in the month of April. She made recommendations to do same week Cleaning 
each month to prevent a lag in the process. 

BOWER stated when HERNANDEZ accompanied her to the ante room, he walked away, and left 
the door open. She looked in the see-through panel in the buffer room and saw the new employee 
compounding (Exhibit #6), contrary to what HERNANDEZ stated in his response (Exhibit #14). 

BOWER stated this was the second inspection where aseptic techniques and garbing were not 
being practiced. 

INTERVIEW OF DAN HAYES (Witness) 
Employment: 
Regional Vice President, Branch Operations FL/GA 
Ambient Healthcare of S. Florida Inc. 
Office: (727) 786-1964(O); (727-313-1057 (C) 

HAYES presented to the Fort Lauderdale field office on 09/06/2017, stated the deficiencies 
identified at the 2016 inspection would have been dealt with, but the corporation had plans to 
move the pharmacy to Miramar. HAYES stated corporate had concerns with the city of Miramar 
regarding issuance of a permit to operate, which is still not done to date. 

HAYES stated upon receipt of the complaint (Exhibit #2), the decision was made to immediately 
comply with the Department; efforts are in place to make the changes and correct the issues at 
hand. HAYES stated the pharmacy got a quote (Exhibit #11), and they are working on rectifying 
the problems with the clean room; corrective action plans are in place (Exhibit #14), and work is in 
process to expedite the matter. HAYES stated a new facility is still planned for Miramar Parkway. 

INTERVIEW OF ENRIQUE HERNANDEZ. R.Ph 
Employment: 
Pharmacy Manager 
Ambient Healthcare of S. Florida Inc. 
15951 SW 415‘ Street, Suite 500 
Davie, FL 33331 
(954) 389-1126/991-3627 

On 08/29/2017, HERNANDEZ stated via phone that the owners of AMBIENT HEALTHCARE OF 
S. FLORIDA, |NC., are located in the city of Lenexa in Kansas; however, Regional Vice President, 
DAN HAYES was visiting the Florida pharmacy. 
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HERNANDEZ stated it appeared to him that BOWER might have misinterpreted some of what she 
was told during her inspection, and it was his intention to treat each line item listed on the 
complaint, and show what has been done or remains to be re-done. HERNANDEZ stated he 
would provide an initial response and evidence of corrective actions (Exhibit #14) taken with 
immediate effect. 

On 09/05/2017, HERNANDEZ stated several things are in place, such as door repairs, and 
attempts being made to obtain a quote for additional repairs. 

On 09/06/2017, HERNANDEZ presented to the Fort Lauderdale field office with KATRINA PHILLIP 
(RPT29706). HERNANDEZ stated attempts were made to explain to BOWER that equipment and 
supplies were kept in the clean room only for daily compounding activities. And at the time of her 
arrival, that was the day when the refilling of stock was performed, hence the reason for so many 
supply bins in the clean room. HERNANDEZ stated the clean room is recertified every six (6) 
months and they‘ve not been advised about obstruction or turbulences interrupting ISO conditions. 
HERNANDEZ stated the radio was taken from the clean room. 

HERNANDEZ stated all items in the clean room are cleaned on a daily basis. The chairs have 
been replaced (Exhibit #12). HERNANDEZ stated the doors in the clean room have been re- 
surfaced and painted (Exhibit #12). HERNANDEZ stated the corporate office has made changes 
to the policy, per recommendation made by BOWER, and staff will be trained on the updated 
policies and procedures (Exhibit #7). 

HERNANDEZ stated a door in the clean room has a hinge that is not functional, and a vendor has 
been contacted about replacing the doors with a metal framed single door that will close 
automatically. A latch has been installed on the swing doors to prevent them from swinging 
(Exhibit #12). 

HERNANDEZ stated TALAMAS - the new pharmacy technician who BOWER saw in the clean 
room with make-up and jewelry on, was only “observing” procedures; she was not performing any 
compounding. HERNANDEZ stated he did not recall SORIANO wearing a beard, but beard covers 
are provided to the staff. HERNANDEZ stated both technicians were addressed about BOWER‘s 
observation, and they denied TALAMAS was performing any form of compounding activity. 
HERNANDEZ stated all compounding technicians were educated on garbing and aseptic 
techniques. 
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EXHIBIT #1 000007

CASE SUMMARY 

CONFIDENTIAL 

Case No: 201715122 
Please use this number in all correspondence with the Department concerning this matter‘ 

RESPONDENT INFORMATION 

License: 27913 Profession: 2205 Pharmacy 
Name: AMBIENT HEALTHCARE OF S. FLORIDA, INC 
Address: 15951 SW 418T STREET 

SUITE 500 
DAVIE, FL 33331 

Home Phone: 

SOURCE OF INFORMATION 

Name: Department Of Health/MQA/ISU/Ft. Lauderdale 
Address: 

Home Phone: 

REPORTED INFORMATION 

Receive Date: 08/29/2017 Source Code: 5 Form Code: 2 

Responsible Party: ha73 Status Code: 10 
Classification Code: Incident Date: 08/24/2017 

Patient Name: 

Possible Code(s): 18, 15 

Summary: 
Possible Violation of 5,5, 456.072(1)(k)(dd) 465.016(1)(r) 465.023(1)(c), F.S. Rule 6481627797 
F.A.C. failure to perform legal/statutory obligation; violating statute/rule; failed Sterile Compounding 
inspection 

Received internally generated complaint from Ft. Lauderdale Investigative Services Unit notifying a 
failed inspection for Ambient Healthcare of South Florida, Inc‘ located at 15951 SW 4181 Street, Suite 
500 in Davie. Inspection was conducted on August 24, 2017 with multiple deficiencies noted including 
failure to cease sterile compounding on a hood that failed certification due to HEPA filter leak; failure to 
maintain clean air inside the buffer room and ante room; failure to use proper plate to identify fungi in 
clean room; failure to indicate time/day of initial entry of single dose bags inside hood or discard after 
initial use; failure to discard a vial of sterile drug kept in the refrigerator after initial use with no time 
stamp of initial entry; failure to wipe down dirty scissors before placing non sterile item in the hood; 
failure to train newly hired employee before allowing person to compound steri|e products; failure to 
validate effectiveness of hand hygiene and garbing of all personnel with the exception of one 
technician; failure to validate that any employee is competent to compound sterile products; failure to 
validate compounding personnel through mimicking most challenging batch; failure to remove makeup 
and jewelry before compounding sterile products ; failure to wear beard cover while compounding 
sterile products; failure to assure compounding personnel are adequately compounding sterile products 
without the introduction of bacteria and fungus into the final product; failure to ensure employees are 
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capable of cleaning and disinfecting hoods and rooms keeping microorganisms out of sterile products; 
failure to consistently clean ante and buffer rooms monthly; failure to clean areas within buffer room; 
failure to keep essential items in the buffer area clean; failure to keep buffer room uncluttered and 
failure to ensure all employees know facilities procedure on how to properly clean and disinfect the 
direct area where compounding takes place. 
Analyzed by: Shondra A. Watson 

SWa/A. Warsaw 
August29,2017 
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201715122—73 

, Health Care Provider Complaint Form 
LN}: fl 1” J This infomation MUST be completed to investigate your complaint, as we correspond via 
~ My \lhnl 4 

Medicaj Quality US. mail. Incomplete forms CANNOT be processed. 

Florida Statutes 456.073, Disciplinary proceeding: (1) The department, for the boards under its jurisdiction, shall cause to be 
investigated any complaint that is filed before it if the complaint is in writing, signed by the complainant, and legally sufficient. 

If an investigation of any subject is undertaken, the Department will furnish to the subject or the subject's attorney a copy of the 
complaint or document that resulted in the initiation of the investigation. 

Health Care Provider Information: 

Name; Ambient Healthcare of S F|,|n( Pharmacy PH27913 
Last First MI, Prmession Lxcense Number 

Address: 15951 SW 41st St; Suite 500 Davie FL 33331 

Number & Street City State Zip 

Website: Phone number(s): 954-389-1126 

Comglainant Information: 

Your Name; Florida Dept of Health/Ft, Lauderdale/MQA/ISU 
Last First MI. 

Address: 1400 West Commercial Blvd Ft. Lauderdale FL 33309 

Number & Street City State Zip 

Home Phone: 954-267-4530 Work Phone: Best Time to Call: 

Patient Information: 

Name: 
Last First MI. 

Address: 
Number 8. Street City State Zip 

Phone Number: : Date of binh: 

Your relationship to me patient: 

[:| Parent |:| Son/Daughter I] Spouse El Brother/Sister |:] Friend [:| Legal Guardian |E| Other 

Please provide documentation indicating your appointment as the Legal Authority/Guardianship or 
Personal Representative 

The department does not investigate complaints regarding the amount charged for a 
procedure, broken or missed appointments, customer service, bedside manner, rudeness, 

professionalism or personality conflicts. 

What is the reason for your complaint? Please check all that apply. 

El Quality of care D Unlicensed 

[I Misdiagnosis D Abuse 

[:I Substance abuse [I Sexual contact 

|:| Misfilled prescription [:I Patient abandonment/neglect 
|___| Impaired provider I] Failure to release patient records 
[:| Inappropriate prescribing 1:] Other Failed SSCP InSQeCtiK 

[I Advertising [:I Insurance fraud |:] Excessive test/treatment 

Date of Incident: 8/24/2017 
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If the incident involved criminal conduct contact local law enforcement; have you contacted local law enforcement? 
Yes No 

If yes, name of Contact: date: case number: 

Agency Name: 

Providers Who Treated You After the Incident (Use a separate sheet if necessary) 

Name: 
Last First MI. 

Address: 
Number & Street City S‘ate Zip 

Name: 
Last First MI. 

Address: 
Number & Street City S‘ate Zip 

Provide a complete description of the complaint/report. 
Include facts, details, dates, locations, etc. (Who, what, when and where) 

Attach copies of medical records, correspondence, contracts and any other documents that will help 
support your complaint. Failure to attach records will delay the investigation. (Attach additional sheets 

if necessary). 

See Attached. 

Florida Statutes 837.06, False Official Statements: Whoever knowingly makes a false statement in 
writing with the intent to mislead a public servant in the performance of his or her official duty shall be 

guilty of a misdemeanor of the second degree. 

Signature: Date: 8/28/2017 
(Required to file complaint) 
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r77 - , AUTHORIZATION FOR RELEASE OF PATIENT 

{F‘EEALTH‘ 
INFORMATION 

Medical Qqahty 

To: Any and All Treating Health Care Practitioners or Facilities: 
This authorization meets the requirements of the Health Insurance Portability and Accountability Act of 

1996 (HIPAA Privacy Law) found at 45 CFR, Part 164. 

This document authorizes any and all licensed health care practitioners, including but not 
limited to: physicians, nurses, therapists, social workers, counselors, dentists, chiropractors, 
podiatrists, optometrists, hospitals, clinics, laboratories, medical attendants and other 
persons who have participated in providing any health care or service to me, to discuss any 
communication, whether confidential or privileged, and to provide full and complete patient 
reports and records justifying the course of treatment including but not limited to: patient 
histories, x-rays, examination and test results, HIV, mental health, drug abuse treatment, 
psychiatric and psychological records, reports or information prepared by other persons 
that may be in your possession and all financial records, to the Department of Health (or any 
official representative ofthe Department) pursuant to Section 456.057, Florida Statutes. 
This document provides full authorization to the Department of Health (or any official 
representative of the Department) to use any of the aforementioned repons and information 
for reproduction, investigation or other use for licensure or disciplinary actions and civil, 
criminal or administrative proceedings, as needed by the Department and may be subject to 
re-disclosure by the recipient and may no longer be protected by the federal privacy laws and 
regulation. 
By signing below, the patient understands, acknowledges and authorizes the Depanment 
to release their identity and medical records to law enforcement and other regulatory 
agencies in appropriate circumstances at the Department's discretion. 

A photocopy of this document is as sufficient as the original. 

I understand that this authorization may be revoked upon my written request excep‘ to the extent that 
action has already been taken on this authorization. 

Patient Name (Print): Signature: 

D.O.B.: SSN: Date: 

Name of Authorized Person Other than Patiem (Print): 

Signature of Authorized Person Other than Patient: 

Witness Name (Print): Witness Signature: 

DOH USE ONLY 
Reference Number 
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Unlicensed Practice 

Please fill out this form with information regarding individuals engaging in unlicensed activity. 

What is your relationship to the subject? 

How did you become aware of the alleged unlicensed practice? 

When did you become aware of the alleged unlicensed practice? 

Location of alleged unlicensed practice: 

Time and date of treatment or incident: 

If payment was made, how was subject paid? 

Does the subject or subject's business accept Medicaid? 

Does the subject or subject's business accept Medicare? 

Physical description of subject: 

Race: Sex: Height: Weight: Eye Color: 

Description of Vehicle: 

Year: Make: Model: Tag No: Color: 

Names and addresses of patients/victims/witnesses aware of your complaint: 

Name: Address: 

Name: Address: 

Names of other subjects/licensees at the same location or business: 

Please return completed complaint form to: 

Consumer Services Unit 
4052 Bald Cypress Way, Bin C-75 

Tallahassee, FL 32399—3275 

Email: mga.consumerservices@flhealth‘gov 

Fax: (850) 488-0796 

4 M 
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STATE OF FLORIDA 
DEPARTMENTOFHEALTH 
INVESHGAHVESERvS 

lNV797-Sterile Compounding 

File # 21072 
Insp # 147189 

NAME PERMIT NUMBER DATE OF INSPECTION 
AMBIENT HEALTHCARE OF S. FLORIDA‘ \NC 27913 08/24/2017 

DOING BUSINESS AS 
AMBIENT HEALTHCARE OF S FLORIDA‘ WC 

STREET ADDRESS TELEPHONE it EXT 
15951 SW 415T ST SUITE 500 954-389-1126 

CITY COUNTY STATE/ZIP 
DAVIE BROWARD FL/33331 

Additional Inlormation 

Business Operation Hours 

M-T—W—TH-F Y Hours 8.303ml05230 

Monday N N

N 

N N

N 

Registered Pharmacist I Intern 1 Tech 

Lxcense it P849270 Lwcensee Name Shlr‘ey Efisbrun 

Llcense Type Registered Pharmacists 

Lmenseit P836287 Llcensee Name Vmcenl Ekebu 

License Type Regislered Pharmacists 

License :6 P552096 Llcensee Name Jacqueline Rodriguez 

License Type Regxslered Pharmacusls 

License :3 P521110 Llcensee Name Manuela VegarRivera 

License Type Regrslered Pharmacrsts 

License it P328016 Llcensee Name Enrique Hernandez 

License Type Registered Pharmaclsls 

License 3: 29706 Lxcensee Name Kamna Phnhp 

License Type Pharmacy Tech 

ACS Manager 

| I
\ 

Optional Inlormalion 

L | j 
Basic License Data - PSD 

I 
DEA Reg # EA7935490 

I I 

License Relations 

Pharmacy Affiliate 

ADLER, IAN License # 

BRDNSON, DAVID License # 

DEELASI‘ PAIGE License # 

FRENI, LAWRENCE License # 

KLEINMAN‘ IRA License # 

KRAMM, EDWARD P Lwcense it 

KRAMM, KATHEE M License # 

WILKINS, JOHN License # 
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lNV797-Sterile Compounding 
lnsp #147189 AMBIENT HEALTHCARE OF S. FLORIDA, INC 

File if 21072 

lYORK, CHRISTOPHER lLiCense # 

RX DPT MGR/CORIPOR 

I 
HERNANDEZ, ENRIQUE JAVIER 

I 
Licenseif 28015 

Special Sterile Compounding 

I 
AMBIENT HEALTHCARE OF S. FLORIDA‘ INC 

I 
Licensefl 18740 

|NV797 - Sterile Compounding 

LOW RISK 

1 Low nsk CSP's are properly iden‘ified’ Aseplic manipu‘atiuns wilhin an ISO Class 5 environment using three or fewer slenre producls and no more than 
two entnes Into any container [CSP MICROBIAL CONTAM‘NATION R}SK LEVELS: Loersk Level CSPS] 

Yes 

2. Low Rlsk CSP’S, in absence of passlng sterility (est, stored not more than 48 hours at conlrolled room temperature. 14 days at cold lemperalure, or 45 
days in Solid lrozen slate BI 725“ I0 >10“ or colder [CSP M‘CROBIAL CONTAMINATION RISK LEVELS Z Low-Risk Level CSPS] 

Yes 

3 Low Risk CSP' s with 12 hour BUD are properly \denllfied and c0mp‘y with all four speclfic cnlena 1 PEC In Segregated Compounding area 2 Away 
from wmdows doors high traffic areas 3 Hygiene & garbing required smks nol adlacenl Io PEG 4. Cleaning 8. Disinfecxing Personnel tralnmg 
Competency evalualron Gaming Asephc work practices Viable and non viable enwonmenlal sampling apply. [CSP MICROBIAL CONTAMINATION RISK 
LEVELS Low Risk Level CSPs] 

N/A 

MEDIUM RISK 

4 Medium Risk CSP’s are properly idenlmed. Aseptic manlpmahons wulhm an ISO Class 5 envumnment usmg prolonged and complex mixing and transfer. 
more than three sterile producks and entries into any conlainer, and pooling ingredienls from multiple slerile products Io prepare multiple CSPs [CSP 
M)CROEIAL CONTAMINATION RISK LEVELS Medium-Risk Level CSPS] 

Yes 

5 Medium Rusk CSP‘s, In absence of passmg sterility lest, skored not more than 30 hours at controlled room temperature, 9 days at cold lemperalure, or 
45 days m solid frozen Stale a1725“(o >10” or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS: Medlum-Risk Level CSPS] 

Yes 

HIGH RISK 

6 Preslenllzatson procedures {or highrnsk level CSPs‘ such as weighing and mixing, are compleled in no worse than an ISO C‘ass 8 envuronmem 
[ENVIRONMENTAL QUALITY AND CONTROL ' Placement of Primary Engineering Controls \Mthin ISO Class 7 Bufler Areas] 

7 High Risk CSP’s are properly idenllfied' Confirmed presence 0! nonslerile ingredients and devices, or confirmed or suspected exposure of smile 
ingredients for more than one hour In air qualily inlencrm ISO Chess 5 before final slenllzalxon [CSP MICROEIAL CONTAMINATION RISK LEVELS * 

High-Risk Level CSPS] 

8 High Risk CSP‘s, in absence of passing sterility Ies: are nol stored more Ihan 24 hours a! comrolled roam Iemperalure‘ 3 days al cold Iemperature, or 
45 days m solid frozen slate al ~25“ In 40“ or colderv [CSP MICROBIAL CONTAMINATION RISK LEVELS: nhrRisk Leve1 CSPs] 

9 A 0 2-pm cenified sterilizing membrane filter us used that is chemicaHy and physically companble wnh the CSP Filtration IS compieled rapidly withoul 
filter replacement Sterilization method is verified Io achieve slenlily for the quanlily and type a! containers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Slerilizakion o! HighrRosk Level CSPs by Fmrauon] 

10. Slermzation method used has documenlauon that acceptab‘e slrength and purity of ingrediems and inlegnly of conlainers ‘s mainlamed. [CSP 
M‘CROBIAL CONTAMINATION RISK LEVELS ' HIgh-Rtsk Level CSPS] 

11 The manufacturer recommended filler Inlegmy (e.g., bubble poini) test 15 performed and documented (or all slermzmg fiiters alter filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Slerilizahon 0' High-R4sk Level CSPS Dy Filtration] 

12. Aukoclave cycle has been vermed using appropriate biological Indicalors. Soluhons are passed through a 1 Z-pm or smaHermter into linal contamers Io 
remove particulates belore sierihzanon, [VERIFICATION OF COMPOUNDING ACCURACY AND STEWLITY . Slerilizalion of High»Risk Level CSPS by 
Steam] 

13 Dry heal ovens used for stenhzalron have mered lorced airv Only those items lhal will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY Slermzalion 0' High-Risk Level CSPS by Dry Heal] 

14. The descflphon of dry heal sterilization conditions and duration for specme CSPs Is mcluded In wnllen documenkauun In the compounding lacmty, The 
efleclweness of dry heal stenlization is Verified using appropnake biologica! mdicalors and olher confirmation. [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERMTV : Slenllzallon 0V HIgh-Risk Leve‘ CSPS by Dry Heat] 

15 Dry heal depyrugenafion is used to render glassware or containers, such as wals free from pyrogens as weH as wable microbes The descriplion oi 
the dry heal depyrogenation cyc‘e and duration tor specific load ilems is included m wnllen ducumentatmn In Ihe Compoundlng lacillly. The efleclweness 
0! the dry heat depyrogenalion cyde is Verified using endokoxin Chanenge vials (ECVS). [VERIF‘CATION OF COMPOUNDING ACCURACV AND 
STERIL‘TY ' Depyrogenation by Dry Heat] 

16 Sterility testing is compleled [or all Hugh-risk level CSPs prepared in bakches of more than 25 identica‘ containers. or exposed longer than 12 hours at 
2” lo 8". and 6 hours at warmer than B“ belore being sterilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS ' Slerimy Teslmg] 

USP (71> STERILITV TESTING (Outsourced) 

17. Outsourced sterlllly Ieslmg results indicate that it is complianl Wilh USP<71> A method not described in the USP may be used if validahon 
demunslrales mat the a‘lernalive 45 al feast as eflechve and renable [STERILITV TEST USP<71>] 

18 Outsourced. The number of articles tesled are apprnpnate according Io USP<71>. [STERILIT‘I TEST USP<71> : Number of Anicles to Be Tested] 

19, Outsourced The volume/quanhly Iesled IS accurdmg to USP<71> [STER‘LITY TEST USP<71> Number of Anicles to Be Tested] 

20 Oulsourced A USP<71> method suitability lesl has been done W1"! appropriate moculum, additives and rinses. [STERILITY TEST USF<71> : Method 
Suitability Test] 

21. Outsourced Sterility testing reports are reviewed and appropriate actions taken and documented [F‘NISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP (71> STERILITY TESTING 
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File it 21072 

22 On site: Membrane mtrahon ‘5 used N appropriale. (The technique of membrane filtration <5 used whenever the nalure o! Ihe producl permus; that 15, 

(or Nlerame aqueuus preparations, [or alcoholic or oily preparations, and {or preparations miscib‘e with‘ or soluble in, aqueous or oily solvents, provuded 
these Sch/ems do not have an anlimxcrobia‘ effect in (he conditions 0! the test) Filters are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS: SKerilily Testing] 

23 On site: Direct inoculation is done only when membrane lxllrafion cannm be camed uul. Volume Io be inoculated does not exceed 10% 0' the culture 
media volume [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

24, On sne: The number of articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Amcles to Be Tesled] 

25 On site: The volume/quantity tested IS according m USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tesled] 

26 On site: A growlh promotion lesl has been done on the media wim the 5 specified organisms (not more than 100 CFU) accordmg to USP<71>. 
[STER‘LVTY TEST USP<71> : Growth Prommion Tesl 0' Aerobes‘ Anaerobes, and Fungi] 

27, On sue: A usp<71> method suilabilily lest has been done wnn approprlale .nacuyum, addmves and rinses [STERILITY TEST usp<71> : Method 
Suitablllty Test] 

28 On site' TSB or 8CD IS mcubated at 20-25 C (or 14 days (2 mcubators present). [STERILITY TEST USP<71> , Cullure Media and Incubation 
Temperalures] 

29, On site, FTM is incubaled at 30-35 C lor 14 days (2 incubators present) [STERILITY TEST USP<71> : Culture Medwa and Incubalwon Temperalures] 

so, On sne, S(erv!ily ‘eslmg is documemed includmg \m numbers and expiration dates 0! media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

31. n site: Sterility teslmg reports are reviewed and appropnale aclions taken and documented [FINISHED PREPARAT‘ON RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32, Endoloxin lasting is conducted [or High-nsk level CSP's that are prepared in batches o! more than 25 identical contamers. or exposed \onger than 12 
hours at 2“ (o 8“. and 6 hours at warmer than 8“. belore being sledlized or in multidose contamers for administration Io mulhp‘e pahents (excrudmg (hose 
(or mhalatlcn and ophthalmic admlmslration) [FlN‘SHED PREPARATION RELEASE CHECKS AND TESTS . Baclenal Endotoxin (Pyrogen) Testing] 

33 Endoloxln Iestlng process Indlcales that M is Compliant w‘lh USP<85>. [BACTER‘AL ENDOTOXINS TEST USP<85>] 

34 High Risk CSP'S are wllhm allowable limds for bacleria! endoloxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacteria‘ 
Endoloxln (Pyrogen) Testing] 

IMMEDIATE USE COMPOUNDING 

35 lmmedialeruse compounding complies with all six specmed crilena, 1, Low-nsk sleme nunhazardous products or diagnosllc radiopharmaceulica! N/A 
products Vrom the manufacturers' ongmar containers. Amirneoplasfiics shall nol be prepared as \mmedxateruse CSPs because they are hazardous drugs 
2, Unless required for the preparation Ihe compounding procedure Is a Contlnuous process not to exceed 1 hour, 
3. During preparanon. aseptic technique is foHowed and, if nol immediate‘y adminislered, the hmshed CSP is under conhnuous supervision to mimmize the 
patenllar for cunlam wulh nonstenle suflaces, mlroduction o! pamculale matter or bmlogica} fluids, mixiups wuh other CSPs, and dtrect conlacl o! outsme 
suflaces. 
4' Administration begins nol later than 1 hour following me slar‘ of Ihe preparation 0! me CSP. 
5 Unless Immediately and camp‘etely admimstered by the person who prepared it or >mmediale and compbele admlmslralion Is wimessed by me preparer, 
Ihe CSP shaH bear a label “sling palient idemification Inlormahon, the names and amounts 0! all ingredients the name or initials of me person who 
prepared the CSF, and the exact Hmur BUD and lime 
6 I1 administration has not begun wulmn 1 hour loHowmg [he slan of preparing the CSP, the CSP shall be promptly. properly, and safe‘y dlscarded 
[IMMEDlATE-USE CSPS] 

SINGLE/MULTIPLE DOSE CONTAINER EUD 

36 Beyondruse date does nol exceed 28 days for multiple-dose ccnlamers after Inmal openmg or entry, unless specmed otherwise by me manulaclurer. Yes 
[SINGLEADOSE AND MULTIPLEDOSE CONTAINERS] 

37 Beyond-use («me does not exceed 5 hours for closure sealed smglerdose conlamers in ‘50 Class 5 or cleaner air after initial openmg or entry, unless No 
specmed amenmse by the maaaclurer [S‘NGLEDOSE AND MULTIPLE-DOSE CONTA‘NERS] 

Multiple single use SW1 wens m the PEC’s with no puncture date or time 

38 Beyondruse (me does nol exceed 1 hour [or closure sealed smgle-dose conlalners alter belng opened or entered in worse man ‘80 Crass 5 air. No 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Entered pharmacy bulk package 0/ Vancoymycr'n Lat # 772953A in remgerator with no time a! date ufpuncturev 

39. SIngle-dcse ampules are dwscarded Immedlalely alter use [SINGLEDOSE AND MULTIPLEVDOSE CONTA‘NERS] Yes 

HAZARDOUS DRUGS 

40. A pressure \ndicalor rs installed and differenlia‘ pressures are monitored and documenled daHy {or hazardous buffer room [HAZARDOUS DRUGS AS 
CSPS] 

41. Hazardous drug buffer room 15 at least 0 01 inch water column negative pressure with 30 ACPH of HEPA filtered air, [HAZARDOUS DRUGS AS CSPs] 

42. At least 001 inch water column negative pressure and 12 air changes per hour m non-cleanrooms in which CACIs are loca‘ed FAC' USP Chapler 797 
reqmres war “When closed-syslem vual-Iransfer devices (CSTDS) (i e ‘ Vial-(ransVer systems (hat aHow no Venting or exposure 0! hazardous subslance lo 
the environment) are used, may shall be used wilhm an ISO Class 5 envuronment cl a BSC or CACI The use of the CSTD Is preferred because 0! their 
Inherent closed system process. In facilities that prepare a row vo‘ume ol hazardous dmgs, me use 0! Iwo tiers of conlainmenl (e g.‘ CSTD wutmn a BSC or 
CACI Mat is Localed m a non-negallve pressure room) is acceptable." For purpose of said prowswon, a “low volume a! hazardous dmgs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

43. Personne‘ compounding hazardous drugs wear appropriate personal proleclive equipment [HAZARDOUS DRUGS AS CSPs] 

44. Hazardous drugs are handled with caution al at! hmes usmg appropriate chemotherapy gloves during reoe‘wmg, dlsmbutlon, slockmg, inventorying. 
preparing for admmislratmn, and disposal. Spill kits are avaflable. [HAZARDOUS DRUGS AS CSPS] 

45. Hazardous drugs are prepared in an ISO Class 5 environment (BSC or CACI) with prolechve engineering comrols in place. following aseptic practices 
specified lor Ihe appropriale comammation risk levels [HAZARDOUS DRUGS AS CSFS] 

46, Hazardous drugs are slored separalely lrom olher mvenlory in a manner to prevent wnlammalicn and personnel exposure. [HAZARDOUS DRUGS 
AS CSPs] 

47. Access to hazardous drug preparation areas Is limited to authorized compounding personne‘. [HAZARDOUS DRUGS AS CSPS] 
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48. Annual documenlauon of hazardous drug trainmg of personnel regarding storage, handhng‘ conlainment (echmques and disposa‘ cl hazardous drugs 
I5 available [HAZARDOUS DRUGS AS CSPS] 

49. Compoundmg personnel 0! reproductive capability have confirmed In writing that they understand me risks of handling hazardous drugs 
[HAZARDOUS DRUGS AS CSPS] 

50. Facwlity maintains appropriale d|sposal containers (or all hazardous waste. [HAZARDOUS DRUGS AS CSPs] 

FACILITV DESIGN AND CERTIFICATION 

51. Cemfication and testing 0! primary (LAFWs. ESCS, CNS and CACIs) and secondary engineering controls (bufler and ante areas) have been perlormed 
by a quamied individual no less than every swx months and whenever the device or room is relocated, altered, or major service to me facimy AS pertormed. 
Corrective action for dehciencxes are documented. Cenwficanon procedures such as Ihose outlined in the CETA Cemflcation Guwde for Sterne Compoundmg 
~$3CiIllIeSP(CAG~0103-2006) are conducted under dynamic Cond‘lionsv [ENVIRONMENTAL QUALITY AND CONTROL. Environmental Nonwable Pamcle 

esling rogram 
MTA 7-14-17 tested PEG: and SECS ,' ante warn d/d not pass with [he required ZOACF’H — room had 15 THIS IS YOUR SECOND ADVISORY; there 

are 4 X [30 5 HLF hoods ,' H0011 # 2298 HEF’A filler failed on this date with multiple leaks; a new HEPA filler was shipped on 7-27 and replaced on 877717 
and the PEC71jvas recefiifled on this date, Per PDM HH, facility continued to compound In the PEG after filter failure and before new filter was replaced 
(7-14 [hm 8- . 

No 

52. Primary engineermg comrols provide umdirecuonal (Le., laminar) HEPA filtered air. Air pallem analysxs ma smoke studies are conducted al the cnhcal 
srle Io demonstrake unldlrectionar airflow and sweeping aclmn over and away from the product under dynamic conditions,[ENVlRONMENTAL QUALITY 
AND CONTROL: Facillly Des‘gn and Environmental Commls] 

Yes 

53, The primary engineenng conlrols are placed within a buffer area m such a manner as to avoid conditions that could adversely aflect their uperanon, 
The PEC is placed out ol the traffic Vlow and In a manner to avoid disruption from the HVAC syslem and room cross drafts. [ENVLRONMENTAL QUALITY 
AND CONTROL : Facillty Design and Environmenlal Controls] 

The door from the IV mom to ante room is a double swing door, When the ante room door opens, the clean morn swmg doors open, Dunng 
inspection, employees were exiting and enlenng clean room into the ante room while the ante room door was left open, letting d/Ify a/‘r enter through the 
mam pharmacy info the ante room and IV room. 

No 

54 All HEPA filters are leak tested after inslallalion and every 57X months thereafter [ENVIRONMENTAL QUALITY AND CONTROL ' Facility Design and 
Environmenla! Controls] 

Yes 

ISOLATORS 

55 CAIs are proven to mainlam ISO Class 5 air when particle counts are sampled 6 lo 12 Inches upstream of critical site exposure areas dunng 
performance 01 normal inward and aulward transler of materials, and compounding manipulahons when such CAIs are located in air quahly worse than 
ISO Class 7 [ENVIRONMENTAL QUALITY AND CONTROL ' Placement of aary Engineering Conlmls \Mlhin ISO Class 7 Buffer Areas] 

56 Adequate recovery Mme lor iso‘ators Io achieve ISO Class 5 av qualily is allowed after malarial lransler before and during compounding operations 
[ENVIRONMENTAL QUALITV AND CONTROL: Placemem of Primary Engineenng Controls thin ISO Class 7 Bufler Areas] 

57. Personnel garbing requirements are fouowed for CAls unless manulaclurer provudes wnlten documentation based on vandaled tesling Ihal any 
components of PPE are not required Io mainlain sterility a! CSPs. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITV DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58 Facmly has pressure gauges or velocity meters Io monitor the pressure dwflerential or airflow between me buffer area and anIe-area, and the anterarea 
and me general environment uulsme the compoundmg area. The results are rewewed and documented on a log at least dawly or by a continuous 
recording device The pressures differenhals meal or exceed 5 Pa (0.02 Inch wamr column (w c )), Al‘ematively. m lacllmes where low and medium-nsk 
level CSPs are prepared, diflerentlal airflow Is mainlained at a minimum velocity of 02 meter/second (40 fpm) across a line of demarcation between buffer 
area and anle~area. [ENV‘RONMENTAL QUAUW AND CONTROL. Pressure Diflerentlal Monitoring] 

Yes 

59. Clean rooms lor nonhazardous and nonradioaclwe CSPs are supplied wilh HEPA fullered an ma! enters lrom oemngs wrlh return vents low on walls‘ 
and that provides not less than 30 air changes per hour or qualifies (or exception m 64816727.797(4)(c) [ENVIRONMENTAL QUALITV AND CONTROL 
Facmly Deswgn and Environmental Controls] 

Yes 

60 Actlvmes and tasks named out withm the buffer area are limited to only those necessary when working within a controlled environment 
[ENVIRONMENTAL QUALITV AND CONTROL: Facility Design and Environmenlal Controls] 

Yes 

61. Only me lurmlure, equipment. Supplles, and other makenal required for the compounding acllvmes to be performed are brought into me bufler mom. 
[ENVIRONMENTAL QUALITY AND CONTROL: Faclllty Design and Environmental Conlrols] 

Clean mom is cluttered mm multiple half amply bins, storage canlarners and an empty plastic tray stored under can, a radio is stored under a hood 

No 

62 Surlaces and essential lumiture in bufler rooms or zones and clean rooms are nonporous. smoolh‘ nonrshedding‘ impermeable, cleanab‘e, and 
resislam (0 disinfeclants, [ENV‘RONMENTAL QUALITY AND CONTROL Facility DESIgn and Environmental Controls] 

There are three chairs in the clean mom that are duty; the dour an the inside nflhe clean room is filthy, 

No 

63 The sudaces of ceilings‘ walls‘ floors, fixtures, shelvlng, counters, and cabinets in the buffer area are smooth‘ Impervmus, free from cracks and 
crevlces, and non-shedding, thereby promoting cleanabilily, and mmimlzlng spaces m which mwcroorgamsms and olher conlammanls may accumulale. 
[ENVIRONMENTAL QUALITY AND CONTROL Facillly Design and Envxronmental Controls] 

The Inside door le clean room has remnants o/sticky material stuck onto glass window, 

ND 

64. Ceiling tiles are caulked around each perimeter and lo walls Io seal them to the suppon (rams. The exterior \ens surface 0! ceiling hghnng nxlures is 
smuolh, mounled flush‘ and seared. All 0(he( penetralions through Ihe ceiling or walls are sealed [ENVIRONMENTAL QUALITV AND CONTROL 3 Facility 
Design and Enwronmenla! Controls] 

Yes 

65. The buffer area does not conlam sources a! water (sinks) or floor drains. Work sur'aces are constructed 0! smooth, imperwous matenals, such as 
stainless steel or molded plastic, so that they are easx‘y weaned and dismlecled. [ENVIRONMENTAL QUALITY AND CONTROL 1 Facmly Deswgn and 
Emnronmenlal Conlrois] 

The wheel attachments on PEC is showmg signs of rust. 

No 

66. Storage shelving. counlers, cabinets and carts/casters m the buffer area are smoolh, impervxous, Vree from cracks and crevices, nonrshedding, 
non»porous, cleanable, and disinlectable. [ENVIRONMENTAL QUALITY AND CONTROL: Facmly Design and Environmenlal Centre‘s] 

Bins contammg sterile drug wals are dirty and have sh‘cky material on the outside; 

No 

67, When devices (9.9.. compulers and printers) and objems (e.g,, cans and cabinets) are placed in bufle( areas‘ air quality is verified by particle counts 
on certification. [ENV‘RONMENTAL QUALITV AND CONTROL . ISO Class 5 Air Sources. Buffer Areas, and Ame»Areas] 

Yes 

QUALITY AND CONTROL 
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68. An appropriate environmental sampling plan has been develuped (or airborne Vlable pamdes based on a risk assessment 0! compoundmg activities 
peflormedv Vo‘umelnc alr sampling is conducted every six monlhs and sues include localmns wilhin each ISO Class 5 enwronment and In me ISO mass 7 
and 8 areas, and the areas a grealesl risk a! contammauon (e 9., work areas near the (SO Class 5 environment‘ counters near doors, pass-Ihrough 
boxes). The plan includes sample locations‘ method of collemlon, frequency of sampling, volume a! air sampled‘ and Mme a! day as related to actiwly in 
the compounding area and acllon levels, [ENVIRONMENTAL QUALITY AND CONTROL Environmental Viable Axrbome Pamde Testing 
Programisampling Plan] 

Vaur viable samp/fng plan states that PASSIVE air sampling must be conducted monthly and does no! mention USP<797> requirements 0/ 
VOLUMETRIC air samplmg and the volume of air to be sampled In each ISO classmed area, Surface sampling policy does notsfate that 55 shall be 
conducted a! me conclusion of compounding, rather at the end af cleaning - a/sa, plates must contain polysorbate 80 and Mob/Yin to deactivate 
disinfectants and cleaning agents - include {his in your policy 

No 

69. Evaluation of airborne mwcroorganisms using volumelric collection melhods In Ihe controlled alr envuronmenls IS performed by properly trained 
indwwdua‘s for all compounding nsk \evels [ENV‘RONMENTAL QUALITY AND CONTROL . Viable Air Sampfing] 

Yes 

70 Vulumemc air samphng usmg malt extract agar (MEA) or some other media lhal supports the gmwth of fungi is used in high-risk lever compounding 
enwmnmenls. [ENVLRONMENTAL QUALITY AND CONTROL 1 Growth Media] 

N/A 

71. For low-risk leve\ CSPs wtlh 127hour or less BUD, alr sampfing \s peflormed a! locanons inswde the ISO Class 5 environmenl and olher areas Ihat are 
in close proximity to the ISO class 5 environment. [ENVIRONMENTAL QUALITY AND CONTROL ' Viable Alr Samphng] 

N/A 

72. The number of discrete co‘onies o! mwcroorgamsms is counted and reporled as co‘ony-furming unils (cfu) and documenled on an environmenta‘ 
monitoring form Counts from air monitoring are transformed mlo clu/cub‘c meter 0! air and eva‘ualed for adverse Irends. [ENVIRONMENTAL QUAUTY 
AND CONTROL: Incubation Period] 

No 

73. Surface sampling \5 accomplished in 3H ISO classified areas on a perlOdlC basis usmg TSA Contact plates with Wecithin and polysorbale 80 and/or 
swabs and is done at (he conc‘uswon 0! compounding [ENV‘RONMENTAL QUALITY AND CONTROL ‘ Surface Cleaning and Dlsiniection Samphng and 
Assessment] 

Facility conducts month/y surface samp/mg in additwn (a serm annually through Cami/cation company, Company policy is to conduct! surface sampling 
after cleaning and does no! mention that]! she// be done at the conclusion of compounding. 

No 

74. Sampling dala is collected and revwewed on 3 periods bas1s as a means of eva‘ualing the overall slale of control ofthe compounding environment 
[ENVIRONMENTAL QUALITY AND CONTROL ' Achon Levels, Documentation and Da(a Evaluahon] 

Yes 

75 Campelenl mxcrobiology personnel are consulted if an enwonmental samphng consislemw shows elevated levels 0! mwcrobial growm, If any mmd, 
yeasl. coagulase positive staphylococcus. or gram negative rods are delecled Immediate remediation and Inveshgation into the cause and source was 
conducted [ENV‘RONMENTAL QUALITY AND CONTROL : Aclion Levels, Documenlalion and Data Evamation] 

MTA surface sampling an 744 in the clean room revea/ed chrysospon'um spv which is a fungus. The resamplmg was done on a TSA plate mans not 
fungal specific. 

No 

76. Surfaces m Ihe LAFWS, BSCS, CAIS‘ and CACIS are Cleaned and dwslnlecled frequently, including at the beginning of each work Shift, belore each 
batch preparation is staned‘ every 30 minutes during conlrnuous compounding periods of individual CSPs‘ when there are spills, and when surface 
cunlamlnallon IS known or suspected lrom procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Dismlecting Ihe Sterile 
Compounding Areas] 

Yes 

77. Cleaning and dusinlecling occurs before compounding Is performed \tems are removed [ram 3‘! areas to be cleaned‘ and suflaces a(e cleaned by 
removing loose malen‘al and residue (mm spwls, e.g.‘ walerrsoluble solid residues are removed wilh Slenle Water and (ow-sheddmg wipes This shall be 
followed by wuping with a residue-tree dlsmlectmg agent, such as sterile 70% IPA, whwch is allowed to dry belore compounding begins [ENVIRONMENTAL 
QUALITY AND CONTROL: Cleamng and Disinfecling the Sleme Compounding Areas] 

Yes 

78. Cleaning and dwsinVecling agenls and melhods of apphcaloon are in accordance wnh written SOPs and lorlowed by cuslodwal and/or compounding 
personnel [ENVIRONMENTAL QUALITV AND CONTROL : Cleamng and sinleclmg Ihe Slerile Compounding Areas] 

VqD/icy states you should be using RTL/ agents however MF RPTinformed inspector that a Capfu/ o! Lph Se is mixed WW! a bucket of Watery 

No 

79. Cleaning materials, such as wipes, sponges, and mops‘ are nonrsheddmg. prelerabry composed of synlhelic micro fibers, and dedlcated to use m the 
buffer area‘ ante-area and segregated compounding areas and are not removed from these areas except for dwsposal, If cleaning malerials are reused 
(e g., mops)» (here are procedures based on manufaclurer recommendahons Ihal ensure mat the eflechveness of me deaning device is maintained and 
repeated use does not add ID the bioburden o! the area being cleaned [ENVIRONMENTAL QUALITY AND CONTROL: C‘eamng and Dlsinfecting the 
Slerile Compounding Areas] 

dedicated mops are stored in ante mom vw'lh mop head In direct contact with floor and are n0! mounted 

No 

BO. Supplies and equipment removed lrcum shipping canons are wuped wilh a suitable dlslnleclmg agent (e g , stenle 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and DisinVeclmg Ihe Sterile Compounding Areas] 

Techniman placed a dirty pair of scissors on direct compounding area wit/mat wiping down with sterile a/coha/ 

No 

51 Dlslnleclam sprayed or wiped on a suflace to be drsinlected is aHowed to dry‘ and during (his time the Ilem is not be used for compoundmg purposes 
[ENVIRONMENTAL QUALITV AND CONTROL , Cleaning and D>smfecting Ihe Sterile Compounding Areas] 

Yes 

82. Sleme 70% IPA pads are used to disinfecl [he slerile enlry polnls 0! packages and devuces Wetted gauze pads or other paniclergeneralmg malarial 
are nol appropriate. [ENVIRONMENTAL QUALITY AND CONTROL‘ Cleaning and Disinlecting Ihe Sterile Compaunding Areas] 

Yes 

QUALITV AND CONTROL (Secondary Engineering Controls) 

83 Work surfaces In ISO mass 7 and 8 areas and segregated compounding areas are cleaned a( least da‘ly. IPA (70% Isopropyl alcohol) remains on 
smaces Io be dismfecled {or at least 30 seconds before such surlaces are used to prepare CSPs [ENVIRONMENTAL QUALITY AND CONTROL. 
C‘eaning and Dlsmfectlng (he Slenle Compounding Areas] 

N/A 

84' Floors m ISO Class 7 and 8 areas are mapped daily by trained personnel al a :ime when no aseptic operations are in progress using approved agents 
and procedures described In written SOP‘s [ENVIRONMENTAL QUALITV AND CONTROL meaning and Disimecflng the sterile Compounding Areas] 

N/A 

85, Shelvmg, walls‘ and ceilings in ante-areas and bufler areas are cleaned and disiNecled at least monthly. [ENVIRONMENTAL QUAUTY AND 
CONTROL : Cleaning and Disinfectmg the Sleme Compounding Areas] 

Month/y cleaning records show wa/ls , ce/l/ngs and outside of hoods were an! cleaned; ceilings were notcleaned m may, Apn/ records show there was 
no monthly cleaning 

N0 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86 Personnel prepanng CSP‘s are lree (rem rashes‘ sunburn‘ weeping sores, COI'IJUHCIWWS, and active respiratory Inventions [ENWRONMENTAL 
QUALITY AND CONTROL - Personnev c<eansing and Garbmg] 

Yes 

a7 Compounding persnnne‘ remuve personal outer garments; cosmeucs, artificial naus; hand, wrisl, and body Jewelry (hal can intertere With me in o! 
gowns and gloves; and visible body piercmg above me neck [ENVIRONMENTAL QUAUTV AND CONTROL: Personnel Cleansing and Garbmg] 

Technician GT was observed weanng a large necklace , earrings, make up and false eyelashes, Technician F3 has a heavy beard and was 
compounding sterile products wtthoul donning a beard cover. 

No 

88 Facility has adequate supplies to meet PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansmg and 
Garblng] 

Male Ethnic/an RS has a beard and was campaund/‘ng Without beard covered, No beard covers available at facility 

No 
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89. Garblng and hand hyglene are accomplished in me anterarea in order of drmesl lo cleanest: shoes or shoe covers, head and laclal hair covers, face 
mask‘ fingernail cleansing, hand and lorearm washmg and drying; non-Sheddlng gown [ENVIRONMENTAL QUALITY AND CONTROL ' Personnel 
Cleansing and Gaming] 

Yes 

90. Sterile gloves are donned m the bufler room/rso‘ator after hand cleansing wvlh an a‘coholrbased product with persislem activity and hands are allowed 
10 dry [ENVIRONMENTAL QUALITY AND CONTROL. Personnel Cleansing and Gaming] 

Yes 

91. Gloves are routinely dismVeCIeU with sterile 70% IPA after Contacllng nonsterile Objects. [ENVIRONMENTAL QUALITY AND CONTROL 1 Personnel 
Cleansing and Garbing] . 

Yes 

92 Personne‘ repea‘ garblng and hand hygiene after ‘hey are exposed to durecl contact oonlamlnahon or worse Ihan ISO mass 6 air Gowns may be 
hung 4n the anteroom and reused during the same Workshifl, [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansmg and Gaming] 

Yes 

93 Low/Medwum Risk media-fill (esls (hat closely swmulate the most challenging or stresslul condifions encountered durin compounding are mmpleled at 
\east annually by Compounding personnel Media-filled vials are appropriately incubated for 14 days. [CSP M1CROBIAL ONTAMINATVON RISK LEVELS 
'Mediueisk Level CSPs] 

Campoudnillg records Shaw morphine sulfate /NS 4mg/4m/ ”31280177040 requires 64 entries into 3 IV bag however media fill conducted by facility 
uses only 6 manipulations. 

N0 

94 Hugh Rusk Media-fin Iesls (hal closely simulale me most challenging or stress“)! conditions encountered during compnundlng have been comp‘eled al 
\east semxannually by wmpoundmg personnel. Mediarfilled via‘s are approprialely mcubaled tor 14 days [CSP MICROBIAL CONTAMINATION RISK 
LEVELS High-Risk Level CSPS] 

N/A 

95V Documentation mdwcales compoundlng personnel have successlully completed didactic (raming, passed written competency assessments, undergone 
skxll assessment using observationa‘ audit mots (hand hygiene, gaming aseplic Iechnlque) and meme-m testing annually or semlannually (high nsk) and 
before any compounding personnel begin to prepare CSPs . [ENV‘RONMENTAL QUALITV AND CONTROL , Personnel Training and Compelency 
Evaluauon ol Garblng, Asephc Work Praclices and Cleaning/Disinfecuon Procedures] 

THIS IS YOUR SECOND ADVISORY See #95 

No 

96 Compounding personne‘ who iail written tesls, observational audlts, or whose meme—nu lesl VIEIS have one or more units showmg visib‘e microbial 
conlammation, are reinstructed and reevaluated by expen compounding personnel Io ensure correction a! all aseplic work practice defioenmes 
Corrective action .5 documented Compoundmg personnel pass all evaluanons prior to resuming compounding a! sterile preparations. [ENV‘RONMENTAL 
QUALITY AND CONTROL . Personnel Training and Competency Evaluahon of Garbmg, Asephc Work Practices and CIeamng/Dlslnfecticn Procedures] 

N/A 

97 other cleaning personnel performing cleaning and dusmfectlng procedures (a g envumnmental) are Ihoruughly Iramed in proper hand hygiene‘ and 
garbing. c‘eaning‘ and dws'miecnon procedures by a qualified aseplic compounding expen. [ENVIRONMENTAL QUALITV AND CONTROL : Persunnel 
Training and Competency Evaluallon of Gaming, Asepuc Work Practices and Cleaning/Disinfection Procedures] 

N/A 

98. Compounding personne‘ and other personne! responsible for cleaning routinely undergo performance evatuation a! proper hand hygwene‘ gaming, and 
all apphcable cleaning and disimecting procedures conducled by a qualxlled asephc compoundmg expert Visual observation at hand hygiene, garbmg and 
cleaning is documented and mainlamed to prowde a permanent record and IongJerm assessment of personnel compelency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Tralning and Competency Evaluafion of Garbing, Asepnc Work Practices and Cleaning/Disinfection Procedures] 

AN compoundmg (technicians are overdue on all observational assessments ,' employee folders have blank checklrsts dated 1012076 that have not been 
completed. Last observational assessments for aseptic technique, cleaning and disinfecting and hand hygiene and garbing were completed in 2015 

No 

99. Immediately after (he compounder completes Ihe hand hygiene and gaming procedure‘ the evaluamr collects a gloved fingenip and (humb sample 
lrom both hands at me compounder onln appropriate agar plates. The males are mcubated at 30-35“ (or 2—3 days. All compounding personnel have 
successVully compleled an mina‘ campelency eva‘uation and gloved fingertip/Mum!) sampling procedure (0 Mu) no less than three limes before ininauy 
being allowed to compound CSFS Vor human use. [ENV‘RONMENTAL QUAUTY AND CONTROL V Gloved Fingemp Sampling] 

GT Rprmrormed inspector she am no! complete any GFT and yet she was Observed compaunding m the IV room during the time of this inspection MF 
RPT was hired in 44017 and documentation shaws only 1 GFT was completed 

N0 

100 Re—evalualion of g‘ove fingertip lesling omo appropriate agar plales (Tryptlcase soy agar (TSA) wnh Iecumln and polysorbam 80) for all compounding 
personnel occurs at least annuaHy tor low» and medium-nsk level CSPs and semuannually for hlgh-nsk >evel CSPs belore being aHowed Io continue 
compounding CSPs Gloves shall not be dwsmVecIed with sterile 70% \PA prior to Iesling. The cfu achon level is based on the Iota‘ number of clu on both 
g‘oves and not per hand [ENVKRONMENTAL QUALITV AND CONTROL. Gloved Fingenip Sampling] 

Per PDM HH, all Rphs are validated for Sten’le compounding however their documentation was not available a! the time of this Inspection: All 
technicians are overdue fart/weir GFT with the exception of KP Rpt. 

No 

VERIFICATION 

101. Labels 0! CSPS contain name and address of pharmacy, correct names and amounts or concentrauons of ingredwenls, lola‘ volumes, beyondruse 
dakes, storage condxlions‘ and route(s) 0' adminislranon, [FlN‘SHED PREPARAT‘ON RELEASE CHECKS AND TESTS : Idenllly and Strenglh Verification 
0! Ingredients] 

Ves 

102. Faciluy has documentation that procedures have been loHowed Io ensure slerilrly, punly, correct idenmies and amounts 0! ingredients, and slablllty 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS mspection o! Soluhon Dosage Forms and Review 07 Compoundmg Procedures] 

Yes 

103. CSP'S are vlsually mspected for abnormal pamcuiale matter and color, and inlacl containers and sea‘s. [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS \nspeclion of Solulion Dosage Forms and Revuew 01 Compounding Procedures] 

Yes 

104 Beyond Use Dales are assigned using dwecl slamy-mdlczung assays or aulhnnlauve leralure Ihat suppons Ihe assigned BUD [STORAGE AND 
BEYOND7USE DATING Determining BeyondrUse Dales] 

Yes 

105. Slorage (me 01 assembled Dag and Via‘ systems are accordmg to (he manulaclurer recommendahons. (eg Mimbag plus‘ Addvanlage. Add-ease) 
[STORAGE AND BEYOND-USE DATING - Proprletary Bag and Vial Systems] 

Yes 

DISPENSING/DISTRIBUTION 

106 Faculily has written procedures for proper packaging, slorage, and Iransportahon conditions Io mamlain slerilily‘ quality‘ purily, and strenglh of CSFs, 
[MAINTAINING STERILWV, PURITY‘ AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS ] 

Yes 

107, Modes of Iranspon are used that maintam appropriale temperatures and prevent damage to CSPs [MAINTAINING STER>LITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPs . Packaging and Transporting CSPs] 

Yes 

108, Faciliky provides a mumple component formal Irammg program to ensure pallenls and caregivers understand the proper slorage‘ handling‘ use. and 
dwsposa‘ of CSPS [PATIENT OR CAREGNER TRAINING] 

Yes 

POLICY/PROCEDURE 

109V Wrmen procedures delaH cleaning and disinfecting the sterile compounding areas inc‘uding cleansers disinleclants, and nonrsheddmg wipe and map 
makeriaVS [ENV‘RONMENTAL QUALITY AND CONTROL - Cleamng and DIsmVechng me Sterile Compounding Areas] 

Cleaning policy is vague and does not detail method of cleaning buffer room or PEG '5, In additron, your policy Iefersnces USP <797> for cleaning 
agents rather than Including specific agents in yaur policy Include agents, melhad a! app/icat/‘an, dwell time and mixing procedures In ynur cleaning policy 
so that anyone reading this policy will be able to clean all areas wrmout queshon 
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110 A written procedure is m place [or cleaning and dismfeclmg Ihe DIrEC‘ Compounding Areas [ENV‘RONMENTAL QUALITY AND CONTROL: No 
Cleaning and Dlsmlecung the Slenle Compounding Areas] 

Policy should be easily understood so anyone that reads policy would understand. 

111 Facrlity has wmlen procedures to venfy correct identity. qualily‘ amounts, and purities of ingrednems used in CSPs. [FINISHED PREPARATION Yes 
RELEASE CHECKS AND TESTS : Idenmy and Strength Verification ol Ingredxents] 

112 Pohcies address packaging to mainlam physwcal inlegrily, sterllsly, stability, and purlly of CSPSV [MAVNTA‘NING STERILITY, PUR‘TY, AND STABILITV Yes 
OF DLSPENSED AND D‘STRIBUTED CSFs : Packaging and Transpomng CSPs] 

113 Written standard procedures describe means for patients to ask queslxans and reporl concerns and adverse events wuth CSPs, and {or compoundmg Yes 
pharmacrsts to correct and prevent future prub‘ems [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

RADIOPHARMACEUTICALS 

I14 Facmty has appropriake primary engineering conlrols and radicaclwrly containment and shielding. Location of primary engineenng controls permxlled 
m ISO Class 6 controlled environment [RADIOPHARMACEUT|CALS AS CSPS] 

115 Radiopharmaceutica‘s prepared as lowaisk level CSPs wilh 127hour or less BUD are prepared in a segregated compounding area Segregated 
compounding area is designated with a line of demarcatlon [RADIOPHARMACEUTICALS AS CSPS] 

116 TechneliumfiQm/Mo‘ybdenum-QQ generators are e‘uted in ISO Class 8 oondilions. [RADKOPHARMACEUTICALS AS CSPS] 

MISCELLANEOUS 

117 Facmty engaged in office use sterile compounding lor human use is regwslered Wflh FDA as an outsourcmg Vacmly. [FAC 54516727700 (3)(g] N/A 

118 Compounding records are properly mainlamed. [FAC 64816-28 140(4)] Yes 

119 When compounding activities require the manipmatian o! a patient’s blood-denved or other bmloglcal malerial, the manipu‘alions are clear‘y N/A 
separaled [ram rouline malenaLhandlmg procedures and equipment used in CSP preparafion aclivmes‘ and they are conlmlled by speclfic standard 
operating procedures in order Io avmd any cross-conlammatmn [ENVIRONMENTAL QUALITY AND CONTROL : Placement 0! Primary Engineering 
Controls \Mthln ISO Class 7 Buffer Areas] 

SPECIAL PARENTERAL ENTERAL 8 EXTENDED SCOPE 

120 Pharmacy Iechnicians property Idenmed and supervised. [54516727.420‘ F.A.C.] 

121 Medica‘ion propefiy labeled [465 0255, PS 1 
[54516728 105, F A.C.] 

122 Expwred medicalions removed [mm the shelves. [64316728.110‘ F.A.C.] 

123 CO] Policy and Procedures and quaderly meetings. [765 101. F 8.] [6431627300, FA (2,] 

124 Prescriplions have me dale dispensed and dispensing pharmacisls [393 04mm 6. PS] [64816728,140(3)(b)‘ F.A.C,] 

125 Pharmacy mamlams pa‘ienl profile rewrdsv [6481621800, FA (3.] 

126 AH conlmued substance prescriptions contain imormalion required. [893.04, F.S.] 

127 Prescriplions for comrolled substances are on counlefleitrprool prescnplton pads or blanks purchased from a DepanmenI-approved vendor and (he 
quanmy and date 
meet the requirements 01 [456 42(2), F s 1. 

128 Controlled substance Inventory (aken on a biennia‘ basxs and available [or inspection [593 07mm F S] 
129 DEA 222 order forms propeny Comp‘eled. [893.07, F 5.] 

130 Controlled substance records and RX mformalion in compuler system 15 relrievable [21 CFR 1306 22] [64516-223 140, F AC] 
131 Controlled substance records mainlamed (or 4 years. [465 022(12)(b)‘ F 3.] 

132 Cenmed daily ‘09 OR prlntoulmaimamed.[21CFR1306.22(b)(3)][64816-28 mommy F A C] 
133. Pharmacy IS reporlmg to me PDMP within 7 days 0! dispensing conlmlled substance [893 055(4), F S] 
134. Pharmacy maintains Invoices documenting (hal medicinal dmgs were obmined (mm a Florida hoensed dlslnbmor 499 005 (14) 

Remarks: 

I have read and have had Ihis inspeclmn reporl and the laws and regulatlons concerned herein explained‘ and do affirm ma! [he inVormahon given herein ‘5 hue and correct 
lo the best of my know‘edge l have received a copy ofthe Licensee BM 0! Righls 

\nspeclor Swgnalure. Represenlalwe. 

BOWER, MONICA Henry Hernandez 

Dale B/24R017 Dale 8/24/2017 
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On August 24, 2017, Sr Pharmacist Monica Bower conducted a routine SSCP inspection at Ambient 
Healthcare ofS, Florida, Inc. (PH27913) located at 15951 SW 415‘ St; St 500; Davie, FL 33331‘ The 
inspection was conducted with Enrique Hernandez Rph and PDM (P528016). The following observations 
were made: 

51) CERTIFICATION OF PEC'S (HOODS) AND SEC'S (ROOMS) HAVE BEEN PERFORMED EVERY SIX 

MONTHS AND CORRECTIVE ACTIONS OF DEFICIENCIES HAVE BEEN DOCUMENTED, 

*Failure to cease sterile compounding on a hood that failed certification due to HEPA filter leak. 

Facility continued to mix sterile compounds and release product from 7-14-17 thru 8»7»17 in a hood that 
FAILED certification, thus leaving the possibility of products being contaminated with microorganisms 

53) THE PRIMARY ENGINEERING CONTROLS (PEC'S) ARE PLACED IN THE BUFFERAREA (ROOM) IN A 

MANNER ., TO AVOID CONDITIONS THAT COULD ADVERSELY AFFECT THEIR OPERATION 

*Failure to maintain clean air inside the buffer room and ante room, 
Buffer room (where compounding takes place and hoods are located) door is a double swing door that is 

not secured. Positive pressure from buffer room to ante room ensures the cleaner air inside the buffer 
room stays inside, however; during and throughout the inspection, inspector observed ante room door 
remain OPEN therefore pulling unsecured buffer room doors OPEN allowing dirty air from the 
unclassified pharmacy into the ante room AND buffer room. 

75) COMPETENT MICROBIOLOGY PERSONNEL ARE CONSULTED IF ..$AMPL|NG u SHOWS ELEVATED 

LEVELS OF MICROBIAL GROWTH. IF ANY MOLD, YEAST, ARE DETECTED, IMMEDIATE REMEDIATION 

AND INVESTIGATION INTO THE CAUSE AND SOURCE WAS CONDUCTED. 

*Failure to use proper plates to identify fungi in clean room. 
On 7»14-17, Surface sampling revealed chrysosporium sp , a fungus. Resampling was conducted on a 

TSA plate that is specific to bacteria and may not be effective in detecting fungus. 

37) BEYOND USE TIME DOES NOT EXCEED 6 HOURS FOR SINGLE DOES CONTAINERS IN ISO CLASS 5 

(HOOD) ” AFTER INITIAL OPENING OR ENTRY. 

*Failure to indicate time / day of initial entry of single dose bags inside hood or to discard after initial 
use, 

38) BEYOND USE TIME DOES NOT EXCEED 1 HOUR FOR CLOSURE SELAED SINGLE — DOSE CONTAINERS 

AFTER BEING OPENED OR ENTERED IN WORSE THAN ISO CLASS 5 AIR, 

*Failure to discard a vial of sterile drug kept in the refrigerator after initial use with no time stamp of 
initial entry. 

80) SUPPLIES AND EQUIPMENT“ ARE WIPED WITH SUITABLE DISINFECTING AGENT. 

*Failure to wipe down dirty scissors before placing non sterile item in the hood . 

99) IMMEDIATELV AFTER THE COMPOUNDER COMPLETES THE HAND HYGIENE AND GARBING 

PROCEDURE, ALL COMPOUNDING EMPLOYEES HAVE SUCCESSFULLY COMPLETED AN INITIAL 

COMPETENCY EVAULATION AND GLOVED FINGERTIP/THUMB SAMPLING PROCEDURE (0 cfu)NO LESS 

THAN THREE TIMES BEFORE INITIALLY BEING ALLOWED TO COMPOUND CSPS FOR HUMAN USE. 

*Failure to train newly hired employee before allowing person to compound sterile products. 
Inspector observed a newly hired technician physically compounding sterile products with the direction 
of another technician, without passing ANY GFT (gloved fingerprint test). This does not ensure 
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technician is effective in hand hygiene and garbing without introducing microorganisms into the final 
product. 

100) RE-EVALUATION OF GFT FOR ALL COMPOUNDING PERSONNEL OCCURS AT LEAST.“ ANNUALLY 

BEFORE BEING ALLOWED TO CONTINUE COMPOUNDING CSP’S (COMPOUNDED STERILE PRODUCTS) 

*Failure to validate the effectiveness of hand hygiene and garbing of all personnel with the exception of 
one technician 

95) DOCUMENTATION INDICATES COMPOUNDING PERSONNEL HAVE SUCCESSFULLY UNGERGONE SKILL 

ASSESSMENT USING OBSERVATIONAL TOOLS (HAND HYGIENE, GARBING, ASEPTIC TECHNIQUE) AND 

MEDIA FILL 

*Failure to validate that any employee is competent to compound sterile products. All employees have 
not been observed to prove they are able to compound without introducing bacteria and fungus into 
the room (proper hand hygiene and garbing technique) AND into the finished product (aseptic 
technique). 

93) LOW/MEDIUM RISK MEDIA FILL TESTS THAT CLOSELY SIMULATE THE MOST CHALLENGlNG OR 

STRESSFUL CONDITIONS ENCOUNTERED DURING COMPOUNDING ARE COMPLETED BY ALL 

COMPOUNDING PERSONNEL. 

*Failure to validate compounding personnel through mimicking most challenging batch. Compounding 
records show a batch of 64 syringes of a CSP were dispensed, however media fill procedure calls for 
only 6 manipulations 

87) COMPOUNDING PERSONNEL REMOVE PERONAL OUTER GARMENTS; COSMETICS, HAND, WRIST 

AND BODY JEWELRY AND VISIBLE BODY PIERCING ABOVE THE NECK. 

*Failure to remove make up and jewelry before compounding sterile products‘ New technician was 
observed in the buffer room compounding sterile products wearing false eyelashes, makeup, a large 
necklace and earrings‘ 

88) FACILITY HAS ADEQUATE SUPPLIES TO MEET PPE REQUIREMENTS OF USP<797> 

*Failure to wear appropriate beard cover while compounding sterile products. 

73) SURFACE SAMPLING IS ACCOMPLISHED IN ALL ISO CLASSIFIED AREAS (HOODS AND ROOMS) AT 

THE CONCLUSION OF COMPOUNDING. 
*Failure to assure compounding personnel are adequately compounding sterile products without the 
introduction of bacteria and fungus into the final product Company policy states surface sampling shall 

be completed at the conclusion ofcleaning. 

98) COMPOUNDING PERSONNEL RESPONSIBLE FOR CLEANING ROUTINELY UNDERGO PERFORMANCE 

EVALUATION OF“ ALL APPLICABLE CLEANING AND DISINFECTING PROCEDURES. VISUAL OBSERVATION 

OF ” CLEANING IS DOCUMENTED ”TO PROVIDE A PERMANENT RECORD AND LONG TERM ASSESSMENT 

OF H COMPETENCY. 

*Failure to ensure employees are capable to cleaning and disinfecting hoods and rooms keeping 
microorganisms out of sterile products. 

85) SHELVING, WALLS AND CEILINGS IN ANTE AREAS AND BUFFER AREAS ARE CLEANED AND 

DISINFECTED AT LEAST MONTHLY‘ 
*Failure to consistently clean ante and buffer rooms monthly. 
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62) SURFACES AND ESSENTIAL FURNITURE IN THE BUFFER ROOMS,“ ARE CLEANABLE AND RESISTANT 

TO DISINFECTANTS‘ 

*Failure to clean areas within buffer room‘ Inspector observed three dirty chairs inside the buffer room‘ 
Also, the inside door of the buffer room was filthy. 

66) STORAGE SHELVING, COUNTERS, CABINETS AND CARTS ARE CLEANABLE. 

*Failure to keep essential items in the buffer area clean. Bins containing sterile vials are dirty‘ 

63) ONLY THE FURNITURE, EQUIPMENT, SUPPLIES AND OTHER MATERIAL REQUIRED FOR 

COMPOUNDING ARE BROUGHT INTO THE BUFFER ROOM. 
*Failure to keep buffer room uncluttered. 

110) A WRI'ITEN PROCEDURE |S IN PLACE FOR CLEANING AND DISINFECTING THE DIRECT 

COMPOUNDING AREAS. 

*Failure to ensure all employees know facilities procedure on how to properly clean and disinfect the 
direct area where compounding takes place. 
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M'ssion' 
Rick Soon 

I . 

To protect, promote & improve 1he heanh 1m .4 

Govemor 

of all people in Florida through integrated A 
, x“ L M _ 

state. county &community efforts. “2‘ “$.53, 7 
Celeste Phillp, MD, MPH 

HEALTH S‘ate Surgeon General 

Vision: To be the Healthiest state in the Naflon 

August 29, 2017 

CONFIDENTIAL TO: 
Ambient Healthcare of S. Florida, Inc. 
15951 SW 415' Street, Suite 500 
DAVIE, FL 33331 

Case Number: PS 2017-15122 
Dear Ambient Healthcare of S. Florida: 

We are currently investigating the enclosed document received by the Department of Health. This 
investigation was initiated after it was determined that you may have violated the Pharmacy Practice Act. 

Within 20 days of receiving this letter, you may: 
#0; submit a written response to the address below; or 
{3% call our office to schedule an interview. 

Please provide a copy of your curriculum vitae and identify your specialty even if you choose not to 

submit a response. Include the above-referenced case number in any correspondence that you send. 

Florida law requires that this case and all investigative information remain confidential until 10 days 
after the Probable Cause Panel has determined that a violation occurred or you give up the right to 
confidentiality. Therefore, the contents of the investigation cannot be disclosed to you or the general 
public. You may make a written request for a copy of the investigative file and it will be sent to you 
when the investigation is complete. 

You are not required to answer any questions or give any statement, and you have the right to be 

represented by an attorney. It is not possible to estimate how long it wil! take to complete this investigation 
because the circumstances of each investigation differ. 

The mission of the Department of Health is to protect, promote & improve the health of all 
people in Florida through intregrated state, county and community efforts. If you have any questions, 
please call us at (954) 267-4511. 

Sincerely, 

MW 
Sylma C. Stinson 
Medical Quality Assurance Investigator 
lss 

Encl. Case Summary and Attachment 

Florida Department of Health 
Division 0' Medical Quality Assurance ' 

1400 W. Commercia! Boulevard, Suite 130 . Ft Lauderdale. FL 33309 P H A B afar: 3:31:33} Iggglggigtlegfgggnt 
PHONE: (954) 202-3250 - FAX (954) 202-3254 

FloridaHealth.gov 
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Sfinson,S hna 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Your message 

To: Hayes, Dan B 
Subject: Notification Letter 

Hayes, Dan B <dhayes@briovarxinfusion.com> 
Tuesday, August 29, 2017 3:34 PM 

Stinson, Sylma 
Read: Notification Letter 
ATTOOOO1; ATTOOOOZ‘txt; ATTOOOO3.htm 

Sent: Tuesday, August 29, 2017 3:27:52 PM (UPC-05:00) Eastern Time (US & Canada) 

was read on Tuesday, August 29, 2017 3:33:52 PM (UTC-05:00) Eastern Time (US & Canada). 
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EXHIBIT #3 000025

STATE OF FLORIDA 
DEPARTMENT OF HEALTH r 
INVESTIGATIVE SERVICES 

‘

> 

lNV797-Sterile Compounding 

HEA 
. 

EMF-E 

mm Hmap mm“ gm 

Flle if 21072 
Insp # 147189 

NAME PERMIT NUMBER DATE OF INSPECTION 
AMBIENT HEALTHCARE OF S FLORIDA, INC 27913 08/24/2017 

DOING BUSINESS AS 
AMBIENT HEALTHCARE OF S. FLORIDA‘ INC 

STREET ADDRESS TELEPHONE # EXT 
15951 SW 418T ST SUITE 500 954-38971126 

CITY COUNTY STATE/ZIP 
DAVIE EROWARD FL/33331 

Additional Inlormation 

Business Operation Hours 

M-T-W-TH-F y Weekly Hours 8.30 am to 5:30 

Monday N Tuesday N 

Wednesday N N 

Friday N Salurday N 

Sunday N 

Registered Pharmacist I Intern 1 Tech 

License # P549270 Licensee Name Shir‘ey Ellsbrun 

License Type Regwstered Pharmacists 

License 3 P336287 Licensee Name Vincent Ekebu 

License Type Reg>slered Pharmacists 

License it P852096 Licensee Name Jacqueline Rodriguez 

License Type Registered Pharmacists 

License # P521110 Licensee Name Manuela Vega-Rivera 

L‘cense Type Registered Pharmaosts 

L;oense # P528016 Licensee Name Enrique Hernandez 

License Type Registered Pharmacwsts 

License if 29706 Licensee Name Katrina Phillip 

License Type Pharmacy Tech 

AC5 Manager 

Optional Information 

| I 1 

Basic License Data - FSD 

I 
DEA Reg # BA7935490 l J 

License Relations 

Pharmacy Affiliate 

ADLER. IAN License # 

BRONSON, DAVID License # 

DEBLASI, PAIGE License # 

FRENI, LAWRENCE License # 

KLE‘NMAN, IRA License # 

KRAMM, EDWARD P License # 

KRAMM, KATHEE M License ’1 

WLLKINS‘ JOHN License # 
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lNV797-Sterile Compounding 
lnsp #147189 AMBIENT HEALTHCARE OF S. FLORIDA, INC 

File # 21072 

I 
YORK‘ CHRISTOPHER ‘Llcense #

‘ 

RX DPT MGR/CORIPOR 

I 
HERNANDEZ. ENR‘QUE JAVIER ‘Lwcense # 28016

‘ 

Spenial Sterile Compounding 

I 
AMBIENT HEALTHCARE OF S FLORIDA, INC 

‘ 

License #18740
‘ 

INV797 - Sterile Compounding 

LOW RISK 

1. Low risk CSP‘s are properly menhfled: Aseptic manipulations within an ‘80 Class 5 envuronment using three or Vewer slerile prcdums and no more man Yes 
Iwo entries mlo any conlainer, [CSF' MICROBIAL CONTAMINATlON RISK LEVELS Loeisk Level CSPS] 

2. Low Risk CSP's, In absence of passrng slerilily lest slored ncl more than 48 hours at oonlroHed room Iemperature, 14 days at cold temperature, or 45 Yes 
days in sohd lrozen stale a! ~25“ to 710° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS: Low»Risk Level CSPS] 

3 Low Risk CSP‘s with 12 hourBUD are propeny Idenlmed and comply wuh an (ourspecific cmeria 1 PEG In Segregated Compounding aVea 2 Away MA 
from wmdows doors mgh traffic areas 3 Hygwene & gaming required smks not adjacenl In PEG 4 Cieaning & sinlecting Personnel training 
Competency evaluation Gaming Aseptic work praclices Viable and non- viab‘e environmenlal sampling apply. [CSP MICROBIAL CONTAMINATION RISF 
LEVELS Low- Risk Level CSF’S] 

MEDIUM RISK 

A Medmm Risk CSP'S are prnperly Idenlrfied' Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixmg and transVer, Yes 
more Ihan three slenle producls and emries inlo any comainer‘ and pooling mgredienls lrom multiple sterile produms to prepare mullip‘e CSPs [CSP 
MICROBIAL CONTAMINAT‘ON RISK LEVELS : Mediueisk Level CSPS] 

5, Medium Risk 08?; m absence oi passing sterility (est. slored not more than 30 hours at controlled room temperature, 9 days al cold temperature‘ or Yes 
45 days in Solid frozen state 31-25“ to -10” or colder [CSF MICROBIAL CONTAMINATION RISK LEVELS . Medium-Risk Leve‘ CSPS] 

HIGH R|SK 

5. Presterillzauon procedures mr h<gh»risk |eve\ CSPs. such as weighing and mixing, are completed m no worse than an ‘80 Class 8 enwonmenl 
[ENVIRONMENTAL QUALITY AND CONTROL: Placement 0! Primary Engineefing Contro‘s lhin ISO Class 7 Buffer Amas] 

7 High Risk CSP‘s are properly idemmed: Confirmed presence of nonsterile ingremeMS and devices, or confirmed or suspected exposure 0! sterile 
ingredients for more than one hour to all’ quallly Inferior to ISO Class 5 belore final sterilizahon. [CSP MICROBIAL CONTAMINATION RISK LEVELS ‘ 

High-RISK Leve‘ CSPs] 

8, High RISK CSP‘s, m absence of passmg sterility lesl are nm stored more than 24 hours at convened room Iemperalure, 3 days at cold temperature, or 
45 days in Solid Vrozen stale mi? (0 >10“ or colder [CSP MICROBIAL CONTAMINATION RISK LEVELS ' High-Risk Level CSPS] 

9, A o 2-um cemfied sterilizing membrane filter ‘5 used that is chemically and physwcalg/ compalible with me esp FMmtIon Is wmp‘eted rapidly wnnom 
filler replacement Sterihzallon melhud is venfied to acmeve sterilny (or me quanmy an type 0! containers, [VERIFICATION or COMPOUNDING 
ACCURACY AND STERILITY , Slerilization o! High~RIsk Level CSPs by Filtration] 

10. Stennzatmn method used has documenlalxon Ihal acceplable slrenglh and purity o! ingredlems and \megrily of containers is maintained. [CSP 
MICROEIAL CONTAMINAT‘ON RISK LEVELS : HighrRisk Level CSFS] 

11. The manufacturer recommended filler integrity (5.9., bubble point) test is performed and documented for a“ slerilizlng fillers after filtenng CSPs, 
[VERIF‘CATION OF COMPOUNDING ACCURACY AND STERILITY ' Slenllzatlon 0' High-RISK Leve‘ CSF’S by Fillration] 

12. Autoc‘ave cycle has been verlfled uslng appropriate biological indicators Solutions are passed Ihmugh a 1.2mm or smaller finer into final conlamerst 
remove panlculales belore Slerilizafion [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization D! HighrRIsk Lever CSPS by 
Sleam] 

13 Dry heat ovens used (or sterilization have mered forced air. Omy those items that wwll be damaged by steam are slermzed by dry heat 
[VERIFICATKON OF COMPOUNDING ACCURACY AND STERILITY ' Stenllzatlon 0' High-Risk Leve‘ CSF’S by Dry Heal] 

14. The description ofdry heat slenllzatlon conditions and duration (or Specific CSPs Is included In wrmen documenlation m Ihe compounding faculily The 
efiecliveness 0! dry heal skenllzallcn IS verlfled using appropriate bimogical Ind‘caturs and olher cunfirmation, [VER‘FICATION OF COMPOUNDING 
ACCURACY AND STERILITY Slerilizalion 0' HighrRisk Leve‘ CSPS by Dry Heal] 

15. Dry heat depymgenation is used to render glassware or containers such as vials free from pyrogens as we“ as viable microbes. The descnption of 
Ihe dry heat depyrogenation cycle and durahon Vor specific load items 15 Included in wnlten documentation in the compounda laclmy The eflectiveness 
0! Ihe dry heat depyrogenatlon cycle Is verified using endoloxm Challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY ' Depyrogenalion by Dry Heal] 

16 Stemn Ieslmg is compleled lor all Highrnsk level CSPs prepared in names of more than 25 identical containers, or exposed longer man 12 hours at 
2“ I0 8“, and 6 hours at warmer than 8” bemre being slenlized, [FINISHED PREPARATION RELEASE CHECKS AND TESTS ' Stenmy Teslmg] 

USP (71> STERILITY TESTING (Outsourced) 

17 Outsourced slenllty lasting results Indicate mat It IS comphant wum USP<71>, A melhod not described in me USP may be used if val<dafion 
demonstrates that the anemafive Is at leasl as effecfive and rel1ab1e.[STERlLlTY TEST USP<71>] 

18. Outsourced: The number of articles lesled are appropnale according to USP<71> [STERILITY TEST USP<71> : Number of Articles lo Be Tested] 

19. Outsourced. The vo‘ume/quantity (esIed 15 according to USP<71>. [STERILITY TEST USP<71> : Number 01 Amcles to Be Tested] 

20. Outsourced. A USP<71> melhod suitabihly test has been done wuh appropriate inoculum. additives and rinsesv [STERILITV TEST USP<71> : Melhod 
Suilabilily Test] 

21 Omsourced: Slerihly testing repons are reviewed and appropriate actions taken and documented [FINISHED PREPARAT‘ON RELEASE CHECKS 
AND TESTS] 

USP <71> STERILITV TESTING 
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lNV797-Sterile Compounding 
lnsp # 147189 AMBIENT HEALTHCARE OF S. FLORIDA, INC 

File # 21072 

22. On sile' Membrane mtrauon is used il appropriate. (The technique a! membrane filtration >5 used whenever the nalure 0! the producl permuls; Ihat us, 

{or filtereb‘e aqueous preparations. for alcoholic or oily preparations, and {or preparations mlsable with, or soluble in‘ aqueous or 0n so‘vems‘ provided 
these solvents do not have an antimicromal effect In Me cundllmns of the lest) FMers are rinsed aocordmg to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS , Sterility Teshng] 

23. On sue. Direct inoculation is done omy when membrane filtration cannot be carried out Volume lo be inoculated does not exceed 10% oflhe culture 
medwa volume [FINISHED PREPARATION RELEASE CHECKS AND TESTS‘ Sterilily Teslmg] 

24 On site: The number 0' articles tested are apprupnate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles Io Be Tested] 

25 On site: The volume/quanmy tested IS accordmg Io USP<71> [STER‘LITY TEST USP<71> : Number of Articles to Be Tested] 

26, On site: A growth promouon tesl has been done on the meme with the 5 specified organisms (nol more than 100 CFU) according to USF<71>. 
[STERIUTY TEST USP<71> . Growm Promotion Test ofAerobes, Anaerobes, and Fungi] 

27. On site: A usp<71> melhod suxlabihly Iesl has been done wilh appropriate inoculum. addmves and rinses [STER‘LITY TEST usp<71> : Melhod 
Suitability Test] 

28 On site. TSB or SCD is mcubated at 20725 C {or 14 days (2 incubators presenl) [STERILITY TEST USP<71> . Culluie Media and lncubafion 
Temperatures] 

29. On site FTM is Incubaled 3130-35 C [or 14 days (2 incubalors presenl). [STERILITY TEST USP<71> : Culture Med‘a and Incubation Temperatures] 

so. Onssfle Sterility cesung KS documented incmding [m numbers and expirahon dales of media [FINISHED PREPARATION RELEASE CHECKS AND 
TEST 1 

31 .sgnsfne Stenmy Iesting reporls are reviewed and appropriate aclions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND 
TE 

ENDOTOXIN TESTING 

32 Endoloxin lasting IS conducted for High-risk level CSP's that are prepared In batches of more than 25 ‘dentical conlarners, or exposed \onger than 12 
hours at 2" lo 8", and 6 hours at warmer man 8", belore being slerxlized or in mulhdose wmainers for administration to mumple patients (excludmg those 
for 4nhalahon and ophlhalmic admrnislralion) [FIN‘SHED PREPARATION RELEASE CHECKS AND TESTS ' Bacterial Endoloxm (Pyrogen) Testing] 

33 Endoloxm lasting process indicales that it is compliant wilh USF<85>V [BACTER‘AL ENDOTOX>NS TEST USP<85>] 

34. High Risk CSP‘S are wmhin allowable limits (or baderial endoloxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS Eaderia} 
Endotoxm (Pyrogen) Testing] 

IMMEDIATE USE COMPOUNDING 

35 Immediate-use compounding compiles win all six specified crilena. 1, Lowrrisk slerile nonhazardous products or diagnostic radicpharmaoeullcal N/A 
products (ram Ihe manulaclurers' original containers Anurneoplasucs shall not be prepared as Immedlale—use CSPs because Ihey are hazardous dmgs, 
2 Unless required for the preparation‘ the compounding procedure is a COnllnuOuS process not lo exceed 1 hour 
3 During preparation aseptic technique IS followed and‘ vf nol immedialely admmistered, (he finished CSP is under continuous supervlsion to minlmize Ihe 
potential [or conlact w>lh nonslerile sur'aces‘ immduciion o! particulate matter or biological llulds‘ flux-ups With other CSPs, and direcl Contact 0! outside 
surfaces 
4 Administration begins not Ia‘er than 1 hour following me slan of the preparation of the CSP. 
5, Unless \mmediately and completely administered by the person who prepared it or immediate and complete adminnslration is wdnessed by the preparer. 
me CSP shall bear a label listing patient identification inlormahon, the names and amoums 0! all ingredient; the name or mnials o! the person who 
prepared the CSF, and me exact 1-hour BUD and time, 
6. ll admlmstrahon has nol begun within 1 hour lollowing the start of preparing the CSP, Ihe CSP shall be promplly, property, and satay dxscarded, 
[IMMEDLATEVUSE CSPS] 

SINGLE/MULTIPLE DOSE CONTAINER BUD 

36. Beyond~use date does nut exceed 28 days for munip‘e-dose conlamers afler mifial opening or enlry‘ unless specified otherwise by the manwacturer. Yes 
[SINGLE-DOSE AND MULTIPLErDOSE CONTAINERS] 

37. Beyond-use lime does not exceed 6 hours (or closure sea‘ed singlerdose containers in ISO Class 5 or cleaner air afler mihal opemng or entry‘ unless No 
specmed olherwise by the manufacturer. [SiNGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Multiple single use SW/ were m the PEC's with no puncture date ar time. 

38. Beyondruse time does not exceed 1 hour [or closure 5ea\ed singlerdose conlainers afler bemg opened or entered in worse than ISO Class 5 air No 
[SINGLEDOSE AND MULTIPLErDOSE CONTAINERS] 

Entered pharmacy bulk package of vancoymyc/‘n Lot # 772953A In relngerator Wlfh no time at date of puncture. 

39 Single-dose ampules are discarded immediaKely after use. [S‘NGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] Yes 

HAZARDOUS DRUGS 

40. A pressure Ind‘oator :5 Installed and dufierenhal pressures are momlored and documented daily {or hazardous buffer room. [HAZARDOUS DRUGS AS 
SP5] 

41. Hazardous drug bufler room is a! leas‘ 0.01 mch wale( oommn negalwe pressure with 30 ACPH 0V HEPA fillered air. [HAZARDOUS DRUGS AS CSPs 

42. At least 0.01 inch waler column negalive pressure and 12 air changes per hour In non-cleanrooms m Wth CACIs are located, FAC USP Chamer 797 
requires thal: “When closedrsyslem vialrtransfer devices (CSTDS) (i e., waHransVer syslems mat al‘cw no venting or exposure a! hazardous subslanoe to 
me environment) are used. they shall be used within an ISO Class 5 envrronmenl 0! a BSC or CAC‘ The use 0! me CSTD is preferred because 0! their 
inherent closed system process In tacillties thal prepare a low volume a! hazardous drugs. the use of two Iiers of containment (e g , CSTD within a ESC or 
CACI that Is located in a nonrnegative pressure room) is acoep‘able " For purpose 0! said prowslon‘ a "low volume of hazardous dmgs" is defined as less 
man 40 doses per month. [HAZARDOUS DRUGS AS CSPs] 

43 Personnel compoundmg hazardous drugs wear appropnale persona‘ protemive equipmenl. [HAZARDOUS DRUGS AS CSPs] 

44 Hazardous drugs are handled with caution a all tImes usmg appropnale chemolherapy gloves during receiving. distribution. stocking, inventorying, 
preparing for admmlstralion, and disposal. Spin kits are avawable [HAZARDOUS DRUGS AS CSPs] 

45 Hazardous drugs are prepared in an ISO C(ass 5 environment (880 or CAC‘) wilh prolemive engineenng conlrols In place, Icllowmg asephc practices 
specmed [or the appropnate contamination risk levels, [HAZARDOUS DRUGS AS CSPS] 

46 Hazardous dmgs are s‘ored separately from other inventory in a manner m prevenl mnlamxnalion and personnel exposure. [HAZARDOUS DRUGS 
AS CSPS] 

47 Access to hazardous drug preparation areas is limited Io authorized compoundmg personnel. [HAZARDOUS DRUGS AS CSPs] 
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48. Annual documentation 0! hazardous drug naming a! personnel regarding storage‘ handling, conlainmenl (echmques and dwsposal of hazardous drugs 
is available. [HAZARDOUS DRUGS AS CSPS] 

49 Compounding personnel 0! reproductive capability have confirmed In writing that they understand the nsks 0! handling hazardous drugs 
[HAZARDOUS DRUGS AS CSFS] 

50. Facility maintains appropriate msposal wmamel’s (or all hazardous waste [HAZARDOUS DRUGS AS CSPS] 

FACILITY DESIGN AND CERTIFICATION 

51. Certification and lestlng 0' primary (LAFWs‘ BSCs, CNS and CACIs) and secondary engineenng controls (bufler and ante areas) have been periormed 
by a qualified individual no less than every six momhs and whenever the devwoe or room 15 relocated, altered, or major service In the facilily is performed 
Correclive action for deficiencies are documented. Certmcalion procedures such as Ihose oullined in the CETA Cenificauon Guide for Sterile Compounding 
Facmfies (CAGVOOSVZOOS) are conducted under dynamsc commons [ENVIRONMENTAL QUALITY AND CONTROL : Environmental Nonviable Particle 
Tesnng Program] 

MTA 7-14-17lesled PEG: and SECS , ante room did not pass With the required 20 ACPH - room had 15 THIS IS YOUR SECOND ADVISORY. [here 
are 4 XISO 5 HLF hoods ,' Hood # 2298 HEPA filter failed on ”Us date with multiple leaks, a new HEPA filter was Shipped on 7-27 and replaced on 8-7-17 
and the PEG fives recenified on this dam. Per PDM HH, lad/fly continued [0 compound in the PEG alter filter failure and before new filter was replaced 
(7-14 (t 577 

No 

52 aary engineering controls provide unidirectional (i e.. lammar) HEFA filtered alr Air pattern ana‘ysis via smoke sludies are conducted al me crmcal 
site to demonstrate unidirectional alrflow and Sweeplng acliun over and away [mm the producl under dynamic conditions [ENV‘RONMENTAL QUALITY 
AND CONTROL ' Facili‘y Design and Envimnmenlat Conlrols] 

Yes 

53. The pnmary engineering controls are placed wxlhin a buffer area m such a manner as to avoid condmons mal cuuld adversely aflect (new operation 
The PEC is placed out of me traffic flow and in a manner to avoid disruption from (he HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL: Facility Design and Envlmnmenla‘ Controls] 

The dour from the IV mom to ante room is a double swing (1007. When the ante room duor opens, the clean room swmg doors open: During 
mspech’on, employees were exiting and entering clean room into the ante room while the ante mam door was left open, letting my air enter through the 
main phannacymfo the ante room and IV room 

No 

54. All HEPA filters are leak tested after installatlon and every SIX months Ihereafler. [ENVKRONMENTAL QUAUTY AND CONTROL 3 Facility Des‘gn and 
Environmental Conlrols] 

Yes 

ISOLATORS 

55 CAIs are proven to mamlain ISO Class 5 air when particle counts are sampled 6 m 12 Inches upstream o! crihcal site exposure areas durmg 
pervormance of norm Inward and oulward transfer of malenals‘ and compoundmg manipulations when such CAls are located in air quality worse man 
‘80 Class 7' [ENVIRONMENTAL QUALITY AND CONTROL Placement 0! Primary Engineering Contro‘s VWhln ISO Class 7 Buffer Areas] 

56 Adequate remvery lime [or isolators Io achieve ‘80 Class 5 air quality \5 allowed after material transfer belore and during oumpounding operahons, 
[ENVIRONMENTAL QUALITY AND CONTROL Placement of Primary Engineering Controls V\Mh'm 150 Class 7 Buffer Areas] 

57 Personnel gaming reqmremems are (oHowed for CAls unless manufacturer prowdes written documenlahon based on validated lesling that any 
components of PPE are rIOI required to masmaln sterimy of CSPS [ENVIRONMENTAL QUAUTY AND CONTROL: Personnel Cleansmg and Gaming] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58V Facrlity has pressure gauges or ve‘ocrly meters to monilorthe pressure diflerenual or airflow between me bufler area and anIe-area, and me anIe-area 
and me general environment outside the compounding area The results are revuewed and documented on a log at least daily or by a conlinuous 
recordmg device, The pressures dl'ferenhms meet or exceed 5 Pa (0.02 inch waler column (w E j). Allemaliveiy. in lacilllies where IDW- and medium-risk 
level CSFs are prepared‘ diflerenha‘ airflow \s mainlamed al a mmimum velocity 0! 0.2 meKer/sewnd (4D fpm) across a line of demarcahon between buffer 
area and anterarea. [ENWRONMENTAL QUALITY AND CONTROL: Pressure Differential Monilonng] 

Yes 

59 mean rooms for nonhazardous and nonradioactive CSPs are supphed th HEPA fillered air lhal enters from ceilings with relum vents low on walls, 
and lhal provides not less than 30 air Changes per hour or quafilfies for exoep‘ion in 64B16*27.797(4)(c)v [ENVIRONMENTAL QUALITV AND CONTROL 
Facility Design and Environmenla1 Conlrols] 

Yes 

60. Activmes and tasks carried oul wilhm the buffer area are hmited to only those necessary when WOI’kIng wuthm a conlrolled environment 
[ENVIRONMENTAL QUAL‘TY AND CONTROL : FaCHity Design and Environmenla‘ Controls] 

Yes 

61 Only me iumilure, equipment supplies‘ and other material! required Var lhe compounding aclivilies Iu be per'ormed are broughl mm the buffer room, 
[ENVIRONMENTAL QUAUW AND CONTROL : Facmty DeSIgn and Environmenla‘ Comrols] 

clean room is cluttered With multiple halfempty bins, starage containers and an empty plastic tray stored under can, a radio is stored undera hood 

No 

62. Surfaces and essential furnilure in buffer moms or zones and clean moms are nonporous, smuolh, non-shedding \mpermeable, cleanable, and 
resustanl to dismfectanls [ENVIRONMENTAL QUALITY AND CONTROL: Facllily Design and Environmenlal Connors] 

There are three chairs in the clean mom that are dirty: (he doaron the inside of the clean room is filmy. 

No 

63. The suflaces of ceillngs‘ waHs, floors, fixlures, shelving‘ counlers, and cabinels m Ihe bufler area are Smooth, imperwous, free lrom cracks and 
crevices, and non-sheddlng, Ihereby promolmg deanabllily‘ and minimxzing spaces m which microorganisms and other wntamlnants may accumulate 
[ENV‘RONMENTAL QUALITY AND CONTROL . Facwlity Design and Environmenta‘ Conlrcls] 

The man door ofthe clean roam has remnants afsficky material stuck onto glass window, 

No 

64 Ceiling hles are caulked around each perimeter and lo wa1ls to sea‘ them to the suppon Irame, The exterior vens sudace cl osmng lighting fixlures IS 

smooth, mounted flush, and sealed. All other penetrahons through the ceiling or walls are sealed [ENVIRONMENTAL QUALITY AND CONTROL 3 Facility 
Design and Environmenlal Conlrois] 

Yes 

65. The bufler area does nol comam sources a! water (sinks) or floor drains. Work surVaces are cunslructed 0V smcolh‘ impervious materials, such as 
slalnless slee‘ or molded plastic, so that they are easily cleaned and dbslnfected [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and 
Environmenta‘ Controls] 

The whee/attachments on P50 is showing signs of rust. 

No 

66. Storage sheiving, counlers‘ cabmels and cans/casters in me buffer area are smooth, Impervmus, free from cracks and crevices. non-shedding. 
non-porous, cleanable, and dlsinfectablev [ENVIRONMENTAL QUALITY AND CONTROL . Facility Design and Environmental Conlrols} 

Bins containing sterile drug via/s are dirty and have sticky maIen‘al on the outside, 

No 

57 When devices (e 9,, cumpmers and primers) and objecls (e,g.. earls and cabinets) are piaoed in buffer areas, air quality IS verified by particle counls 
on cenificallon [ENVIRONMENTAL QUALITV AND CONTROL. 50 Class 5 Alr Sources, Eufier Areas. and Ame-Areas] 

Yes 

QUALITY AND CONTROL 
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58. An appropnale environmenta‘ sampling plan has been developed for airborne viable particles based on a risk assessment 0! compounding activities 
peflormed Volumetric air samplmg is conducted every six months and sites include locations within each (SO Class 5 envuronmenl and In the ISO Class 7 
and 8 areas‘ and the areas at grealest nsk o! conlammatmn (e g ‘ 

work areas near the ISO Class 5 enwronment. counlers near doors. passrlhrough 
boxes), The plan indudes samme Iocalions‘ melhod o! col‘eclion‘ Vrequency of sampling, volume of air sampled. and “me 01 day as related to aclwity m 
Ihe compounding area and aclion levels. [ENVIRONMENTAL QUALITY AND CONTROL Enwronmenlal Vlame Airborne Pamela Testing 
Program—Sampling Plan] 

Your viable sampling plan states that PASSIVE air sampling musrbe L‘onducted monthly and does not mention USP<797> requirements of 
VOLUMETR/C air sampling and the volume 0/ airto be sampled in each ISO classified area; Surface samplmg policy does nafstate matss Shel/be 
conducted at the conclusion oicompoundmg, rather a! the end a! cleaning - also, plates mus! conlam pnlysorbate 50 and lechitm to deactivate 
disinfectants and cleaning agents - include [his in yourpolr'cy 

No 

69. Evaluation of airbome mioroorgamsms using volumetric collecflon methods in the controlled air enwronmenls is perlormed by properly trained 
individuals for all compounding risk levels, [ENVIRONMENTAL QUALITY AND CONTROL Viable Air Sampling] 

Yes 

70. vmumetnc alr samphng using me” enracl agar (MEA) or some olher media thal supports the growlh of fungi is used 1n highrrisk Level compounding 
environments [ENVIRONMENTAL QUALITY AND CONTROL : Growth Media] 

N/A 

71 For Iuw-nsk level CSPs with 12-hour or less EUD‘ air sampling is performed at locations inside the ISO Class 5 enwonmem and other areas mat are 
In close proximi‘y to the ISO class 5 environment. [ENVIRONMENTAL QUALITY AND CONTROL . V>able AII’ Sampling] 

N/A 

72 The number of discrete colonies o! microorganisms is counted and reported as colony-forming units (CM) and documented on an envuronmenla‘ 
monitoring Vorm. Counls 1mm alr monitoring are Iranslormed Into clu/cublc meter of air and evalualed for adverse Irends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

73 Surtace sampling Is accomplished In all \SO classified areas on a periodic basis using TSA conlad plales wuh lecithin and polysorbate 80 and/or 
swabs and \s done althe oondusion of compounding [ENVIRONMENTAL QUALITY AND CONTROL. Suflace Cleaning and slnfechon Sampling and 
Assessment] 

Facllrry conducts monthly surface sampling in addilron to semi annually through cenifical/‘on company, Company po/fcy/‘s to conduct surface sampling 
after cleaning and does no! mention that” shall be done a! the conclusion olcompound/‘ng 

No 

74. Sampling data is collected and reviewed on a periodic basis as a means of evaluating me overall stale 0' conlrm of the compounding enwmnment 
[ENV‘RONMENTAL QUALITY AND CONTROL Action Levels, Documentation and Data Evaluation] 

Yes 

75. Compelent mxcmnmlogy personnel are consulted I! an env‘rcnmenlal Sampllng conSIsIenIIy shows elevaled levels of microbial growth, I! any mold‘ 
yeask, coagu‘ase positive slaphylococcus. or gram negakive rods are de‘ecled \mmechale remediation and Investiganon into me cause and source was 
conducted. [ENV‘RONMENTAL QUALWY AND CONTROL : Aciion Levels, Documentation and Data Evaluallcn] 

MT}; sufiage sampling on 7-14 In the clean room revealed chrysospan‘um sp W’IIC'Y is a fungus. The msamplmg was done on a TSA plate Maris nat 
lunga specilc. 

No 

76 Surfaces in me LAFWs‘ BSCs. CNS, and CACIs are cleaned and dxslmecled (requenlly. mcluding al the beginmng 01 each work shift, before each 
belch preparation ‘5 staned‘ every 30 minutes during conlinuous compoundmg periods of Indrvidual CSPs, when there are spills‘ and when surface 
gontamination \5 known or Suspected from procedural breaches [ENVIRONMENTAL QUALITY AND CONTROL Cleaning and Disinfecfing Ihe Stems 

ompcunding Areas] 

Yes 

77 Cleaning and dxsinfecting occurs before compounding is periormed. llems are removed (rem all areas to be cleaned, and surfaces are cleaned by 
removing loose material and reswdue from spins. e g., water-soluble sohd residues are removed wulh steme Water and {cw-shedding wupes ThlS shaH be 
loHowed by WIpIng With a residue-«ea dlsmiechng agenl, such as slenre 70% IPA, wmch is avowed to dry bekzre compounding begmsv [ENVIRONMENTAL 
QUALITY AND CONTROL Cleaning and Dismfecl‘mg Ihe Slerile Compounding Areas] 

78 Cleaning and dxsinfecting agems and methods of applxcahon are in accordance wwth wrlllen SOPs and (allowed by custodlal and/or compounding 
personnel [ENVIRONMENTAL QUALIW AND CONTROL: Cleaning and DisinVecling the Slenle Compounding Areas] 

Your policy states you should be usmg RTU agents however MF RPTm/armed inspector that a capful of Lph se is mixed with a bucket of water. 

No 

79 meaning materials, such as Wlpes, sponges, and mops, are nun-sheddmg, prelerabry composed o! synthelic micro fibers, and dedicated Io use in Ihe 
bufler area, ante-area, and segregaled compounding areas and are nol removed from these areas except (or disposal. If cleamng malerials are reused 
(e g.‘ mops), there are procedures based on manulaclurer recommendanons that ensure that me efiecluveness of the deaning dewce is mainlamed and 
repeated use does nol add to the bioburden of Ihe area being cleaned [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Dtsinleclmg the 
Sterile Compounding Areas] 

dedicated maps are stored in ante mom with mop head in direct cunracr with floor and are not mounted 

No 

30, Supplies and equipment removed from shipping canons are wiped With a suitable dwsinleclmg agent (2,9 ‘ 
sterile 70% \PA). [ENVIRONMENTAL 

QUALITY AND CONTROL Cleaning and Disinvemmg Ihe Slenle Compounding Areas] 
Technician placed a dirty pair of scissors on direct compounding 3793 without wiping down with sterile a/cuhol 

No 

B1 DisInVectant sprayed or wiped on a sur'ace Io be dismfecled is allowed Io dry‘ and durmg (ms (me the item Is not be used (or compounding purposes 
[ENVIRONMENTAL QUALITV AND CONTROL : Cleamng and DismVeCllrlg the Slel’i‘e Compounding Areas] 

Yes 

82, Slerile 70% IPA pads are used to disinlect the sterile entry points 0! packages and devices Wetted gauze pads or other panicIe-generalmg material 
are not appropnate [ENVIRONMENTAL QUALITY AND CONTROL Cleaning and Disrnlecling the Smile Compounding Areas] 

QUALITY AND CONTROL (Secondary Engineering Controls) 

83 Work surfaces in ISO Class 7 and B areas and segregaled compounding areas are deaned at least daily IPA (70% isopropy‘ aWCOho!) remams on 
surfaces In be disinVecied (or at least 30 seconds bemre such sur'aces are used to prepare CSPS [ENVIRONMENTAL QUALITY AND CONTROL ' 

Cleaning and Dlsmfectmg Ihe Slenle Compounding Areas] 

NIA 

84. Floors in ISO Class 7 and 8 areas are mapped daily by trained personnel al a Mme when no aseptic operauons are In progress usmg approved agents 
and procedures described in wnllen SOP‘s, [ENVIRONMENTAL QUALITY AND CONTROL V Cleamng and Disimecting me Slenle Compounding Areas] 

N/A 

85 Shehnng. walls‘ and ceilings In anterareas and bufler areas are cleaned and dwsinlected at {eas( monthly [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and DlsinVechng the Stenle Compounding Areas] 

Monthly cleaning records show walls , ceilings and outsrde of hoods were "arc/saned, ceilings were not cleaned In may ,' Apn‘l records show there was 
no monthly cleaning 

No 

PERSONNEL CLEANSING, GAREING & COMPETENCY EVALUATION 

86 Personnel pregarmg CSP‘s are free from rashes‘ sunburn. weeping sores‘ conjunctivitis and aclive respiratory infecllons [ENV‘RONMENTAL 
QUALITY AND C NTROL 3 Personnel Cleansmg and Garblng] 

Yes 

87. Compounding personnel remove personal outer garmenks; cosmeltcs: amflua‘ naxls: hand, wns‘, and body jewelry me! can inler'ere with me at o! 
gowns and gloves‘ and visnble body piercing above me neck. [ENV‘RONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbmg] 

Technician GT was observed wearing a large neck/ace , eam‘ngs, make up and Ialse eye/ashes Technician FS has a heavy beard and was 
compounding sterile products Wlfhaut donning a beam cover 

No 

88. Facimy has adequake supplies Io meel PPE requiremenls of USP<797> [ENVIRONMENTAL QUALITY AND CONTROL Personne‘ Cleansmg and 
Gaming] 

Male technician RS has a beard and was campaundmg without beard covered; No beard covers avarlable at iacmty 

No 
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89 Garblng and hand hygiene are accomphshed In me ante-area in order of dmiest Io cleanest shoes or shoe covers, head and lacial hawr covers, lace Yes 
mask‘ fingernafl cleansmg, hand and forearm washing and drying‘ nonrsheddmg gown. [ENV‘RONMENTAL QUALITY AND CONTROL ' Personne‘ 
Cleansing and Gaming] 

90' Slenle gloves are donned In me bufler room/Isolalor afler hand c‘eansxng with an alcohol-based producl wulh persistent adivity and hands are aHowed Yes 
to dry. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

91, Gtoves are routinely disin'ecked with slerlle 70% IPA alter contacting nonsIerile objects [ENVIRONMENTAL QUAL‘TY AND CONTROL : Personnel Yes 
Cleansing and Garbmg] 

92 Personnel repeal gaming and hand hygiene avter Ihey are exposed Io dlrecl Contam contaminanon or worse than ISO Class 8 air Gowns may be Yes 
hung In the anteroom and reused during the same worksmfl. [ENVIRONMENTAL QUALITY AND CONTROL Personnel Cleansmg and Gaming] 

93' Low/Medium Risk medwa-fill tests that Close‘y simulale Ihe mos: challenging or slressml conditions encountered dunng compoundmg are completed at No 
Ieasl annually by compounding personnel Medxafllled wa‘s are appropriately incubated {or 14 days. [CSP MICROBIAL CONTAMINATION R{SK LEVELS 
Mediueisk Level CSPs] ' 

compoudn/‘ng records show morphine sulfate / NS 4mg/4ml RX #2801 77040 requires 64 entries mm 3 IV bag however media fill conducted by facility 
uses only 6 manipulations. 

94 High Risk Medra-fill tests ‘ha‘ closeiy sumu‘axe the mosl challenging or stressful condmons encountered dunng compounding have been completed at 
least semiannually by compounding personne‘. Meme-fined vials are appropriately Incubaled for 14 days [CSP M4CROBIAL CONTAMINATION RISK 
LEVELS ' High-Risk Level CSPS] 

N/A 

95 Documentation Induxales compounding personne‘ have successfully completed didachc Iraining, passed written compelency assessments undergone 
skill assessment using observational audn \oo‘s (hand hygiene, gaming, aseptic technique) and mediaiflll testing annually or semiannually (high nsk) and 
before any compounding personnel begin to prepare CSPs . [ENVIRONMENTAL GUAUTY AND CONTROL: Personnel Training and Compelency 
Evaluauon of Garbmg. Asephc Work Prackioes and Cleaning/Disinfectmn Procedures] 

THIS IS YOUR SECOND ADVISORY See #98 

No 

96 Compnundlng personnel who {ail written tests‘ observafional audits, or whose med<aJfll Iesl vxals have one or more umls showmg vxslbfe microbial 
oonlaminahon, are reinslmcled and re-evaluated by expert compounding personnel to ensure correction of all asepfic work prachce deficiencies 
Corremive adion IS documented Compoundmg personnel pass all evaluations pnor Io resumlng compounding a! sterHe preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL ' Personnel Trammg and Competency Evaluauon 0! Gaming‘ Aseptic Work Practices and Cleanung/Dusinlectlun Procedures] 

N/A 

97 other cleaning personnel performing cleaning and disinfecting procedures (9 g. envxrenmenla!) are Ihoroughry Iramed in proper hand hygiene, and 
garbing. cleaning and disinleclion procedures by a qualified aseptic compoundmg expert. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel 
Training and Competency Evaluauon of Garbmg, Aseptic Work Praclioes and Cleaning/Dusinfechon Procedures] 

N/A 

98 Compounding personnel and other personnei responsible for cleaning roulinely undergo periormance evaluahon of proper hand hygiene. garbing‘ and 
an appllcab‘e Cleanlng and dlsmlecnng procedures conducted by a qualified asephc compounding expen. V>sua| observahon 0! hand hygiene. gaming and 
cleaning is documented and mamlamed to provlde a permanent record and long»term assessment of personnel competency, [ENV‘RONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compelency Eva‘ualion 0' Garbmg, Aseptlc Work Pracnces and Cleaning/DisinVection Procedures] 

AN compounding technicians are overdue on all observational assessments ,‘ employee folders have blank checklists dated for 2016 thathave not been 
completed Last observational assessments for aseptic (echn/que, cleaning and disinfecting and hand hygiene and garbmg were completed in 2015 

No 

99. Immed<alely after me compounder completes Ihe hand hygiene and garbmg procedure, the evaluator ooltecls a gloved fingenip and thumb samp‘e 
lrom both hands of (he compounder onto appmpna‘e agar plales. The plales are Incubated al 30-35“ Vor 2—3 days All compounding personnel have 
successqy completed an Inmal competency evaluation and gloved flngenip/thumb sampling procedure (0 du) no less man three Iwmes before initially 
being allowed to compound CSPs for human use [ENVIRONMENTAL QUALITY AND CONTROL * Gioved Fingertip Sampling] 

GTRpt/nlonned inspectors/79 did notcnmp/ele any GFT and yetshe was abseNed compounding In the IV room during the time of this inspection MF 
RPT was lured in 4-2077 and documentaf/on shuws only 1 GFT was completed. 

No 

100 Re-evaluahon 01 gave fingenlp Iesling onto appropriale agar plates (Trypxicase soy agar (TSA) with kecithin and polysorbale 80) for all compounding 
personnel occurs at least annually for Iow- and medlum-nsk level CSPS and semiannually {or mghrrisk level CSPs before being aHowed Io continue 
compounding CSPs Gloves shall not be dlsinlecmd wilh slerile 70% IPA prior to lasting The clu action level Is based on the lola‘ number of cfu on bolh 
g‘oves and not per hand [ENVIRONMENTAL QUALDTV AND CONTROL Gloved Fingenip Sampling] 

Per PDM HH, all Rphs are validated for Sterile compounding however their documentation was nut available at me lime or this inspection; All 
technicians are overdue fart/weir GFT with (he exception of KP Rpl. 

No 

VERIFICATION 

101 Labe>s o! CSPs ccnlam name and address 01 pharmacy‘ correct names and amounls or concenlralions 0! ingredients Iotal volumes, beyond»use 
Gales, slorage condmons‘ and mule(s) a! admmlstrallon [FIMSHED PREPARATION RELEASE CHECKS AND TESTS : Idenlily and SIrengIh Verification 
of Ingrements] 

Yes 

102. Facwty has documentation that procedures have been fol‘owed to ensure slerihly, pumy, correct Identmes and amounts of ingredients and stability. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS: Inspecuon o! Sohflion Dosage Forms and Review of Compounding Procedures] 

Yes 

103 CSP'S are vwsuaHy Inspected for abnorma} panicu‘ate matter and color, and intact conlamers and 593‘s. [FINLSHED PREPARATION RELEASE 
CHECKS AND TESTS Inspection of Sululion Dosage Forms and Review 0' Compounding Procedures] 

Yes 

104, Beyond Use Dams are assxgned using direct stability-indwcating assays or aumon‘talive literature lhal suppons the assigned BUD. [STORAGE AND 
BEYONDVUSE DATING : Determining Beyond7Use Dales] 

105. Storage lime of assembled bag and vral syslems are according Io Ihe manulacturer recummendallons (eg Minibag plus‘ Addvantage‘ Addrease) 
[STORAGE AND BEYOND-USE DATING Z Proprietary Bag and Vial Syslems] 

Yes 

DISPENSING/DISTRIBUTION 

106 Facility has written procedures [or proper packaging. storage, and Iransponalion conditions m maxntain skerility‘ quahly, purity, and strength 0! CSPS, 
[MAINTAINING STERILITY, PURITV, AND STAB‘UTY OF DISPENSED AND D}STR\BUTED CSPS :] 

Yes 

107 Modes of lransporl are used lhal maintain appropriate temperatures and prevent damage Io CSPs [MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPs , Packaging and Transponing CSPs] 

Yes 

108 Facility provides a multiple component lormal Iraming program Io ensure patienls and caregivers understand the proper storage, handling, use, and 
disposal DI CSPS [PATIENTOR CAREGIVER TRAINING] 

Ves 

POLICY/PROCEDURE 

709 Written procedures delail cleaning and dxsinvechng the slenle compounding areas mcluding c‘eansers, disinlectams, and nonrsheddmg wipe and mop 
materials [ENVIRONMENTAL QUALITY AND CONTROL Cleamng and Disinlecling Ihe Slerile Compounding Areas] 

Cleaning policy is vague and does In)! detail method of cleaning buffer room or P505; In addition, yourpoI/‘cy references USP <797> for Clean/Hg 
agents rather than including specific agents in youlpolrcy. Include agents, method of application, dwell time and mixing procedures in your cleaning policy 
so that anyone reading (ms policy will be able Ia clean all areas without questinn. 
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110. A wrmen procedure is in p‘ace Vor cleaning and disinVecting (he Dues! Compounding Areas [ENVlRONMENTAL QUAUTV AND CONTROL ' N0 
meaning and Disinfectmg the Slerile Compounding Areas] 

Policy should be easily understand so anyone the! reads po/r'cy would understand 

111V Facmly has wn‘tten procedures to verify correct idenllky, quality. amounts‘ and purines of Ingred4enls used m CSPS. [FINISHED PREPARAWON Ves 
RELEASE CHECKS AND TESTS ' Idenmy and SIrengIh Verificalion 0! Ingredients] 

112 Polioes address packaging Io mainlain physical megn‘ty, sterilvly, s‘abilily, and punty a! CSPs. [MAINTAINING STERILITV, PURITY, AND STABIUTY 
OF DLSPENSED AND DlsTRIBUTED CSPS Packagmg and Transporting CSFS] 

Yes 

113. Wnllen standard procedures desctibe means {or pahenls to ask questions and repon concerns and adverse events wwlh CSF’s, and [or compounding 
pharmacisls to correct and prevent future problems [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

RADIOPHARMACEUTICALS 

114 Facilily has appropriale primary engineering conlrols and radioaclwity conlainmenl and shielding. Location 0! pn'mary engmeering controls permuted 
in ISO Class 8 controlled environmenl. [RADIOPHARMACEUTICALS AS CSPS] 

115 Radiophannaceuticals prepared as lowirisk leve\ CSPs with 12-hour or less BUD are prepared in a segregated compoundmg area. Segregated 
compoundmg area is designed wnh a Ime of demarcation. [RAD‘OPHARMACEUTICALS AS CSPs] 

116. TechnetiumVSQm/Molybdenumr99 generators are elmed in ISO mass 8 condmons [RADIOPHARMACEUTICALS AS CSPS] 

MISCELLANEOUS 

117. Facility engaged In office use slenle compnundlng 'or human use rs registered wIIh FDA as an outsourcing laallly, [FAC 64816727 700 (3)(g] N/A 

118. Compounding records are properly maintained [FAC 64816-28 140(4)} Yes 

119. When compuundlng acllvmes requxre Ihe mampu‘ahon of a palxenl‘s blood-derwed or olher buolagica! mamria‘, Ihe manipu‘ations are cleariy 
separaled from roufine malenalrhandhng procedures and equipmenl used in CSP preparauon aclivilies, and they are commlled by specific standard 
operallng procedures in order to avoid any cross-contammalionv [ENVIRONMENTAL QUAUTY AND CONTROL ' P‘acement 0! Primary Engineering 
Contro‘s VWlhin ISO Class 7 Buffer Areas] 

N/A 

SPECIAL FARENTERAL ENTERAL 8x EXTENDED SCOPE 

120 Pharmacy technicians propeny idemified and supervised, [64516727.420. F A (2.] 

121 Medicalmn properly labe\ed [4650255, PS ] [64316728,108, F.A.C.] 

122 Expired medicahons removed [mm the shelves. [6481623110‘ F.A.C.] 

123 Col Poficy and Procedures and quanerly meehngs. [766 101‘ F.S.] [64B16727.300, F.A.C.] 

124 Prescriphons have (he dale d>spensed and dispensing pharmacisls. [893.04(1)(c) 5‘ F 8.] [54816728.140(3)(b), FAG] 
125 Pharmacy mainlains pahenl profile records. [64816727.800, F AC.) 

126 AH controlled substance prescriptions contain mlormakion required. [893.04 F.S.] 

127 Prescriphons (or comroned subslances are on oounterfeikprool prescription pads or blanks purchased from a Depanment-approved vendor and the 
quanmy and dale 
meet me requiremenls of [455.42(2), F S], 

128,00ntml1ed subslance Invenlury Iaken on a menma‘ baSlS and avaxlable 'or inspection. [893,07(1)(a), F.S.] 

129, DEA 222 order lorms properly completed, [393 07, F s 1 

130 Controlled substance records and Rx iniarmalv‘on in computer syslem is relrievanle. [21CFR 1306,22] [64816728.140, F.A (2.] 

131, Controlled subslance records mamlained for 4 years, [465.022(12)(b), F,S.] 

132, oenmed daily log OR pnnloul mainlalned [21cm 1306.22(b)(3)][64816-28.140(3)(b)‘ FAQ] 

133, Pharmacy IS reporting Io Ihe PDMP wuthm 7 days of mspensmg controlled substance, [893,055(4), F.S.] 

134, Pharmacy malnlalns Invmoes documenting Ihal memcmar drugs were obtained Vrom a Honda licensed mslnbulor. 499 005 (14) 

Remarks: 

[have read and have had this mspechon report and me laws and regulallons concerned harem explained‘ and do affirm mat the Information gwen harem is 
to me best 0! my knowledge I have received a copy of me Lwcensee am of Rights 

Inspector Signature: Represenlative 

BOWER‘ MONICA Henry Hernandez 

Dale-8I24/2017 Dale 5/24/2017 
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NAME PERMIT NUMBER DATE OF INSPECTION 
AMBIENT HEALTHCARE OF S. FLOR‘DA, INC 27913 08/01/2016 

DOING BUSINESS AS 
AMBIENT HEALTHCARE OF S. FLORIDA, INC 

STREET ADDRESS TELEPHONE # EXT 
15951 SW 41 ST ST SUITE 500 954738971126 

CITY COUNTY STATE/ZIP 
DAVIE BROWARD FL133331 

Business Operation Hours 

M-T-W—TH-F Y 

Monday N 

Wednesday N 

Friday N 

Sunday N 

Registered Pharmacist / lmern I Tech 

Additional Inlormalion 

Hours 8.30 am to 5:30

N

N

N 

cense 33 P824556 Licensee Name Karen Hilchen 

License Type Registered Pharmacisls 

License 31 P528016 Licensee Name Enrique Hernandez 

Lycense Type Registered Pharmacwsls 

Lroense a: 29706 Licensee Name Katrina Plp 
License Type Pharmacy Tech 

ACS Manager 

Optional Iniormation 

Basic License Data - PSD 

IDEA Reg # BA7935490 

Pharmacy Affiliate 

License Relations 

ADLER‘ lAN License # 

BRONSON. DAVID License it 

DEBLASI‘ PA‘GE Lloense if 

FRENI, LAWRENCE License # 

KLE‘NMAN, IRA License # 

KRAMM‘ EDWARD P License 3: 

KRAMM, KATHEE M License# 

WILKINS, JOHN cense # 

YORK, CHRISTOPHER cense # 

RX DPT MGRICORIPOR 

HITCHEN, KAREN M License it 24556 

Special Sterile Compounding 
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WE‘ENT HEALTHCARE OF S, FLORIDA‘ INC 
I 
Licenseit 18740 

INV797 - Sterile Compounding 

Low RISK 

1. Low nsk CSP's are propeny \demified: Aseptic manipulations within an ISO Class 5 enwronmem using Ihree or lewer sterile products and no more Ihan 
two entries into any container, [CSP MICROBIAL CONTAMINATION RISK LEVELS . Loeisk Level CSPS] 

Yes 

2 Low Risk CSP's, \n absence 0' pass‘ng skerilily Iesl, stored nol more man 48 hours a: controlled room (emperalure, 14 days at cold Iemperalure, or 45 
days In solid frozen s‘ate 31725“ to ,10‘3 or colder. [CSF‘ MICROEIAL CONTAMINATION RISK LEVELS V LOW-RISK Level CSPS] 

Yes 

3 Low Risk CSP's wuh 12 hour BUD are propeny Identified and comp‘y with all four specific critena. 1. PEG In Segregated Compoundmg area 2, Away 
from windows, doors , high lmfflc areas 3 Hygwene & garbing required, slnks nul adjacenl (0 PEG 4. Cleaning & Disinlecting‘ Personnel Iraimng‘ 
Competency evaiuauon, Gaming, Aseptic work practices, Viable and non-vxable enwonmenlal sampling app‘y. [CSP M‘CROBIAL CONTAMINATION R‘SF 
LEVELS : Law-Rbsk Level CSPS] 

NIA 

MEDIUM RISK 

4, Medium Risk CSP'S are properly idenhfled' Asepnc manlpulatrons wulmn an ISO Class 5 environment using prolonged and compiex mixing and transfer, 
more than three slenle producls and enmes inlo any container. and pooling mgredienls from mullrple slenle products to prepare multiple CSPs. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Mediuetsk Level CSPS] 

Yes 

5. Medium Risk CSP's‘ \n absence 0! passing slerihty lesl, stored not more than 30 hours at controlled room temperature, 9 days al coid Iemperalure, or 
45 days in solid lrozen Stale al -25° I0 -10" or colder (CSF MICROEIAL CONTAMINATION RISK LEVELS . Medmeisk Level CSPS] 

Yes 

HIGH RISK 

6. Presterihzauon procedures lor highrrisk level CSPs. such as weighmg and mixmg, are completed in no worse than an ISO Class 8 environment 
[ENVIRONMENTAL QUALITY AND CONTROL: Placement 0! Primary Engineenng Controls VWhm ISO Class 7 Buffer Areas] 

7 High Risk CSP‘s are propeny identified: Confirmed presence 0! nonstenle ingrements and devlces, or confirmed or suspecled exposure 0' steme 
ingredients {or more than one hour I0 air quallly mienor to ISO Class 5 bemre fina‘ slerilizafion. [CSP MKZROBIAL CONTAMINATION RISK LEVELS 
High-Risk Level CSPS] 

8 High Risk CSP‘s, in absence of passing slerility (esl are nm slored more than 24 hours at controlled room temperature, 3 days at co‘d temperature, or 
45 days in sohd frozen stale 511725“ to 710° or colder. [CSP MICROEIAL CONTAMINATION RISK LEVELS ' Hugh-Risk Level CSPs] 

9 A 0.2mm certified sterilizing membrane filler is used that is chemicany and physically compatible th the CSP Filtralion \s commeled rapidly wdhcul 
filter replacement Sterilizahon melhod IS verified Io achieve sterility for the quanmy and type of conlainers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY . Slerillzafion o! nhrRisk Level CSPS by Filtration] 

1o. Sterilizatxon melhod used has documentation Ihal acceplable strength and purity 0! ingredients and integrity of oonlamers is mainlamedv [CSP 
MICROBIAL CONTAMINATION RISK LEVELS: High»RiSk Level CSFS] 

11 The manufacmrer recommended filler Inlegmy (e,g., bubble point) test is peflormed and documented for all sleriiizing fillers after fillering CSPs 
[VER‘FICATION OF COMPOUNDING ACCURACY AND STERILITY : Sten‘fization 0! Higtisk Level CSPS by Fillralion] 

12. Auloc‘ave cycle has been vermed using appropna‘e biological Indicators Solulions are passed Ihrough a 1.21m or smaller filter into final conlalners Io 
remove particulates before slenhzallon. [VER‘F‘CATION OF COMPOUND‘NG ACCURACY AND STER‘LKTV Slenlizahcn 01 H‘ghRiSk Level CSPS by 
Steam] 

13 Dry heal ovens used {or slenlizauon have filtered forced air. Only those ilems Ihal WIII be damaged by steam are slenlized by dry heak, 
[VEWFICATION OF COMPOUNDING ACCURACY AND STERILITY : S‘enhzation DI High-Risk Level CSPS by Dry Heal] 

14. The description 0! dry heat slenllzahon commons and durahon for specific CSPs is included in wrinen documenlalion in me compounding facili: The 
eflecliveness of dry heal slerilizalian 15 Verified usmg appropnale biological indicators and other confirmation [VERIFICATION OF COMPOUNDIN 
ACCURACY AND STERILITY: Slenhzafion 0! H‘ghRisk Level CSPS by Dry Heal] 

15 Dry heat depyrogenation is used to render glassware or containers, such as VlaIS free lrom pyrogens as well as wabte microbes. The aescnplion 01 

me dry heat depymgenalmn cycbe and duration for specific load Items >5 included m wnllen documentalion in (he compounding facility. The effecliveness 
of the dry heat aepyrogenalion cycle is verified usmg endoloxin challenge vials (ECVs). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenation by Dry Heal] 

16 Stenmy testing is compfieled {or 3H Hinisk \evel CSPS prepared In batches o! more than 25 Identical mnlainers, or exposed \onger Ihan 12 hours al 
2° to 8°. and 6 hours a! warmer than 8° before being sterlhzed [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Teshng] 

USP <71) STERILITY TESTING (Outsourced) 

17, Outsourced sterility tesllng resulls Indxcale Ihal It IS comphant with USP<71>, A mekhod not described in the USP may be used I! varidafion 
demonstrates tha‘ the allemalive is al leasl as effective and reliable [STER‘LITY TEST USP<71>] 

15, Outsourced: The number of anides Iesled are appropriale accordmg lo USP<71> [STERILITY TEST USP<71> Number of Articles to Be Tested] 

19, Outsourced' The volume/quanlily tested is according to USP<71>. [STERILITY TEST USP<71> 3 Number 0! Afllcles IO Be Tested] 

20, Outsourced' A USP<71> melhod suitability test has been done with appropriate inoculum. additives and rinses [STERILITY TEST USP<71> : Method 
Sultablllly Tesq 

21 Outsourced: Slerillly testing reports are reviewed and appropriate actions taken and documented, [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP (71> STERILITV TESTING 

22. On site' Membrane filtration IS used I! appropnalev (The Iechnique of membrane mlratron is used whenever the nalure ol the producl permits; that Is, 
Vorflllerable aqueous preparations, for alcoholic or only preparations and for preparalions miscime with, or soluble In‘ aqueous or oi‘y solvenls, provxded 
:hese solvents do not have an anlimicmblal eflecl in me conduions of me ESL) Fiflers are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS: Slenllly Testing] 

23, On site Dirac: inoculanon is done only when membrane mtration cannot be carried cul Volume to be Inoculaled does nol exceed 10% onne culture 
media volumev [FlN‘SHED PREPARATION RELEASE CHECKS AND TESTS : Sleril‘ly Tesling] 

24. On site. The number of articles Iesled are appropriate accordlng Io USP<71> [STERILITY TEST USP<71> 2 Number 07 Articles In Be Tested] 

25. On Site: The volume/quantity Iesled >5 according I0 USP<71> [STERILITY TEST USP<71> . Number of Amdes to Be Tested] 
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26, On sile. A growm promotion tesl has been done on Ihe media wim Ihe 5 speafied orgamsms (not more Ihan 100 CFU) accordmg to USP<71>. 
[STER‘LKTY TEST USP<71> 3 Growth Promotion Test 0! Aerobes, Anaerobes, and Fungw] 

27 On sne A USP<71> method suxlabilifiy Iesl has been done With appropriate Inoculum, additives and rinses [STERILITY TEST USP<71> ' Melhod 
Suitabilily Test] 

26. On sile, TSB or SCD is incubated 51120725 C lor 14 days (2 mcubalors present), [STERILITY TEST USP<71> Culkure Media and Incubafion 
Temperatures] 

29. On site FTM is incubaked 3130-35 C (or 14 days (2 incubators present) [STERILTTV TEST USP<71> : Culture Medla and Inwbatton Temperatures] 

30.S(_)rns]si(e’ Sterility ieshng is documented mCludH’Ig lot numbers and expimlion dates 0! media. [FINISHED PREPARATION RELEASE CHECKS AND 
TE 

31 On Site Stenlny testing repuns are reviewed and appropnale achons taken and documenled [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

ENDOTOXIN TESTING 

32. Endoloxin (esta ‘5 conducted [of High-risk level CSP'S that are prepared in balches 0! more man 25 Idemical containers, or exposed {onger than 12 
hours at 2° to 82 and 6 hours al warmer Ihan 8°, belore being stenllzed or m mullidose containers lor adminislration m muMiple patients, (excluding Ihose 
{or Inhalation and ophlhalmic adminislrafion) [F‘NISHED PREPARATION RELEASE CHECKS AND TESTS , Bacterial Endoloxin (Pyrogen) Tesling] 

33 Endotoxm Iesfing process indicales :hal 1| is oomplianlwnh USP<85> [BACTERIAL ENDOTOXKNS TEST USP<35>] 

34. High Risk CSP's are withm aHowable limits for bacteria‘ endoloxins [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
Endotoxin (Pyrogen) Teshng] 

IMMEDIATE USE COMPOUNDING 

35 Immediate-use compoundlng mmpnes w<th at six specified uiteria. 1 Low-risk sleme nonhazardous pruducts or diagnoshc radlopharmaceutical 
producls from me manulaclurers' anginal containers Ann-neoplasms shall nol be prepared as immedialevuse CsPs because Ihey are hazardous dmgs, 
2. Unless requwred (or the preparation, the wmpoundmg procedure vs a continuous process nol to exceed 1 hour. 
3 Dunng preparahon, aseptic technique .5 loHowed and, if not immedwately administered, Ihe finished CSP us under sonunuuus superVIswon to minimize me 
polenhal (or conlacl with nonsterile surVaces, mlmduclron of panicuiale matter or biologica‘ fluids, mixvups wi‘h olher CSPs. and dxrec‘ Contact of outside 
sur'aoes. 
4 Admmislrahon begins no! later than 1 hour mnowmg me Stan 01 the preparation Mme CSP 
5 Umess immedialely and complelew adminislered by \he person who prepared it or immedxale and comple‘e admimslrafion is wxlnessed by me preparer‘ 
the CSP shall bear a Jabe‘ listing patrent idenuficahon «Mormauon‘ the names and amounts 0! all ingredients‘ the name or mitials o! the person who 
prepared the CSP. and me exact 1-hour BUD and time. 
s N admimslration has nol begun within 1 hour loHowmg the slart of preparing Ihe CSP‘ Ihe CSP shall be promptly, propeny, and safely discarded, 
[\MMEDIATEVUSE CSFS] 

N/A 

SINGLE/MULTIPLE DOSE CONTAINER BUD 

35, Beyond-use dale does not exceed 28 days (or mumpIe-aose containers aner miual opening or entry unless specmed omenmse by the manufacturer. Yes 
[SINGLE-DOSE AND MULTIPLErDOSE CONTAINERS] 

37 Beyond-use Irma does not exceed 6 hours lor closure sealed Single-dose conlainers In ISO Class 5 or cleaner air after initial opening or enlry‘ unless Yes 
specified omerwwse by the manufacturer. [SINGLEVDOSE AND MULTIPLEVDOSE CONTAINERS] 

33. Beyondruse time does not exceed 1 hour for closure sealed smg‘erdose containers afler being opened or entered m worse than ISO Class 5 air. Yes 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

39. Sing‘e»dose ampules are dlscarded Immediately afler usev [SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] N/A 

HAZARDOUS DRUGS 

40 A pressure indlcalor is installed and dxflerenlial pressures are mannered and documented daily for hazardous buffer room [HAZARDOUS DRUGS AS 
CSPfl 

41. Hazardous drug bufler room is al \east 0.01 Inch water column negative pressure wnh 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPs 

42. AI least 0.01 Inch watercolumn negalwe pressure and 12 air changes per hour in nonrcleanrooms in which CACIs are located. FAC: USP Chapler797 
requires mar “When closed-system wal-Iransfer devlces (CSTDs) (Le ,via>-Iransfer systems (hal anow no venlrng or exposure 01 hazardous substance to 
me enwonmenl) are used, may shall be used within an ISO Class 5 environment of a ESC or CAC‘ The use a! me CSTD is preferred because of their 
\nherenl dosed system process in laciliues (hal prepare a low volume 0! hazardous drugs, the use 0! two tiers o! containment (e.g., CSTD wnhin a BSC 0 
CACI that >5 rocaIed In a non-negahve pressure room) IS acceptable," For purpose or we provision a “low vomme ol hazardous drugs" IS defined as less 
than 40 doses per mcnlh [HAZARDOUS DRUGS AS CSFS] 

43 Personne¢ compounding hazardous drugs wear appropriate persona! prolective equipment [HAZARDOUS DRUGS AS CSPs] 

44 Hazardous drugs are handled wmh caulion at all limes using appropnale chemolherapy gloves during recewwng, dislribulion, slacking. invenlorying‘ 
preparing [or adminisnalion, and dysposaL 8l kits are available, [HAZARDOUS DRUGS AS CSPs] 

45. Hazardous drugs are prepared in an ISO Class 5 environment (BSC or CACI) wtlh prolecfive engmeermg controfis in place, followmg aseptic practices 
specified {or the appropriate contamination risk leve\s [HAZARDOUS DRUGS AS CSPs] 

46$. Hazardous drugs are stored separately lrom other inventory \n a manner m prevent contamination and personne‘ exposure, [HAZARDOUS DRUGS 
A CSPs] 

47. Access to hazardous drug preparation areas IS Hmlted m aulhnrized compoundmg personne‘, [HAZARDOUS DRUGS AS CSPs] 

48, Annua‘ documentation of hazarduus drug training n! personnel regarding storage, handling‘ conlammenl Iechniques and dxsposal a! hazardous drugs 
‘5 available. [HAZARDOUS DRUGS AS CSPS] 

49 Compounding personnel of reproduclive capabmy have confirmed m wriling that they undersland the risks 0! handling hazardous drugs 
[HAZARDOUS DRUGS AS CSPS] 

50. Facihly maintains apprapnale dlspcsal containers {or all hazardous Waste, [HAZARDOUS DRUGS AS CSPS] 

FACILITY DESIGN AND CERTIFICATION 
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51. Certificahon and testing of pnmary (LAFWs. BSCs. CNS and CACIs) and secondary engineenng conlrols (bufler and anle areas) have been performed 
by a quahfied indwidual no less than every six months and whenever Ihe dewce or room is relocated, altered. or major service to the (acuity is performed 
Corrective ac‘ion (or deficlencles are documented Ceniflcatlon procedures such as Ihose outlined \n (he CETA Cemficallcn Guide Var Slerile Compoundmg 
Facdities (GAG-0032006) are conducted under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL Environmental Nonviab‘e Panicle 
Teslmg Prugram 

Medical Technology Assoctates 6.29 16 Your ante roam lei/ed CETA guidelines and USP 797 requirements IaIACPH which was tested as 12 

Yes 

52. Primary engmeering conlrols provide untdwectiona‘ (i.e.. laminar) HEPA filkered airv Alf pallem analysxs ma smoke sludies are conducted al the critica‘ 
sue Io demonslrale unidlrecflonal airflow and sweeping actlon over and away [rem the product under dynamic condttionsIENV‘RONMENTAL QUALITY 
AND CONTROL: Facillty Deslgn and Environmental Controls] 

Medical Technology Associates 6.2916 

53 The primary engineering conlmis are placed within a buffer area m such a manner as to avmd conditions that oauld adversely aflecl Iheir operation 
The PEC is placed out of the (raflic flow and in a manner to avoid disruphon vrom the HVAC syslem and room cross draflsv [ENVIRONMENTAL QUALIW 
AND CONTROL: Facility Design and Environmemal Controls] 

Yes 

54 All HEPA filters are Leak tested afler inslallalion and every six monlhs mereaner. [ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and 
Environmental Controls] 

Yes 

ISOLATORS 

55, CAI: are proven lo mainlam ISO Class 5 air when particle counts are sampled 610 12 Inches upslream of animal site exposure areas during 
performance of normal inward and outward transler of malenals, and compounding manipulations when such CAls are localed m air quality worse Ihan 
ISO Class 7. [ENVIRONMENTAL QUALITY AND CONTROL : Placement of aary Engmeering Conlrols \Mlhm ISO Class 7 Bufler Areas] 

56. Adequate recovery tlme for vsolalors to achieve ISO mass 5 air quality is allowed alter material transler before and during compounding operalions. 
[ENV‘RONMENTAL QUALITV AND CONTROL: P‘acemenl Of Primary Engineenng Conlrols \Mthin ISO Class 7 Buffer Areas] 

57. Personnel gaming requirements are foHowed (or CAls unless manulacturer provldes wntten documentation based on vaiidaled testing that any 
mmponenls of PPE are not required ‘0 ma‘ntaln stenllly 0' CSF'S, [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garblng] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Facility has pressure gauges or velocily meters Io monilor Ihe pressure diflerential or amlow between me buffer area and ante-area. and me anterarea 
and Ihe general environment outstde the compounding area The results are revlewed and documented on 3 109 at leasl daily or by a oonlinuous 
recording device. The pressures dlfierenlia!s meet or exceed 5 Pa (002 inch water column (w.c.)). Allematively‘ in 'acihues where Iow- and medium-risk 
level CSPs are prepared‘ mflerenlial avrflow ‘5 mainlained at a minimum velocity 0(02 meter/second (40 lpm) across a hne o! demaroalion between bufler 
area and ante-area. [ENV‘RONMENTAL QUALITY AND CONTROL Pressure Dlfierenliar Monikoring] 

The area between the ante mom and buffer room Is below acceptable level and reads 0.005, Vaur differentla/ lags show consistent acceptable levels bu 
one nlyour swing doors between the two moms is broken. This needs to be fixed ASAP. 

No 

59' Clean rooms Vor nonhazardous and nonradvoaclive CSPs are supplied wnh HEPA filtered air mal enters lrom oemngs with relurn venls low on walls‘ 
and thal provides nol less than 30 air changes per hour or qualmes for exception in 64E16-27,797(4)(c) [ENVIRONMENTAL QUALITY AND CONTROL‘ 
Facilily Design and Environmental Conlrols] 

Yes 

60, Aclvvilles and (asks earned out wnhm the bu'fer area are limxled m only those necessary when working within a controlled envuronmenl 
[ENVIRONMENTAL QUAL‘TY AND CONTROL , FacHily Design and Environmental Controls] 

Yes 

61. Only me fumllure, equipmenl‘ supphes, and omer material required Vor the compounding actwmes Io be periormed are broughl inlo the buffer room 
[ENVIRONMENTAL QUAUTY AND CONTROL ’ Facdily Deswgn and Environmental Controls] 

Yes 

62. Surfaces and essenlial lurniture in buffer rooms or zones and clean rooms are nonporous smoolh, nonishedding‘ impermeable, cleanable, and 
resis‘anl Io disinfeaants, [ENVIRONMENTAL QUALITY AND CONTROL. Facili‘y Design and Environmental Centre‘s] 

Yes 

63 The sudaces of caning; walls, flours, fixlures, shewlng, counlers, and cabmeks in the buffer area are smooth, Impervmus‘ tree from cracks and 
crevices, and nun-shedding Ihereby promoling cleanabilily, and minimizing spaces in which microorganisms and other conlaminanls may accumulale. 
[ENV‘RONMENTAL QUALITY AND CONTROL 3 FacHity Deswgn and Envlronmental Commls] 

Ves 

64. Ceiling hles are caulked around each perimeter and to walls to sea‘ them Io Ihe suppon frame The exterior lens surface of ceiling ligmmg fixtures is 
smooth, mounted flush, and sealed All olher penevahons through me cexhng or walls are sealed. [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmental Controbs] 

Yes 

65. The bufler area does nol contain sources 0! water (sinks) or floor drains. Work surfaces are conslmcked c! smooth, imperwous makerials, such as 
Slain‘ess steel or molded plasuc, so that they are easily cleaned and d‘smlecled [ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and 
Enwronmemat Controls] 

Yes 

66. Storage shelving, counters, cabmets and cans/caslers in the bufler area are smooth, impervious‘ free from cracks and crewces, non-shedding 
nonrporous‘ deanable, and msmfeclable [ENVIRONMENTAL QUALITV AND CONTROL : Facility Design and Environmemal Contro‘s] 

Yes 

67 When devwces (e g ‘ 
compulers and printers) and objecls (e 9., cans and cabinets) are placed m bufler areas‘ air qualily is verified by pamde counls 

on certification. [ENVIRONMENTAL QUAL‘TY AND CONTROL: ISO Class 5 Awr Sources, Bufler Areas. and Amer/Areas] 
N/A 

QUALITY AND CONTROL 

65, An appropnate envlronmenlal sampling plan has been developed [or airborne viable particles based on a risk assessment at compounding activilies 
peflormed. Volumetric av sampling :5 conducted every six monlhs and sues mc‘ude Iocauons within each ISO C>ass 5 envuronmenl and in the ISO Class 7 
and 3 areas, and Ihe areas at greatest risk of conlaminanon (e g . work areas near the ISO Class 5 envxmnment, counlers near doors, pasuhrough 
boxes) The plan uncludes sample locations, melhod o! collecllon, lrequency a! sampling, volume of air sampied, and time of day as related to actlvlly m 

Ihe compounding area and action levels [ENVIRONMENTAL QUALITV AND CONTROL: Envuonmenlal Vlable Alrbome Panide Teslrng 
Program—Samplmg Plan] 

Yau do not have a ESP thatmc/udes air or surface sampling Your plan needs to include method 0f air sampling (impaction), frequency a! samplmg, 
Marian: and time ofday, Tins was a deficiency on your last inspection. A Corrective act/'Dn plan shall be submrtfed Within 30 days, 

No 

69, Evaluation 0! airborne microorganisms using volumetric collechon methods In the controlled air environments IS periormed by propeny (rained 
individuals for all Compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL ' Viable Air Sampling] 

Yes 

70. Volumetric air sampling using mall exlract agar (MEA) or some other media thal suppons Ihe growlh oHungi is used m hwghrrisk level compounding 
envlronmems. [ENVIRONMENTAL QUALITY AND CONTROL Growlh Media] 

N/A 

71 For \ow~risk level CSPs with 12-hour or less EUD‘ BIT sampling Is peflormed aI \ocahons inside the ISO Class 5 enwonmenl and nlher areas that are 
in close proximity to the ‘50 class 5 environmenl. [ENVIRONMENTAL OUALiTV AND CONTROL 'Vlable Alr Sampling] 

N/A 

72. The number at d4screle colonies ol mmroorganisms 15 counted and reported as oolony-(ormwng units (clu) and documented on an enwonmenlal 
monitoring term Caums lrom arr monttonng are lranslormed into dulcubxc meler of air and eva‘uated for adverse trends. [ENVIRONMENTAL QUALITV 
AND CONTROL \ncubation Penod] 

yes but, (his is documented by MTA 
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73 Surface sampling is accomplished in all ISO c‘assmed areas on a periodrc basis using TSA Contact plales with becllhm and polysomale 80 and/or 
swabs and 

i? 
done ak the ccndusmn of compoundmg. [ENVIRONMENTAL QUALITV AND CONTROL : Suflace Cleaning and Disinleclwon Sampling and 

Assessment 
Yes but this needs to be added to you ESP, 

Yes 

74, Sampling data Is cullemed and reviewed on a period‘s basws as a means 0! evaluating the overall slake o! conlrol of (he compounding environment 
[ENV‘RONMENTAL QUALITV AND CONTROL : Action Levels, Documenlahon and Dam Evaluallon] 

75. Compelenl microbiohagy personnel are consulted ii an envrronmental sampling mnsislenlly shows elevated leve\s ol mlCe‘al growln ll any mold, 
yeast, coagulase positive staphylococcus, or gram negalwe rods are detemed Immediate remediation and Investigahon ink) the cause and source was 
conducted. [ENVIRONMENTAL QUALITY AND CONTROL : Action Levels, Documentation and Dala Evaluahon] 

N/A 

76. Suflaces in (he LAFWS, BSCs, CAls, and CACIs are deemed and disinfected frequently‘ including al Ihe beginning of each work shift, belore each 
batch preparahun :5 slaned. every 30 minutes during contmuous compounding periods of indiwdual CSFs, when there are Spllls‘ and when surface 
sonlaminalion is known or suspeded lrom procedura‘ breaches. [ENVIRONMENTAL QUALITY AND CONTROL ’ Cleaning and Disinfecling the Sterile 
Compounding Areas] 

Inspector observed AG begin pmparatinn 0/ a TPN Without spraying and wiping 00A 

No 

77. Cieanmg and disinleclmg occurs belore compounding is performed llems are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose malaria! and residue lrom spills, eg ‘ walervsoluble sohd residues are removed with Steme Waler and ‘owrsheddmg wipes This shalt be 
followed by wxpmg with a residue»free dismiecting agent, such as stems 70% IPA. which is allowed ta dry before compounding begins [ENVIRONMENTAL 
QUALITY AND CONTROL . Cleaning and Dvsinlecling the Sterile Compoundlng Areas] 

/nspector observed technician AG fail ta wipe DCA with s/PA before working!" hood. KP explained to inspector how to clean and disinfect PEC"s and 
am no! explain cleaning and disinfecting {he backs of me 3 heads. 

No 

78, Cleaning and disinlecting agents and melhods of application are in accordance with written SOP: and [allowed by cusmdial and/or compounding 
personnel, [ENVIRONMENTAL QUALITY AND CONTROL Cleaning and Dlsinfecllng the smnie Compoundmg Areas] 

You state you totals your cleaning pmducts b/week/y but It rs no! SIaIed In your Policies and procedures 

No 

79 Cleamng mmerials, such as wipes, sponges. and maps, are nun-sheddmg, prelerably composed ol synthetic mlCrO fibers and dedxcaled to use in me 
buffer area. anteAarea, and segregated ccmpoundmg areas and are not removed from these areas except lor disposal N cleaning materials are reused 
(e.g.. mops), there are procedures based on manufacturer recommendallons mat ensure Ihal the efiecliveness o! the cleaning devloe is mamtawned and 
repealed use does nol add to (he bloburden of me area being cleaned. [ENV‘RONMENTAL QUALITY AND CONTROL ' Cleanmg and Dusinlecling me 
Sleme Compounding Areas] 

Yes 

so. Supplies and equxpment removed frum shipping canons are wiped with a suilable disinlecllng agenl (e g.‘ same 70% IPA). [ENVIRONMENTAL 
QUALITV AND CONTROL . Cleamng and Disinfecting the Smile Compuundmg Areas] 

Inspector observed technician KP receive item In anteraam from or area, spray with s/PA and then transfer Item to buffer room without wiping with lint 
free cloth Hrs/PA pads 

No 

81 Disinfectant sprayed or wxped on a surface Io be chsmfeded IS allowed to dry. and during Ihls time the “em is nol be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting Ihe Sterile Compoundmg Areas] 

/nspec!or observed technician KP fail to spray DCA mm slPA before assembling TPN. 

No 

82 Slerile 70% IPA pads are used to disinfect the sleme enlry pomls 0' packages and devices. Walled gauze pads or other panide-generating malerial 
are nol appropnate. [ENVIRONMENTAL QUAUTY AND CONTROL : Cleanmg and Disinfectmg the Sterile Compounding Areas] 

Ves 

QUALITY AND CONTROL (Secondary Engineering Comrols) 

83. Work surlaces In ‘30 Class 7 and 8 areas and segregated compounding areas are cleaned at least daily. IPA (70% isopmpy‘ alcohol) remains on 
surfaces Io be disinlemed {or at least 30 seconds belore such surlaces are used Io prepare CSPs. [ENV‘RONMENTAL QUALITY AND CONTROL. 
Cleaning and Disinfecting the Sterile Compounding Neas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mapped davly by Rained personnel at a time when no aseptic operations are n progress usmg approved agents 
and procedures described m wriflen SOP'S [ENVIRONMENTAL OUAL‘TY AND CONTROL . Cleaning and Disinlecllng (he Sleflle Compoundmg Areas] 

Yes 

85. Shelvrng, walls, and cemngs in anlerareas and bufler areas are cleaned and d<sinfecled at least mommy. [ENVIRONMENTAL QUALITY AND 
CONTROL . Cleaning and Drsmfecting the Skerile Compoundmg Areas] 

Your cleaning /ogs show {here was no monthly cleaning dacumemed Iorme months ofmay and June 

No 

PERSONNEL CLEANSING, GARBING 8L COMPETENCV EVALUATION 

86 Personnel preparing CSP's are lree from rashes, sunburn, Weeplng sores, conjunclivihs. and acfive respiratory miemions [ENVIRONMENTAL 
QUALITY AND CONTROL: Personner Cleanslng and Garbmg] 

Yes 

87 Compounding personnel remove persona‘ cuter garmenls‘ cosmehcs, anificiw nails‘ hand, wrist, and bodyjewelry that can Intervene wulh Ihe m of 
gowns and gloves; and vIsIble body piercmg above the neck. [ENV‘RONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Gammg] 

88, Facility has adequate Supplies to meal PPE requirements a! USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL Personne? C‘eansing and 
Garbing] 

you need to have persistent activity alcohol In yourbufler mom 

89 Gaming and hand hygiene are accomplished In Ihe anIe-area in order a! dirtiest to cleanest shoes or shoe covers‘ head and lacial hair covers, face 
mask‘ fingernail deansmg‘ hand and forearm washing and drying; non—Shedding gown [ENVIRONMENTAL QUALITY AND CONTROL Personnel 
Cleansrng and Gaming] 

90. Sterile gloves are donned in me buffer room/isolator afler hand cleansing with an alcoholrbased product wwth persislem acuwly and hands are alluwed 
Iu dry [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansmg and Garbing] 

Vou need to be using persrstenf actwily alcohol in your buffel mom. 

91. Gloves are routinely dlSlnfeCIed with slerile 70% PA alter contacting nonstenle omems. [ENVIRONMENTAL QUALITY AND CONTROL . Personnel 
Cleansing and Garbing] 

92. Personnel repeal gaming and hand hygiene after they are exposed lo dxrecl conlact conlaminalion or worse than ISO Class 8 aw Gowns may be 
hung in the anteroom and reused during the same workshifl [ENV‘RONMENTAL QUALITV AND CONTROL: Personnel Cleansmg and Gaming] 

93. Low/Medium Risk mediarfill tests (hat dosely simulate the mosl chaflenging or slresslul conditions encounlered during compounding are compheted at 
leasl annually by compounding personnel Media-filled vials are appropriately incubated Vor 14 days [CSP MICROEIAL CONTAMINATION RISK LEVELS 
Mediueisk Level CSPS] 

94, High Risk Media-m lests thal closely simmale (he most challenging or slressml condilrons encountered during compounding have been campleled a! 
leasl semiannually by compounding personnel. MedIaJIlled vials are appropria‘ely mcubaled for 14 days, [CSP M>CROBIAL CONTAMINAT¢ON RISK 
LEVELS. High»Risk Level CSPS] 

N/A 
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95 Documentation indicales compounding persunnel have successlully completed didactic Irammg, passed wnIIen competency assessment; undergone 
skill assessment using observahonal audit Iools (hand hygiene, gaming, asephc technique) and medlarflll Iesting annuaHy or semiannuafly (high risk) and 
before any compoundmg personnel begin to mepare CSPs [ENVIRONMENTAL QUAUTV AND CONTROL Personnel Training and Competency 
Evaluation of Garblng, Aseptic Work Practices and CIeamng/Disinlection Procedures] 

Technician AG has signed all of her observational assessments has not been completed V W6 is almost Ma years late on HH and gaming and 
Cleaning and disinfecting technique obseNat/ons WG has none or his observational skills camp/etedv 

96. Compounding personnel who (all written tests, observalional audwls, or whose mediafll‘ Iesl VlaIS have one or more umls showing vismle mxcroblal 
contamination. are reinslructed and reevaluated by expen compounding personnel to ensure correaion of all aseptic work practice deficxencies. 
Corrective action IS documented Compoundmg personne‘ pass all evaluahons prior Io resummg compounding of sterile preparafions. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Traimng and Compemncy Evaluanon o! Garbmg, Asephc Work Practices and CIeaning/Disinledion Procedures] 

Yes 

97. Omer cleaning personnel peflorming cleamng and dismlecting procedures (e.gv envlmnmental) are Ihomughly Irained m proper hand hygxene, and 
garbmg. cleaning and disinfection procedures by a qualified aseptic compounding expen. [ENVIRONMENTAL QUALITY AND CONTROL. Personnev 
Traming and Competency Evaluation of Garbing, Aseptic Work Praclices and Cleaning/Disinfection Procedures] 

N/A 

98V Compounding personnel and other personnel responsible tor cleamng roufinely undergo peflormance evaluation of proper hand hygiene‘ garbing, and 
all appricable cleaning and disimecting procedures condumed by a quahfied aseptic compounding expert Visua‘ observation 0! hand hygiene, gaming and 
cleanmg is documented and mainlained Io provide a permanent record and long-term assessmenl o! personne! competency [ENVIRONMENTAL 
QléALIJY AND CONTROL. Personnel Training and Compelency Evaluation of Garbing‘ Aseptic Work Pracfloes and CIeaning/Disxnfecfion Procedures] 

66 95 

99 Immedialely afler me wmpounder completes the hand hygiene and garbing procedure, the evalualor collecls a gtoved fingemp and thumb sample 
«em both hands of the Compounder onlo appropriale agar plates The plates are incubaled at 30-35” [or 2-3 days All compounding personnel have 
successfully compteled an iniha‘ competency evaluanon and gloved fingenipllhumb sampling procedure (0 cfu) no less Ihan three limes before \mfially 
bemg allowed Io compound CSPsfor human use [ENVIRONMENTAL QUALITY AND CONTROL Gloved Fingemp Sampling] 

Your evaluation forms do notinclude [he dates for observations and your GFS forms need to include which hands are being sampled 

Nu 

100. Reevalualmn of glove (Ingenip testing onm appropriate agar plates (Trypticase soy agar (TSA) wxlh leci‘hin and polysorbate 80) for all compounding 
personne! occurs al leasl annually for low- and medium-risk level CSPs and semiannually {or hwghirisk level CSPs belore bemg allowed to cominue 
compounding CSPs. Gloves shall not be dismected with smile 70% IPA prior to leslmg. The du action level is based on (he Iolal number of ciu on bum 
g‘oves and not per hand [ENVIRONMENTAL QUALITY AND CONTROL - Gloved Fmgenip Sampling] 

VERIFICATION 

101 Labels of CSPs comain name and address of pharmacy, correcl names and amounts or concentrations 0' Ingredients mlal volumes, beyondruse 
dates‘ slorage conditions. and rou|e(s) o! admmislration [FINISHED PREPARATION RELEASE CHECKS AND TESTS : \denlily and Strength Verification 
of Ingredients] 

Yes 

102. Facility has documenlahon ‘hal procedures have been lo‘lowed to ensure slenlity, pumy, correct identities and amounts of mgredlents‘ and stabihly. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS ' Inspection of So‘ution Dosage Forms and Rewew 0' Compounding Procedures] 

Yes 

103. CSP'S are visually inspected {or abnormal particu‘ale matter and co‘or, and inlacl contamers and seals [HNISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspection 01 Sohflmn Dosage Forms and Rewew O'Compoundmg Procedures] 

Yes 

104 Beyond Use Dates are assigned using direcl slability-indicating assays or authoritatwe terature ma! supports Ihe assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining BeyondrUse Dales] 

Yes 

105. Slorage time 0! assembled bag and wal systems are according to the manufacIurer recommendauons. (eg Minibag plus, Addvanlage, Add-ease) 
[STORAGE AND BEYONDVUSE DAT‘NG Z Proprielary Bag and Vial Sys‘ems] 

Yes 

DISPENSING/DISTRIBUTION 

106, Facilily has wmten procedures for proper packaging, smrage, and transportation common: to mainlam sterility, qualily‘ puriky, and strength a! CSPs 
[MNNTNNING STER‘L‘TY, PURITY. AND STABIL‘TY OF DISPENSED AND DISTRIBUTED CSPS ] 

N/A 

107 Modes of transport are used Iha: mainlam appropnale temperatures and prevenl damage Io CSPs [MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTR|BUTED CSPS ' Packaging and Transponmg CSPS] 

N/A 

108, Facility provides a mulfiple component (ormal training prugram Io ensure palienls and caregivers undersland Ihe proper storage, handling. use‘ and 
disposal of CSPSV [PATIENT 0R CAREGIVER TRAIN‘NG] 

Yes 

POLICYIPROCEDURE 

109. Written procedures detail cleaning and dismfecting the sterile compounding areas including c‘eansers‘ disinfectants, and non-shedding wipe and mop 
malerials [ENVIRONMENTAL QUALITY AND CONTROL ' Cleaning and Disinlecfing (he Sieri‘e Compounding Areas] 

Yes but your SOP needs to mclude the cleaning producls you use, how often you name your cleaning agents, and how much you mix. 

Yes 

110 Awrmen procedure 15 (H p‘ace [or cleaning and disinlecfing the Direct Compounding Areas. [ENVIRONMENTAL QUAUTY AND CONTROL ' 

Cleaning and D‘siniectmg Ihe Sterile Compounding Areas] 
Yes 

M1 Faclmy has wnllen procedures Io verify correck identity, quality, amuunls, and purifies ofingredsents used m CSFs [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS , Idenlily and Slrenglh Venflcation ol Ingredienls] 

Yes 

112 Pohcles address packaging to maintain physrca‘ Integrity, sterilily, s‘abilvly, and purity of CSPS [MAINTA‘NING STERILITY‘ PURITY. AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSFS I Packaglng and Transporting CSPS] 

Yes 

113, Wnllen standard procedures describe means [or pauenls \0 ask questions and report concerns and adverse evenls wuh CSPs‘ and {or compoundmg 
pharmacisls (O correcl and prevent future problems. [PATlENT MONITOR‘NG AND ADVERSE EVENTS REPORTING] 

RADIOPHARMACEUTICALS 

114. Facility has appropriate primary engineering controls and radioaclivny comainment and shielding Location of primary engineering canlrols permitted 
\n ISO Class 8 Controlled environment. [RADIOPHARMACEUTICALS AS CSPS] 

115, Radlopharmaoeulicals prepared as low-nsk Ieve‘ CSPs wxlh 127hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is deslgnated with a line a! demarcallon. [RADIOPHARMACEUTICALS AS CSPS] 

116. Technetium»99mlMulybdenhim-99 generators are e‘uted in ISO Class 8 conditions, [RADIOPHARMACEUTLCALS AS CSPS] 

MISCELLANEOUS 

117. Facility engaged in office use slen‘le compounding [or human use is regislered wnh FDA as an outsourcmg family, [FAC 64B16727.700 (3)(g] N/A 

118 Compoundmg records are proper‘y mamiained, [FAC 64816-28,140(4)] Yes 
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119. When compoundmg aclwlties reqmre the manipulation o! a palient's biood»denved or o‘her blo‘ogxca! malena4, the manipulations are dearly N/A 
separaled from routine matenalrhandling procedures and equipment used in CSP preparation activities and may are controlied by specific smndard 
operalmg procedures in order to avowd any cmssrconlamination. [ENVIRONMENTAL QUALITY AND CONTROL ' P‘acemenl 0! Primary Engineering 
Contmls VWhin ISO Class 7 Bufler Areas] 

SPECIAL PARENTERAL ENTERAL & EXTENDED SCOPE 

120 Pharmacy technicians properly «smiled and superwsed [64B16-27AZD‘ F.A.C,1 

121. Medicahon properly labeled [465 0255, F.S 
1 
[64316-28108, F A.c.] 

122. Expned medicahons removed 1mm me shelves. [64B16-28 110‘ F A.C.] 

123. CQI Pollcy and Procedures and quanerly meetings. [766 101, PS] [64318727 300, F A O] 

124. Prescriptions have me date dlspensed and dispensing pharmacis‘s [593.04(1)(c) 6, F 5.] [64816728.140(3)(b)‘ PAL
1 

125 Pharmacy maimains pahem prome records. [64516-21800, F A.C.] 

126. AH conlrolled subs‘anoe prescnphons conlam inlormafiun required. [393.04. F.SV] 

127. Prescnplmns tor controlled substances are on counterlen-pmol prescription pads ur blanks purchased from a Depanmenlrapproved vendor and the 

quanhly and date 
meel Ihe requirements of [456.42(2), ES 1 

128. Controlled substance inventory taken an a biennial basis and available lorinspecuon. [893 07(1)(a)‘ F S] 

129 DEA 222 orderiorms properly completed. [893 07, F.S.] 

130, Controbled substance records and Rx rnformation In oomputersysfiem is remevable [21CFR 130622] [6431648140 F.A,C.] 

131. Control‘ed subslance records maintained for 4 years. [455V022(12)(b), F.S.] 

132. Certified daily Log OR primom mamtained, [21cm 1306.22(b)(3)] [64816728.140(3)(b), F A C] 

133. Pharmacy IS repomng to (he PDMP wilhin 7 days of dispensing mnlmlled substance [893 055(4)‘ F.S] 

134 Pharmacy mamtams mvowces documenting thal medicinal drugs were ob‘ained {mm a Florida licensed dismbulor 499.005 (14) 

Remarks: 
This Inspection occurred on 8.1.16, A corrective action plan is required {or 6H deficiencxes. Submit to Inspeclor wilhin 30 days of his inspeclxon 9.1 16. 

l have read and have had (ms inspection report and the laws and regu‘ations concerned herein exp‘amed‘ and do affirm that the Inlormation given herein is true and mnem 
lo the bes( of my knowledge. I have received a copy of the Licensee BM 0! Righls 

Invesngamr/Sr Pharmacist Signature, Represemalive. 

SHIHADEH, MONICA Ennque Hernandez 

WQMM W 
Dale:8/1/2016 Denim/2016 
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STATE OF FLORIDA 
DEPARTMENTOFHEALTH 
INVESHGAHVESERWCES 

|NV797-Steri|e Compounding 

V" “0mg”... ... 

HEALTH 
raw. Hr AaHf-mh? , 

File 1! 21072 
Insp at 132001 

NAME PERMIT NUMBER DATE OF INSPECTION 
AMBIENT HEALTHCARE OF S FLORIDA, INC 27913 03/07/2015 

DOING BUSINESS AS 
AMBIENT HEALTHCARE OF S. FLORIDA, INC 

STREET ADDRESS TELEPHONE if EXT 
15951 SWMST ST SUITE 500 954-389-1126 

CITY COUNTY STATE/ZIP 
DAV‘E BROWARD FL/33331 

Additional Inlormation 

Business Operation Hours 

M-T-W-TH—F Y Hours 8:30 am to 5 30 

Monday N Monday Hours 

Tuesday N T Hours 

Wednesday N Hours 

Thursday N Hours 

Fnday N Friday Hours 

Salurday N Salu Hours 

Sunday N 5 Hours 

Registered Pharmacisl I Intern 1 Tech 

Licensefi P549270 L<censee Name Shirley Ellsbrun 

License Type Registered Pharmausts 

Licenseit P536287 censee Name VincenIEkebu 

L‘oense Type Registered Pharmacxsts 

qense 1: F552095 L‘censee Name Jacqueline Rodriguez 

L<oense Type Registered Pharmaufls 

Licenseft P521110 censee Name Manuela Vega-Rwera 

Llcense Type Registered Pharmamsts 

Luyense?‘ F824555 Llcensee Name Karen Hitchen 

Lwense Type Registered Pharmamsls 

ACS Manager 

I I 1 

Optional Information 

Basic License Data - PSD 

[EA Reg # BA7935490 
I ‘ 

License Relations 

Pharmacy Affiliate 

ADLER, IAN License # 

BRONSON, DAVID License # 

DEBLASI, PAIGE License # 

FRENM LAWRENCE License # 

KLEtNMAN, IRA License 1: 

KRAMM. EDWARD P License x 

KRAMM. KATHEE M License a 
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WILKINS, JOHN License 3! 

YORK, CHR>STOPHER License # 

RX DPT MGRICOR/POR 

FELISBRUN, SHIRLEY ‘License1t49270 

Special Sterile Compounding 

fiMB‘ENT HEALTHCARE OF S FLORIDA, [NC 
‘ 
License #18740 

|NV797 - Sterile Compounding 

Low RISK 

1. Low nsk CSP's are property Idenhfled: Aseplic manipulations wuhm an ISO Class 5 enwronmem uslng three or fewer slerile producls and no more than 
Iwo entnes Into any conlainer. [CSP MICROBIAL CONTAMINATION RISK LEVELS , Low-Risk Leve‘ CSPS] 

2. Low Rusk CSP's‘ m absence of passing sterility lesl‘ stored no! more than 48 hnurs at mnlrolled room temperature, 14 days at com temperature‘ or 45 
days in solid frozen State a( >25“ (0 -10‘7 07 colder. [CSP MICROB‘AL CONTAMlNATION RISK LEVELS V LowARisk Level CSPS] 

Yes 

3 Low Risk mediarfill lesls are completed a! 1635‘ annually by compuundmg personnel. Mediarmied vials are appropriately Incubated [or 14 days [CSP 
MICROBIAL CONTAMVNATION RISK LEVELS . Low-Risk Level CSPS] 

3 employees are We on media flI/s Please get them done ASAP and send to Inspector 

No 

4, Low Risk CSP‘s wxlh 12 hour BUD are propeny idenlified and comply wilh all fuur Speclflc cmeria. 1. PEG in Segregated Compounding area 2. Away 
(mm wmdaws. doors . high traffic areas 3 Hygwene & garblng reqmred, sunks nol adlacenl Io PEG 4 Cleaning & Dislnledmg‘ Personne‘ Iralnmg, 
Competency evaluatlon, Gaming, Asephc work praclvces‘ Viable and nonrwable environmental sampllng apply. [CSP M‘CROBIAL CONTAMINATION RIS 
LEVELS I Low-Risk Level CSPS] 

NIA 

MEDIUM RISK 

5 Medium Rwsk CSF's are propefiy idenllfied' Aseptic mampulatlons wxlhin an ISO Class 5 environment using prolonged and complex llng and transfer, 
more than three steme produms and enln’es inlo any container‘ and pooling mgredienls from multlpte steme products Io prepare multiple CSPs. [CSP 
MICROBIAL CONTAMINATION R‘SK LEVELS: MediueiSk Leve‘ CSPS] 

6. Medium Risk CSP's‘ In absence of passing sterili‘y lest, stored not more than 30 hours at conlmlled room Iemperature. 9 days at cold temperature. or 
45 days in Solid ¢rozen Slate at >25° (0 -10° or Colder [CSP MICROBML CONTAMINATION R‘SK LEVELS Medmlsk Level CSPS] 

Yes 

7 Medium Risk medlaAfill tests are completed al least annually by compounding personnel. Mediarfilled vials are appropnalely Incubatea [or 14 days 
[CSP MICROBIAL CONTAMINATION RISK LEVELS , Mediueisk Leve‘ CSPS] 

No 

HIGH RISK 

8 nh Rlsk CSP's are propefly Identified: Confwmed presence of nonslenle Ingredients and devices, or confirmed or suspected exposure 01 sterile 
\ngredienls lor merge than one hour [a air quality Inienar to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

Higl’kR‘sk Level P5] 

9, High Risk CSP'S‘ In absence of passing sten‘hly Iesl are nol slared more than 24 hours all controlled room temperalure‘ 3 days at cold Iemperalure, or 
45 days in solid {mzen stale a1725° k0 710° or owner. [CSP MICROBIAL CONTAMINATION RISK LEVELS : H4ghrRIsk Level CSFS] 

10. Mgh Risk Mama-fill Ies‘s have been completed at least semiannuaHy by compounding personnel. Mediavfilled vials are appropnzflely incubated Vor 14 
days [CSP MICROBIAL CONTAMINATION RISK LEVELS ' High-Risk Lave! CSPS] 

11 A 0.2mm certified sterihzing membrane nuer is used lhal rs chemicaHy and physically compatime with me CSP Flllrahon is cumpleled rapidly wflhoul 
finer replacement Sterilization memod is verified to achieve sterility for the quantity and type 0! Conlamers, [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY . SKerilization of High—Risk Level CSPs by Filtrahcn] 

12. Outsourced endotoxm testing results indicate (hat It is compliant WWI USP<85> [BACTERIAL ENDOTOX‘NS TEST USP<85>] 

13. Is a USP<55> Endoloxln (esnng done on site? [BACTERIAL ENDOTOXINS TEST USP<85>] 

14. Endotoxm Iesling melhod is Compliant? Indicate: Gel Clol, Chromogenlc orlurbidimetric? [BACTERIAL ENDOTOXINS TEST USP<85>] 

15 High Rlsk CSP‘S are wilhm allowabie Hm‘ls lor bacterial endotoxins [FINISHED PREPARATLON RELEASE CHECKS AND TESTS : Bacterial 
Endotuxm (Pyrogen) Testing] 

16 Stennzabon method used has documentahon Ihal acceptable slrengm and pumy 0! Ingredients and integrity of containers IS maintained. [CSP 
M‘CROBIAL CONTAMLNATION RISK LEVELS , Highesk Level CSPS] 

17 The manMacturer recommended finer imegrity (e.g.. bubbte point) test is pedormed and documented (or 3H slenhzing mlers after fillenng CSPs 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY ‘ Skerilizalion 0' High-Risk Leve‘ CSPS by Filtration] 

18V Autodave cycle has been verified usmg appropnale biologwcal Indlcators, So‘ukions are passed through a 1.2-pm or smaller finer into final containers! 
remove panicmahas before stefillzalron [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY ' Stenllzallon 0' High—Risk Level CSPS by 
Steam] 

19. Dry heak ovens used for sterilization have fillered lorced aw. Only those items that wm be damaged by steam are sterihzed by dry heat. 
[VERIFICAT‘ON OF COMPOUNDING ACCURACY AND STERILITY Slen'llzation D1 HIgh-Rlsk Lever CSPS by Dry Heal] 

20. The descriphon 0! dry heat sterilizahon conditions and durauon for specific CSPs is induded in written documentation in the wmpoundmg facility The 
effectiveness 0! dry heat sterilization Is verified using appropnate biological indicators and other confirmalionv [VERQFICATION OF COMPOUNDING 
ACCURACY AND STERILITY Slenhzatlon o! Hugh-Rusk Level CSPs by Dry Heat] 

21. Dry heal depyrogenallnn IS used Io render g‘assware or conlainers‘ such as vials free (mm pyrogens as weN as viable microbes, The descriplion o! 
the dry heal depyrcgenalion cycle and duration {or specmc load items is mcluded m wnllen documentalion in me compoundmg facmty. The eflectiveness 
a! the dvy heat depyrogenanon cycle \5 vermed usmg endotoxm challenge vials (ECVs) [VERIFICATION 0F COMPOUNDING ACCURACY AND 
STER‘LITV : Depymgenauon by Dry Heal] 

22. Preslermzation procedures for high-risk level CSPs, such as weighing and llng, are compleled In no worse than an ISO Class 6 enwonmenl. 
[ENVIRONMENTAL QUAL‘TY AND CONTROL: Placement of Primary Engineering Conlrels \Mlhm ISO Class 7 Bufler Areas] 
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23. Stenllty testing is completed (or an Hfgh-nsk level CSPs prepared In batches of more than 25 identica‘ conlainers‘ or exposed longer man 12 hours at 
2°10 S" and 6 hours at warmer than 8° beiore being slenlizedv [FlN‘SHED PREPARATION RELEASE CHECKS AND TESTS . Slerilily Testing] 

24. Endowxin testing is conducted tor Highrnsk level CSP's mal are prepared in batches of more than 25 mentica‘ containers. or exposed ‘onger than 12 

hours al 2" to 8", and 6 hours at warmer than 8'1 before being sledllzed or in mulhdcse containers for administration to multiple patienls (excluding mass 
(or mhalalion and ophthalmlc admmlslralion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bactenal Endomxin (Pyrogen) Tesiing] 

IMMEDIATE USE COMFOUNDING 

25. Immedsaleruse compounding complies with an swx specified criteria, 1 Lowrnsk sterile nonhazarduus producls or diagnostic radlopharmaceuucal 
products from the manulacKurers‘ on‘ginal containers. Anfi-neop‘asucs shall not be prepared as immedwamruse CSFs because they are hazardous drugs 
2' Unless required for the preparation, the compoundmg procedure ‘5 a continuous process not In exceed 1 hour. 
3, During preparation, asephc technique is followed and. \f not immeduate‘y adminislered. the finished CSP Is under continuous superviswon to minimize the 
polential for contact wilh nonslerfie surfaces, introduction 01 pamcu‘ale matter or biological! fluid; mix-ups with olher CSPs, and direct Contact 0! oulsxde 
suflaces 
4 Administration begins nol ralerlhan 1 hour (allowing me start oflhe preparafion onhe CSP. 
5. Unless immediately and mmp‘elely administered by Ihe person who prepared n or immed‘ale and complete adminvslralion is wunessed by the preparer, 
the CSP shall bear a label listing patient \denhficatlon inlormakion, :he names and amounls 0! 3H ingredienls. the name or mmals ol Ihe person who 
prepared Ihe CSF’, and the exam 1-hour BUD and limev 
6 ll administralmn has no‘ begun wilhin 1 hour following the slan oi preparing the CSP, the CSP shall be promplly. properly. and 531e discarded 
[\MMEDIATE-USE CSPS] 

NIA 

SINGLE/MULTIPLE DOSE CONTAINER BUD 

26 Beyondruse date does not exceed 23 days {or mulliplerdose containers after inifial opening or entry, unless specified olherwise by me manulacturer 
[SINGLE-DOSE AND MULTIPLEVDOSE CONYAINERS] 

27. Beyond-use lime does not exceed 5 hours for c‘osure sealed singlerdose containers in ISO Class 5 or cleaner awr after initial opemng or entry‘ unless 
specified amen/vise by (he maaackurer [SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

28 Eeyund-use time does no! exceed 1 hour Var closure sealed sing‘e-dose wnlamers aller being opened or entered m warse man ISO Class 5 air. 
[SINGLEVDOSE AND MULTIPLE-DOSE CONTAINERS] 

29 Smglerdose ampules are discarded \mmedialely alter usev [SINGLE-DOSE AND MULTIPLEDOSE CONTA‘NERS} 

HAZARDOUS DRUGS 

30. Hazardous drug buffer room is at least 0.01 men waler oolumn negative pressure wim 30 ACPH of HEPA fi‘lered air. [HAZARDOUS DRUGS AS CSPs 

31. Personne‘ compounding hazardous drugs wear appmpnale personal protective equipmenl [HAZARDOUS DRUGS AS CSPs] 

32. Appropriate primary engineering controls (ESCS and CACIs) are used {or concurrent personne‘ protection and exposure 0! critical srtes [HAZARDOUS 
DRUGS AS CSPS] 

33 Hazardous drugs are stored separately from olher invenlory in a manneno prevenl contaminalion and personne‘ exposure. [HAZARDOUS DRUGS 
AS CSP51 

34 .AI \east 0 01 inch waler cotumn negafive pressure and 12 air changes per hour In nonrcleanrooms m whlch CACIs are located. FAG: USP Chapter 797 
requires mat “When closedrsystem viaHransler devloes (CSTDs) (i.e,.v1alrlransfer systems that ahow no venting or exposure of hazardous subslance \0 
:he enwmnmenl) are used‘ they shall be used wilhm an ISO Class 5 enwonmenl 0' a BSC or CAC‘ The use 01 the CSTD IS prelerred because a! then 
mherenl closed system process. In lacililies that prepare a low volume 0' hazardous drugs, the use a! two hers of conlainmenl (e.g.. CSTD wilhm 3 E86 or 
CACI that <5 located in a nonrnegalwe pressure room) IS acceplable." For purpose of said provxsmn, a “Low volume of hazardous drugs" Is defined as less 
than 40 doses per month [HAZARDOUS DRUGS AS CSPs] 

35. Hazardous drugs are handled with cauhon at all times using appropn‘ale chemotherapy gloves during receiving, dIstnbuhun, slacking, inventorying‘ 
preparing tor adminislratlun‘ and disposal. Spill kits are available, [HAZARDOUS DRUGS AS CSPs] 

36 Hazardous drugs are prepared in an ISO Class 5 environment wulh pmleclive engineering controls In place‘ lolvowing aseplic practices specified for me 
appropriate wnlam‘malion risk levels. [HAZARDOUS DRUGS AS CSPs] 

37 Access to hazardous drug preparation areas is limited In authorized compounding personne‘. [HAZARDOUS DRUGS AS CSPS] 

385 A pressure Indicalor IS installed and diflerenlla‘ pressures are monitored and documented darly lor hazardous bufler room. [HAZARDOUS DRUGS AS 
0 P5] 

39' Annual documentation of hazardous dmg traxmng oi personne‘ regarding storage‘ handling, conlammem techniques and disposal o! hazardous drugs 
IS available. [HAZARDOUS DRUGS AS CSPS] 

40 Compounding personnel a! reproductive capabimy have confirmed In wriling me! they understand the risks nf handhng hazardous drugs, 
[HAZARDOUS DRUGS AS CSPS] 

41. Facimy malntalns appropnale dIsposal containers [or all hazardous waste. [HAZARDOUS DRUGS AS CSPs] 

RADIOPHARMACEUTICALS 

42 Facility has appropriate primary engmeering controls and radioactivity camammenl and smelding Locauon of pnmary engineering conlrois permitted in 

ISO Class B conlroiled environmenl. [RADIOPHARMACEUTVCALS AS CSPS] 

43 Radlopharmaceuucals prepared as \ow-risk level CSPs with 124mm or less BUD are prepared in a segregated compounding area. Segregated 
compounding area IS desugnaled wilh a Ilne ol demarcalwon [RADIOPHARMACEUTICALS AS CSPS] 

44, Technelium-99m/Molybdenum799 generators are eluted In ISO Class 8 mndikions. [RADIOPHARMACEUTICALS AS CSFS] 

45, When compounding aclivifies require me manipulanon of a pauenl‘s bloodrden'ved or other b‘ologlcal matena‘ (e.g,, radio‘abeling a palient's or a 

donors white blood ceHs), (he manipulations are clearly separaled from routine malenaI-handling procedures and equipmenl used In CSP preparation 
activities, and they are controlled by specific slandard operating procedures In order Io avoid any cross»contaminalmn [ENVIRONMENTAL QUALITY AND 
CONTROL : Placemenl 0' Primary Engineering Controls mm ISO Class 7 Buffer Areas] 

FACILITY DESIGN AND CERTIFICATION 
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46 Cenificaticn and testing 0! primary (LAFWs, ESCs‘ CAls and CAC‘s) and secondary engineering controls (bufler and ante areas) have been periormed 
by a qualified individual no less Ihan every six months and wheneverlhe device or room is re‘ocaled‘ shared. or major servuce (o the facihly is performed 
Correctlve action lur delicwencies are documenled Cemflcahon procedures such as Ihose oumned in (he CETA Cenmcalion Guide lor Slenle Compoundln 
Facilities (GAG-00372006) are Conducied under dynamic conditions [ENVIRONMENTAL QUALITV AND CONTROL Environmental Nonvlable Pamde 
Tesling Program 

MTA certified [.190 8Am‘e mom; ISO 7 Buffer room 2 LAFW At the time the Ame room and Buffer were not meeting the minimum pressure differentials 
An air balancer was consulted and the pressure in {he Ame mom is now + 03’WC. The Buffer mum is not maintaining pressure and {his MUSTbe 
addressed and corrected ASAP 

47. Facilrly has pressure gauges or velocity meters (0 monilor me pressure dmerenlial or airflow between the buffer area and anlerarea. and We ante-area 
and me general envwronment outside Ihe compounding area. The resuns are reviewed and documented an a log at least daily or by a continuous 
reocrdmg device, The pressures difieremials meel or exceed 5 Pa (002 inch waler column (w,c,)), Allemalively. in lacilmes where Iow- and medmmrrisk 
level CSPs are prepared, differential arrflow is maintained at a minimum velocity ofOVZ meter/second (40 fpm) across a Ilne ol demarcalion belween bufler 
area and ante—area, [ENVIRONMENTAL QUALITY AND CONTROL: Pressure Diffierenlial Monitoring] 

The pressure differential between me Buffer/00m and Ante room Is insufficient, An air balancer was consulted afterthe June cem‘ficafiun Dunne room is 
puns/my a! .005'WC wmch falls :4: meet the requirement This needs to be corrected ASAP and the documentation sent (0 Inspector. 

No 

48. Primary engineering conlrols provide unidirecxional (I e , laminar) HEFA an at a velocity suffic‘em Io prevent awrborne panicles vrom contactmg crmcal 
sitesv [ENVIRONMENTAL QUALITY AND CONTROL Facilfly Design and Environmenlal Comrols] 

Yes 

49. Air pallem analysis via smoke studies are conducted at the crmcal sue to demonskale unidiredional airflow and sweeping action over and away lrom 
Ihe producl under dynamlc Conmllons, [ENVIRONMENTAL QUALITY AND CONTROL: Facihly Design and Environmental Controls] 

Yes 

50 C‘ean rooms {or nonhazardous and nonradioactive CSPs are supplied with HEPA filtered air that enlers from ceilings wuh relurn vents \ow on walls. 
and that provides nol less ‘han 30 air changes per hour [ENVIRONMENTAL QUALITY AND CONTROL FacHIly Deswgn and Environmenla! Controls] 

Yes 

51 , The primary engineering controls are placed wwlhin a bufler area m such a manner as to avoid conditions (ha! coma adversely affecl Iheir operauon. 
The PEC IS placed am of the traffic flow and m a manner Io avoid disruption [mm the HVAC system and room cross drafts. [ENVIRONMENTAL QUAUTY 
AND CONTROL Facmty Design and Environmenlar Controls] 

Yes 

52 Primary engineering comro‘s for nonhazardous and nonradxoamive CSPs are localed in bufler areas, except [or CAls thal are proven Io maxnkain ISO 
Class 5 aw when panicle counls are sampied 6 \c 12 Inches upslream of critica‘ site exposure areas during performance of normal inward and outward 
(ransler ol matenals, and compounding manipu‘ations when such CNS are localed in air quallly worse than ISO mass 7. [ENVIRONMENTAL QUALITY 
AND CONTROL 3 Flacemenl of Primary Engineering Controls thin ISO Class 7 Buffer Areas} 

53 Adequale recovery time tor isolators to achieve [50 Class 5 air qualily is allowed alter malenal transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITV AND CONTROL ' Placemenl 0' aary Engineering Conlrots VWhin ISO Class 7 Buffer Areas] 

54. AH HEFA fillers are leak tested after installation and every six months thereafler [ENV‘RONMENTAL QUALITY AND CONTROL. Facmw Design and 
Environmental Controls] 

55V Actlvmes and (asks carried oul Wflhln the buffer area are Hmited to only \hcse necessary when working wutmn a conlroned environment 
[ENVLRONMENTAL QUALITY AND CONTROL Facility Deslgn and Envxronmenlal Controls] 

Yes 

56 Only me fumilure‘ equlpmenl, supplies, and other materiar required for me compounding acnvmes to be performed are brought mm the bufler mom 
[ENVIRONMENTAL QUALITY AND CONTROL 3 Facility Design and Environmental Cuntmls] 

Yes 

57. Suflaces and essenha‘ fumtture m bufler rooms or zones and clean rooms are nonporous, smoolh, non»sheddmg, Impermeable, cleanable‘ and 
resislanl Io disaeclants. [ENVIRONMENTAL QUALITY AND CONTROL Fadhly Design and Enwonmental Controls] 

Yes 

58 The suflaces 0! ceilings, walls, floors, fixtures, sheiving, counters, and cabinels in (he bufler area are smooth‘ rmperwous‘ lree {mm cracks and 
crevices, and non-shedding, Ihereby promoting deanability, and minimizing spaces in which microorganisms and olher contamxnanls may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL ' Faclluy Design and Environmenlal Commts] 

Yes 

59. Ceiling (Hes are caulked around each perimeler and to walls to sea‘ them to the support frame. The exterior lens surface a! ceiling hghlmg fixtures ‘s 
smooth, mounted flush. and sealed All other penelrations through me cemng or walls are sealed [ENViRONMENTAL QUALITY AND CONTROL ' Facillly 
Desugn and Environmental Conlrols] 

Yes 

so The buffer area does not conlam sources of water (smks) or floor drams. Work sur'aoes are constructed of smooth. impervious malenals‘ such as 
s‘ainless steel Dr molded plastic so that they are easily deaned and dismlected [ENWRONMENTAL QUAL‘TV AND CONTROL . FaCIIi Design and 
Environmental Controls] 

61. Cans are made of stainless stee‘ wire, or nonporous plasuc, or sheel metal construcfion with good quality, cleanable casters [ENVlRONMENTAL 
QUALITV AND CONTROL : Facilily Design and Environmental Controls] 

Ves 

62 Slorage shelving, counters, and cabinets In the buffer area are smooth, rmpervious, free Vrom cracks and crewces, non-shedding, cleanable, and 
disinfeclable [ENVIRONMENTAL QUALITV AND CONTROL . Facmly Design and Envuronmemal Controls] 

Yes 

63, When devmes (e,g ,compulers and pnnters) and objects (e.g ‘ cans and cabmels) are placed m bufler areas, alr quahty is verified by panic‘e counls 
on cenificahon [ENVIRONMENTAL QUALITY AND CONTROL ‘50 Class 5 Air Sources. Bufler Areas, and Ame-Areas] 

QUALITY AND CONTROL 

64 An appropriate envurunmenla‘ sampling plan has been devetoped [or airborne wable particles based on a risk assessment 0! compounding aclivilies 
performed Volumelnc air samphng is conducted every sux monlhs and shes include (ocahons wxlhin each ISO Class 5 enwronmenl and in the ISO Class 7 

and 8 areas. and the areas at greatest risk of conlamination (9.9., work areas near the ISO Class 5 envurunmenl, counlers near doors‘ passFthrcugh 
boxes). The plan inctudes sampie Vocations. method 0! collection, Vrequency of sampling, volume of air sampled. and Mme 0! day as relaled m acuwty m 

Ihe compounding area and action levels, [ENVIRONMENTAL QUALKTV AND CONTROL Environmental Viab‘e Alrbome Panicle Testing 
Programisampling Plan] 

Environmental sampling rs done by MTA. Passive airis conducted monthly by pharmacy personnel. Vou need to write an envrmnmenta/ sampling plan 
matmcludes the Irequency of sampling 0 Gmonths), method of collect/an (/mpactron), locations, and time of day related to compounding activity ( 
upemhonal) and action levels (per USP<797>). 

No 

65' Surface sampling IS accompllshed In all ISO classified areas on a periodic basis using TSA COMBO! plates wxlh lecithin and polysorbate 80 and/or 
swabs and \s done at the conclusion 0! compounding. [ENWRONMENTAL QUALITY AND CONTROL , Surface Cleaning and Dlsln'ection Sampling and 
Assessmenl] 

Ves 

66. Evalualmn ol avrborne m>croorganisms usmg vorumelric collection methods m the controhed air environments is perlormed by properly trained 
Individuals tor all compoundmg risk levels [ENVIRONMENTAL QUALITY AND CONTROL : V‘able Air Sampling] 

Yes 

67 Vulumelnc air sampling using mall exlracl agar (MEA) or some olher medxa Ihal suppons me growln oHungi is used m hinisk level wmpounding 
environments [ENVIRONMENTAL QUALITY AND CONTROL : Growth Med‘a] 

N/A 

68 For low-risk leve1 CSPs wilh 127hour or less BUD, Elf sampfing I5 performed al Iocallons rnsme me ISO Class 5 envuronmenl and olher areas Ihal are 
m dose proximity Io Ihe ISO class 5 envlronmenl. [ENVIRONMENTAL QUALITY AND CONTROL Viable AIr Sampling] 

N/A 
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69. The number of mscrele colonies of microorganisms IS counted and reported as colony-forming units (Gin) and documenled on an environmenlm 
monnonng lorm, Counts lrom air monitcnng are translormed into (flu/cubic meler 0! air and evaluated [or adverse Irends. [ENVIRONMENTAL QUALITY 
AND CONTROL , Incubalion Penod] 

Monitoring forms are used for passive air plates, please make one of active air results 

No 

70. Sampling dale IS collected and reviewed on a penodlc basis as a means a! evalualmg the overall stale of control 0! the compuundmg environment 
[ENVIRONMENTAL OUAL‘TY AND CONTROL Action Levels, Dccumenlallon and Data Evalualion] 

71, Competenlm<crob\o\ugy personne‘ are consulted if an enwonmemal sampling consistently snows elevaled >eve>s 01 microbial growm. H any mold, 
yeasl‘ wagulase positrve staphylococcus. or gram negative rods are detected Immediate rememafion and inveshgalian IMO the cause and source was 
conducted [ENVIRONMENTAL QUALITY AND CONTROL 2 Acuon Levels, Documentation and Dala Evalualion] 

N/A 

72. Written procedures detail cleaning and disinlecfing the sterile wmpoundxng areas including cleansers, dlsmfeclants. and non-shedding wipe and mop 
materials [ENVIRONMENTAL QUALITY AND CONTROL 3 Cleaning and Disinfecling the Sterile Compounding Areas] 

You are rotating cleaning solutinns, the policy only addresses the bleach and alumni. Please put in the rotahon schedule, products, Vesphene, 
Spancldm, and the mixing instructions and application methods 

No 

73, Surlaces in me LAFWs, BSCS. CNS, and CACIs are deaned and dusinlecled lrequenny. Including al Ihe beginmng of each work shift, belore each 
batch preparation is starled‘ every 30 minutes during wnlinuuus compounding periods 01 indivxdual CSPs. when there are spills, and when surlace 
contamination is known or suspemed from procedural breaches. [ENVIRONMENTAL QUALITV AND CONTROL : Cleamng and DisinVecung the Sterile 
Compounding Areas] 

Yes 

74. A wntten procedure 151” place {or cleana and disinfeclmg the Direct Compounding Areas [ENVIRONMENTAL QUALITY AND CONTROL . Cleamng 
and Disinfecfing the Sterile Compoundlng Areas] 

75. Cleaning and disinfechng occurs bemre compounding is peflormed Items are removed from all areas to be cleaned, and surfaces are c‘eaned by 
removing loose material and residue from spills‘ e.g., wa‘er-soluble sohd residues are removed with Sterile Water and mw-sheddlng wipes. This shaH be 

lollowed by w>plng with a residuerfree disinfectlng agent, such as slenle 70% IPA, which is allowed to dry before campoundmg begins [ENV‘RONMENTAL 
QUALITY AND CONTROL ' Cleaning and Disinlecllng the Sterile Compoundmg Areas] 

76 Work surfaces in ISO Class 7 and B areas and segregaled compuunding areas are deaned a( leas‘ daily. IPA (70% Isopropyl a‘cohol) remains on 

surfaces to be dismfecled for al leas‘ 30 seconds before such surfaces are used to prepare CSPs. [ENVWRONMENTAL QUALITY AND CONTROL ' 

Cleaning and Dlsmleclmg (he Slenle Compounding Areas] 

Yes 

77. Floors in ISO (2‘35: 7 and 8 areas are mapped daily by lrarned personnel at a time when no aseptic uperafions are in progress usmg approved agents 
and procedures described in wnflen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL ' Cleaning and Disinlecling the Sterile Compounding Areas] 

cleaning Eff/oars is documented but dust on the ledges o! the baseboards has not been cleaned. Corners Dime floor are notadequately cleaned Advise 
retraining of cleaning personnel and re-evaluafmg cleaning competency by observation. Please send corrective action plan (0 inspector and notify when 
refraining and Ie-evaluatr'on is complete 

No 

7B Shelving, wa‘ls, and ceHings m ame-areas are cleaned and disinlecled al leasl monlhly [ENVIRONMENTAL QUALITY AND CONTROL : Cleamng and 
Disinlecfing the Skeme Compounding Areas 

June 577: July cleaning moonis do not document cleaning ofsheM/vg, walls and ceiling Dust on (he returns and baseboards needs (a be cleaned and 
dismfecfe ASAP 

N0 

79 Cleaning and disimecling agenls and melhods 0! application are In accordance With wrillen SOPs and [allowed by custodial and/or compounding 
personnel. [ENVlRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfectmg Ihe Sterile Compounding Areas] 

SOP's donut address all of the cleaning agents employed in the compounding suite. Please add the dilution of Spvficfdm and applicanon methods and 
rotation schedule tn SOP 

Yes 

80 Cleaning materials‘ such as wipes‘ sponges, and maps, are non-shedding, preferably composed a! synthetic micro fibers‘ and dedicated to use m the 
bufler area‘ ante»area, and segregated compounding areas and are not removed [ram khese areas except for dusposa‘. If cleaning materia‘s are reused 

(e g ‘ mops)‘ Ihere are procedures based on maaaclurer recommendations thal ensure that the efleclweness o! the meaning device is maumained and 
repealed use does not add (a the bioburden of the area being cleaned. [ENVIRONMENTAL QUAL‘TY AND CONTROL ' Cleanmg and Disinleding the 
Sterile Compounding Areas] 

61. Supphes and eqmpmenl removed from shipping canons are wxped WM 3 suitable dxsinlechng agent (e.g,, skenle 70% PA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Dlsinlecling the Sterile Compoundmg Areas] 

Yes 

82. Disinleclanl sprayed or wiped on a surlaoe to be dwsmfecied is allowed Io dry, and durmg (ms Mme the \Iem ‘5 not be used Var compounding purposes 
[ENVIRONMENTAL QUAUTY AND CONTROL Cleaning and Dismlecling Ihe Steme Compounding Areas] 

Yes 

83 Sterile 70% IPA pads are used Io disinfecl the sterile enlry points of packages and devuces Welled gauze pads or olher pamclergeneraling maternal 

are nol appropriate [ENVIRONMENTAL QUALITY AND CONTROL . Cleaning and Disinfeclmg Ihe Slerile Compounding Areas] 
Yes 

PERSONNEL CLEANSING, GARBING & COMPETENCY EVALUATION 

84. Personnel preparing CSP‘s are Vree from rashes‘ sunburn‘ weeping sores, mnjunclwius. and ECIIVE respiralory mlections, [ENVIRONMENTAL 
QUAUTV AND CONTROL ' Personnel C‘eansing and Garbmg] 

Yes 

85 Compounding personnel remove personal ouler garmenls, cosmehcs, aniflcwa‘ nails; hand, wrisl‘ and body Jewelry lhal can \nledere with me fit 0! 
gowns and gloves; and visible body piercing above the neck. [ENVIRONMENTAL QUALITV AND CONTROL ' Personnel meansing and Garbxng] 

Yes 

86. Facility has adequale supplies Io meet PFE requyrements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL 2 Personnel Cleansmg and 
Gaming] 

Yes 

67 Gaming and hand hygiene are accomphshed in me anterarea in order of di es! lo cleanest: shoes or shoe covers, head and racial hair covers, face 
mask, fingernail cleansmg, hand and lorearm washing and drying; nonvshedding gown [ENV‘RONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Gaming] 

BB. Slerile gloves are donned in (he bufler room after hand cleansing with an alcohol-based product with persxslenl aclivily and hands are aHowed to dry, 
[ENV‘RONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

89. Gloves are routinely disinleded wlth sterile 70% IPA aller contacung nonsterfie objects. [ENVIRONMENTAL QUALITY AND CONTROL . Personnel 
Cleansing and Garbmg] 

Yes 

90 Personnel repeal gaming and hand hygxene alter they are exposed Io direct contact oonlaminalion a! worse than ISO Cbass 8 air. Gowns may be 

hung in the anteroom and reused during the same workshifl [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Gaming] 
Yes 

91, Personnel garbmg requirements are ioHowed [or CAIs unless mamfladurer provudes written documentation based on validated Ieslmg lhal any 
componenls o! PPE are not required (a mainlain slerwlity ol CSPs. [ENVIRONMENTAL QUALITY AND CONTROL‘ Personnel Cleansmg and Gaming] 

N/A 

92V Documenlation indicales compounding personnel have successlt completed dwdachc Iramlng, passed wrmen competency assessment: undergone 
skull assessment using observational audit tools, and media-full lesling belore any compounding personne‘ begin to prepare CSPs. [ENVIRONMENTAL 
QUAL‘TY AND CONTROL Personnel Tramlng and Competency Evaluahon 0' Gaming, AsepUC Work Praclioes and CIeaning/Dusmfecmn Procedures] 

Observahonal assessments for aseptic technique need to be done this month and send to Inspector 

Yes 
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93 Compounding personnel who {all written tests, observational aud‘ls, or whose media»flll test vxals have one or more units showing VISIDIB micromal 
contamination, are remstrucled and re-eva‘ualed by expen compoundmg personnel to ensure correction 0! all aseptlc work prachce deficiencies. 
Compounding personne‘ pass all evalualions prior to resuming compounding a! slerile preparations [ENVIRONMENTAL QUALITY AND CONTROL ' 

Personnel Training and Compehency Evaluafion ol Garbmg, Aseptic Work Practices and CIeanmg/Disinlecnon Procedures] 

NIA 

94 Corrective acucn is documented {or compounding personnel who fail etlen lasts or medlavfill lest [PERSONNEL TRAINWG AND EVALUATION VN 

ASEPTIC MANIPULATIONS SKILLS] 
N/A 

95. Other cleanmg personne‘ performing cleaning and dismlecnng procedures (2 9. environmental) are Ihnroughiy Irained in proper hand hygiene, and 
gaming, cleaning, and disinlecllon procedures by a qualified asepkic compounding expert [ENVIRONMENTAL QUALITV AND CONTROL: Personnet 
Training and Competency Eva‘uaucn of Gaming Aseptic Work Practices and CIeamng/sinlecfion Procedures] 

NIA 

96. Compounding personnel and other personnel responsible {or cleaning routinely undergo perVormanoe evaluation of proper hand hygiene, gaming, and 
all applicab‘e cleamng and dismleclmg procedures conducted by a qualified asepfic compounding experl Visual observauon of hand hygiene, garbmg and 
cleaning is documemed and maintained to provude a permanenl record and \ong»term assessment of personne! compelency [ENVIRONMENTAL 
QUALITY AND CONTROL Personnel Training and Competency Evaluation of Garbmg, Aseptic Work Practices and CIeamng/Disinfeclron Procedures] 

The assessments are documented but the state ofme room Indicates matstafl need retaining and re-assessments far cleaning and disinfecting Please 
send to Inspecotr by COB 6714-15 

Yes 

97. Compuunding personnel are visuaHy observed annually or semiannually (high risk) during Ihe process of perfomung hand hygiene‘ gaming procedures 
and asepuc Iechnique. The visual observallon Is documemed on a (arm (or Assessmg Hand Hygiene, Garbing and Aseptic Technique and maintained to 
provide a permanent record [ENVlRONMENTAL QUALITY AND CONTROL : Gaming and Gloving Competency Evalualion] 

Hand Hygeine and gaming has been donev Need assessments of Aseptic lechm'que 

98. Immedialely after me mmpounder completes the hand hygiene and garbing procedure. the evaluator coHects a gloved fingemp and Ihumb sample 
from both hands 0! khe compounder onto approprlale agar plales. The plales are mcuhaled at 30435" for 2—3 days. All compounding personne‘ have 
suocesslully comp‘eled an mmal competency evaluation and gloved lmgempllhumb samphng procedure (0 du) no less Ihan Ihree limes before innially 
being al‘owed to compound CSPS for human use [ENVIRONMENTAL QUAUTY AND CONTROL ' Gloved Fingertip Sampling] 

99V Re»eva\uation of glove lingemp lasting onto appropnale agar plates (Tryplicase soy agar (TSA) wuth lecilhin and polysorbate 80) (or an compoundmg 
personnel occurs al least annuaHy Vor (ow- and medium-risk Ievel CSPs and semiannually [or highvrisk level CSPs before Delng allowed Io conunue 
compounding CSPs, Gloves shaH not be disinfected with sterile 70% IPA prior to leslmg. The cfu achon level Is based on (he Iolal number 0! clu on {1001 

gloves and VIM per hand. [ENVIRONMENTAL QUALITY AND CONTROL. Gloved Fingertip Sampling] 

VERIFICATION 

100 Facility has written procedures to venfy correct identily‘ quamy, amounts. and punlles of ingredients used in CSPs [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS Idenhly and Slrenglh Verificauon uf Ingredlems] 

Yes 

101. Labe>s o! CSPs contain name and address a! pharmacy, correct names and amounls or concentrations of mgredienls. Imal volumes, beyond-use 
dates, séorage mndilions‘ and roule(s) ol admmistrallon [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Identity and Strength Verification 
o! lngre rents] 

102 Facilily has documentanon (hat procedures have been lollowed to ensure slen‘llty, punty, correct identiues and amounls ol Ingredvenls. and slabihlyv 
[FlN‘SHED PREPARAT‘ON RELEASE CHECKS AND TESTS ' Inspection 0' Solulion Dosage Forms and Review of Compounding Procedures] 

Yes 

103 CSP’S are visuaHy mspecled for abnormal paniculale matter and co‘or, and inlacl containers and sea‘s [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS . \nspeclwon of Solution Dosage Forms and Review of Compounding Procedures] 

Yes 

104. Beyond Use Dales are asswgned using direct slabumy-mdxcaling assays or authoritative hteralure thal supports the assigned BUD [STORAGE AND 
BEYOND-USE DATING Determlmng Beyond-Use Dales] 

Ves 

105 Slorage Mme o! assembled bag and wal systems are according to the manufaclurer recommendations. (eg Minlbag plus‘ Addvanlage, Addrease) 
[STORAGE AND BEYOND-USE DATING . Proprietary Bag and Vlal Syslems] 

Yes 

106. Facxmy has written procedures [or prope( packaging, storage, and lransporlation conditions to maintain stenmy, quaMy. purity, and strength 0! CSFs 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF D‘SPENSED AND DISTRIBUTED CSPS ‘] 

Yes 

107 Pohcies address packaging to maintain physwcal Integrlly, slerility‘ slabllil . and purily nfCSPs. [MAINTA‘NING STERILITY‘ FURITY, AND STAB‘LIT‘I 
OF DISPENSED AND DISTRIBUTED CSPS ' Packaging and Transporting C PS] 

Yes 

DISPENSING/DISTRIBUTION 

108, Modes oftranspon are used that maintain appropriale temperamres and prevent damage to CSPs. [MAINTAINING STERILJTY, PURITY, AND 
STABILWY OF DISPENSED AND D‘STRIBUTED CSPS ' Packaging and Transporting CSPS] 

109. Facility provides a mumple component lormal Irammg program In ensure pauems and caregivers undersland the proper skomge‘ handhng‘ use‘ and 
disposal of CSPS [PATIENT OR CAREGIVER TRAIMNG] 

Training is done my nursing staff 

110. Wrmen standard procedures describe means {or pauents to ask questions and repon concerns and adverse evenls with CSPs, and for compounding 
pharmacists I0 correct and prevem (ulure problems [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

USP <71> STERILITV TESTING 

111 Oulsourced sterihty testing resulls mdxca‘e that it is compliant with USP<71> A method not described in the USP may be used ilvalidalion 
demonslrakes that the akemative is al leasl as effective and re‘iable [STERILITY TEST USP<71>] 

112 Oulsourced: The number of anicles Iesled are appropriale accurdmg Io USP<71> [STERIUTY TEST USP<71> Number 0! Amdes Io Ee Tested] 

113, Outsourced The vmume/quanlily Iesled is according to USP<71>. [STERILITY TEST USP<71> Number 0' Articles (0 Be Tested] 

114, On site: Membrane filtration is used whenever the nature orthe producl permits Fillers are rinsed according Io USP<71>. Slerihly (estmg results 
indicate lhal n is compliant with USP<71> A melhcd no| descnbed in the USP may be used I! validalion demonstrates that the allemallve IS al leask as 
eflechve and reliab‘e, [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Slerilily Testing] 

115 On sile: Direct inoculahon Is done only when membrane mtration cannol be carried out. Volume [0 be inoculated does nol exceed 10% o! the culiure 
media volume. [F‘NISHED PREPARA‘HON RELEASE CHECKS AND TESTS ‘ Slerility Tesking] 

116. On site The number 01 arlicles lasted are appropriate according to USP<71>. [STERILITV TEST USP<71> Number 0! Articles to Be Tesled] 

117. On sue The volume/quanlifiy msmd is according I0 USP<71>. [STER>LITY TEST USP<71> ' Number 0! Anicles to Be Tested] 

118. On swtev A growlh promolion test has been done on Ihe media wuh me 5 specified orgamsms (not more Ihan 100 CFU) according to USP<71>. 
[STERKLITY TEST USP<71> Growth Promotion Tesl o! Aerobes. Anaerobes, and Fungi] 

119 On site. A usp<71> method sunammy test has been done With appropriate Inoculum, addilwes and rinses. [STERILITY TEST usp<71> : Method 
Sultabillly Test] 

Page 6 8/7/2131 5 
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lNV797-Sterile Compounding 
Insp#132001 AMBIENT HEALTHCARE OF S. FLORIDA, INC 

File # 21072 

120. On Site TSB or SOD i5 Incubaled at 20-25 C for 14 days (2 incubators present). [STERILITY TEST USP<71> . Culture Medwa and lncubauon 

Temperatures] 

121 On sue: FTM is Incubaled 21130-35 C for 14 days (2 Incubalors presenl) [STERIL‘TY TEST USP<71> I Cu‘ture Media and \ncubahon Temperatures] 

122 On site: Slerilily lasting is documenled including Vot numbers and expirahon dates 01 medxa [FINISHED PREPARATION RELEASE CHECKS AND 

TESTS] 

123. Sterility testing reports are reviewed and appropriale actsons Iaken and documented. [FlN‘SHED PREPARAT‘ON RELEASE CHECKS AND TESTS] 

MISCELLANEOUS 

124 FacMy engaged In office use sleri‘e compoundmg {or human use is registered with FDA as an oulsourcing Vacmty [FAC 64516427100 (3)(g] N/A 

125' Compounding records are properly maintained. [FAC 64B16-26.140(4)] Yes 

Remarks: 

I have read and have had Ihis inspeclion report and the laws and regulauons concemed herein explamed, and do affirm Ihal the inlormallon given herein ‘5 true and correcl 

(o Ihe best of my know‘edge, D have received a copy a! me Lxcensee Bill 0! Righls. 

Inveshgalor/Sr Pharmams: Signature: Representahve' 

CRANE, MARY Shlr‘ey Elisbrun 

Date,3/7/2015 Dale.8/7/2015 

Page 7 8/7/2015 
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STATE OF FLORIDA . 
DEPARTMENT OF HEALTH FIOYIda 
INVESTIGATIVE SERVICES T 

Standards of Practice for Compounding Sterile Preparations (CSPs) WVWVDOH.STATE.FL.US 

F'I # 21072 I 

RDUTWE CHANGE LOC D NEW C] CURRENTLY NOT OPERATING fl CHANGE OWNER D ‘ 
I e * 

Insp # 128947 
INSPECTION AUTHORITY — CHAPTER 465017, CHAPTER 893.09 AND CHAPTER 455, FLORIDA STATUTES 

NAME OF ESTABLISHMENT PERMIT NUMBER DATE OF INSPECTION 
AMBIENT HEALTHCARE OF S FLOR‘DA‘ INC 27913 8/5/2014 

DOING BUSINESS AS DEA NUMBER PRESCRIPTION DEPARTMENT MANAGER 
AMBIENT HEALTHCARE OF S FLORIDA‘ INC BA7935490 

STREET ADDRESS TELEPHONE # EXT 
15951 SW41ST ST SUITE 500 954-389-1125 

CITY COUNTY STATE/Zip PRESCRIPTION DEPARTMENT MANAGER LICENSE # 
DAVIE 15 33331 18740 

COMPOUNDING PERSONNEL MEDIA FILLED TEST DATE COMPOUNDlNG PERSONNEL MED‘A F‘LLED TEST DATE 

Catherine Khavandegard 12-5-13 Manuega- Vega- Rivera 6-27-14 Vincent E 7-11-14 

W Guiflaume 5-30-14 A MomaWo 7-11-14 Katrina P 7/11/14 

SATISFACTORY NIA YES NO 

High-Risk Level CSPs 

1 Slerilized high-risk preparations pass slemity eesl OR preparations are properly slored, prior Io admimstralion, nol exceeding ume periods specified in rule 
[64B16-27.797(1)(I)4.] 

2 Personnel authorized to compound highrriskrlevel CSPs compleled a media-hlled lest wuh high-risk test km wilhin the pasl 6 months (semiannually). [64B16727.797(1)(\).F AC] 
xx

R D E 
a nh nsk slerile compounded preparations grealer Ihan 25 uni\s have anllmlcrobla! tesllng pnor Io dlspenslng [64516-27,797(7)(a)3.‘ F.A.C

1 

Medium and Low-Risk Level CSFs 

4 Medium-risk and lowrnsk preparauons musl pass slerilmy testing OR preparations are pmpefly stored and do not exceed time penods specxfied in rule. E [64B16727.797(1)(n)4 ‘ (0)4] 

5 Personnel authorized to compound medium or low-risk level CSPs comp‘eled a media»filled lest with mediumArisk my kit within the pasl 12 months. [64816-27.797(1)(n), F A 0.] 
\ [x‘ \

I 

Barrier Isolator or Compounding Environment 

6 AH s‘erile compounds prepared in barrier isolator which has been certified as ISO 5 by \ndependent contractor. [64516-27.797(5)(e)‘ F A C] X 
7 Compounding environment appropriate (or Risk Level (cemficalion by independent qua‘ified organizafion). Semxrannually for mgh risk‘ annual Var medmm and low-nsk x 

a) Anleruom/Ame area mainlained Wllhln ISO Class 8 [64B16-27,797(1)(a), F.A C] x 
b) Bufler area (clean room) mainlained within ISO class 7 (separate room required Vor highvnsk) [64E16-27.797(1)(l); (5)(a)‘ F Am x 
c) Laminar Air Flow Hood(s) or class100 ‘50 room maintained withm ISO class 5 [64B16-Z7.797(1)(k)‘ F.A.C] x 

8 Buffer area does nol conlain sinks and drains. [64B1627.797(1)(f). F,A.C.] ‘ X 
Amineoplastic Drugs (Cylotoxins) 

9 5l kilsVoranIineoplastic agent spills [64316-27.797(5),F.A (3.] x
1 

10 AH cytotoxic preparations are compounded in a venicar now, Class IL biological safely cabmet m a negalwe pressure room [64B16727.797(6). FAQ] x 1 

11 Dwsposal o! anuneoplastic wasle meas all applicable requirements. [64816-27 797(6), FA 0] x | 

General Requirements 

12 P & P rncludes use of smgle/mumaose Conlainers not w exceed 797 guidelines. [64316 27-797(4), FA (2.] x 
13 P 8. P mcludes venficaxion of compounding accuracy and sterility. [64816-27,797(4)‘ F,A.C,] 

‘ X 
14 P & P Includes personnel lraimng and evaluation in aseplic manipulahon skills. [64B1627.797(4)‘ F.A.C.] x 
15 P & P \ncludes environmenlal quality and Control [64316-27 797(4), F A,C] X 
16 Current reverence malerial, hard copy or readxly available unline‘ are maintained, [64B16-27,797(5)(d), F,A C] X 
17 Appropriale disposal containers [64816-27 797(5), F.A (2.] x 
15 Appropriate temperature and transport devices [64315—27 797(5), F AC.) x 
19 Adequate supplles (gloves mask, elc) m preserve a sunabre environment for aseptic preparation and protecuve apparel (or cylotoxins [64816-27 797(5)(6), F A (2.] x 
20 Documented on-going quamy assurance program With audils al regular planned inlerva‘s. [6451617 797(7), FAC] x 
21 Compounding personner skilled and trained based on observabon [54516-27 797(7), F.A,C] x 
22 Compounding records properry mamtamed [SAWS-28,140“), F A C] x 
23 Quanlily ol compounded drug is reasonable cons4denng the Inlended use and nature 0! me practitioner's practice [64516-27.700(3)(b), F A C] X 
Remarks: ENV certified 2 LAFW and 1 BSC [0 ISO 5 8-5-14 

MTA cenified rooms 6-27-14 ISO 8 Ame room ISO 7 bufier The buffer room did nol have adequate pressure differential to Ante room Mans for clean room upgrade mclude 
replacmg plastic slrips wnh a solid doorv Manomelers must be installed to monitor pressures daily 
The pharmacy has 3 B50 m the buffer room‘ a CSTD IS used and less than 5 HD's are compounded per week A negafive pressure room is in the plan ofthe upgrade 
Monthly surface samplmg1s conducted using TSA w/ P80 and lecrthm. 

Annual observational assessmems are done fm cleaning and disinfectmg: gowning and gaming and aseptic technique 

l have read and have had this mspeclion repon and ‘he raws and regulations concerned herem explamed‘ and do affirm that the Information gwen herein is true and conecl to the bes‘ of my 
knowledge I have received a copy of the Licensee Bwll of nhls 

PRINT NAME OF RECIPIENT Shirley Elisbrun RPh Pharm D 

Q}f_A,fi.; mlnm 
08-052014

* 
Inshtuu‘ona} Represenlauve Date Investigator/Sr. Pharmacist Sanamre 
INV 797 Revused 12/12 12/11 Created 8/11 
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EXHIBIT #4 000047

usp 797 CERTIFICATION EXECUTIVE 

SUMMARY 
My 14, 1017 

, Michael klann 

3623
" 

Axelau're Davie 

15951 SW 415! Street Sutte 500 

Davie. FL 3333: 

he Ante Room does not meet the minimum requirement of 20 alr changes The current volume of supply alr is 243 CFM, which provides only 15 
a: changes. The Air Science Laminar Flew Hood S/N HLF72298 fails the HEPA Leak Test. There are multiple leaks and the filter will need to be replaced. 

MTA will provide a quote. Both of the Air Science Laminar Flow Hoods need the pre-filters, which are located on top of the hood, cleaned or replaced. 

Faculty certified 10 criteria 
Ante Room wlthout Hazardous Room can be ISO 7 or 8 8 Pass 

Ante Room joined to Hazardous Buffer Room must be I50 7 N/A N/A 
Non Hazardous Buffer Roam must be ISO 7 7 PASS 

Hazavdaus Buf'er Room must be ISO 7 N/A N/A 
Ante Room without Hazardous Room recommended 20 ACPH 15 FAIL 

Ante Room joined to Hazardous Buffer Room must have 30 ACPH N/A N/A 
Non Hazardous Buffer Room must have 30 ACPH 33 PASS 

Hazardous Bufler Rnom must be ISO 7 must have 30 ACPH N/A N/A 
Ante Room must be at least 0402‘W.G positive m oulslde 0.0559 PASS 

Nan Hazardous Buffer Rm must be a! least 0‘02" W.G to Ante Rm 0.0268 PASS 

Hazardous Buffer Room must be between 001 and -0.03"W.G N/A N/A 

All Rooms had airflow confirmed with visual smoke lest Smoke passed in correct directions PASS 

Yested la CETA CAG 002/ NSF 49 or MFG specification 3623-72293 HLF72293 FAIL 

Tested lo CETA CAG 002/ NSF 49 or MFG specification 361342299 HLF72199 PASS 

Tested to CETA CA5 002/ NSF 49 or MFG specification 3623472875 172375022216 PASS 

Tested to CETA CAG 002/ NSF 49 or MFG specification 3623-1761415 176145092216 PASS 

'Executive summary does no! Include results a! viable air samples. 

EXHIBIT #4 000047
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ANTE- ROOM SUMMARY 
Date I 

-: _ July 14 2017 
Report it 3699-1 

Device ID # 3623 
Technician . 

, 
Michael Klann 

, ,_ 

Customer Axelacare Davie 8 atu5 micrdfi' : Status ”0 . 

Address 15951 SW 4151 Street Suite 500 
, _ _ 

' 
‘ ‘ perauonal 

City State Davie. FL 33331 Meeis CETA manna-2005 rev 2010 ' 
Pass F ‘1 

Contaci Henry Hernandez Karen Hitchen : 
_ y 

‘ 

: _ 

L ' an El WA 

Phone Number (954) 389—1126 ext 105 MeetsIUSP 797 to Criteria Tested -' 
_, fpass Fa] ,

‘ 

PO Number 
‘L ' ‘ I I E} N/A 

Noles‘ The Ante Room does nm meal the mmrmum requwremem of 20 air changes. The current volume of supply axr \s 243 CFM which provxdes omy 15 air changes 

Air Changé Requirements: 
Minimum 30 air changes requlled Var ISO 7 and 20 alr changes (or ISO 8 

Tolal Air Volume Supplied 243 CFM Total Number q'wr Changes 15 per hour [:| Pass Fail E] N/A 

Tote! AirVolume From PEC CFM Arr Changes From PEC 
‘ 

per hour N/A 

Differential Pressure and/or Displacement VeIocity: 
Minimum 0‘02 Inches posmve to (he outfilde area. Mmimum 401nm is required «uulm’ug displacement mefhod. 

Pressure monnor Presem’! VES 1:] No C} NIA 

Static Pressure or Velocity of Anna Room to Outside fl "we, or _N/_A___ {pm Pass Fail - N/A 
Static Pressure or Veloci‘y of IV to Ante Roo , 0.0265 "W.G. or N/A [pm Pass Fall - N/A 

_ _ - 
_ _ , "we. or NIA 1pm Pass Fail NIA "we. or NIA {pm Pass Fai! 

Ante Room S(atistical Data 0.5 micron Particles: 
95% UCL Is Sea «a delegmipe ISO claséificatian wh 

Maximum numb’ar ul 5 micron size pamclés allowed (or ISO Class 7 

Maximum number 01.5 micron size Daniele; allnwed for ISO Class 8 particles per cubic meter 

-|so-classAnhseved , 45%,. gan 91A Lerages 

HEPA Filter Leak Intéérity ‘Testi 
, , 

Upstream concenllalion shnuld be greater man mug/I and no leak grealer lhan 0.01% when scanned‘ (See Daga Pagejnr more inforfiiélion.)_ 

Number of filters scanned 
Number of leaks detected ,, 

Number of leaks sealed N/A Féss |:] Fail [3 NIA 

Recommended Temperature < 68' F Measured 59.3 'F 

Recommended Reiafwe Humidity 30 to 65% Measured 61.7 %Rh 

Smoke Study Performed: 
Visual confirmation that av Hows \n the direction deswgned for he type oi roam. 
‘Tms lesl only performed on unmuecnonax / un-(orm roams. 

Cl Fail [3 NIA 

Medica‘ Technology Associates, Inc. 6840 Cross Bayou Drive Largo, FL 33777 Toll Free 877-569-8886 Fax 727648-8622 www.MTAusa.Com 000048
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IV / BUFFER ROOM SUMMARY 

2::c JUIységé-Zffi MEDICAL TECHNOLOGY ASSDClATES 

$31333” 
’* 

Mmhiifim Overall Sta'tiis bf Roam 

giggly 15951 sxefijrsetrgzrlguite 500 
IS¢VDL1464‘4-1 1% Class ——7-— 5‘ '5 "mm" 5‘3““ Operational 

231:3“: Henry Hernandez 
DEVIEV FL 33331 Meets QETA CAG'ODSIZQW rev 2010 LParssk I D Féfl D N/A 

220213.21:n 
(954) 389-1126 ext 105 Meets USP 7%)? to Criteria Tested pass El Fall I: N/A 

Noles' 

Air Change Requirements: 
Minimum 30 air changes reqmred tor ISO 7 

ToIaIA‘eolumeSUppHed _ 1142 CFM TotalNumberofAirChanges as perhuur P555 [3 Fail l:|, N/A 

perhour E, N/A Total Air Volume From PEG 1561 CFM 
' 

Total Air Changes WiIh PEC 
" 

7a 

Differential Pressure and/or Displacement Velocity: 
Minimum 0.02 inchgs pusinve \o the ante area or any olher azea, Mxnimumym (pm :5 required if uxmzing diéplacelnent melhgd. 

Pressure monitor Present? ‘3 ,.
_ 

N0 D N/A 

Static Pressure or Velocity of IV to Ame Rncm 0.0268 "W.G. or NIA 7pm 

S\a ‘c Pressure (Velocity of IV Room (opmside , 
, 

., NIA "we or N/A ipm 

|V Room Statistical Data ,0 .5 micron Particles: 
95% UCL is used to delevmine ISO classification when nine (9) or less parlicl, 

Maximum numbemi .5_m_i9ron size particles al‘gwed lor!SO_Qla;$_7 _

~ 

, 

[Pamcla coums xakm a: 1 mmure sample xima at 1 CFM and Include 0 s mwcron vamcles and larger) 

ISO Class Achieved 
‘ 

7 i Mean-oi Aver’age's j 1174 ‘Pass '; [:I ‘Fail 1:] WA 

HEEAEilteLLQak |ntegritv Test: 
Upsxrezm concenu, on should heflggealer than, mug/1 and nu leak glealeirman 0.01% wh {i‘scan ‘ Data Pa’ggfq; more infqnfimaflgn.)' 

Number of filteré scanned 
H 

, 

‘L

3 

Number of leaks detected 0 

Number of leaks sealed N/A Pass! |:J Han NIA 

AVé'rage Temperature and Relativefiumidity. 

Recommended Temperakure < 63' F Measured 61,9 ”F 

Recommended‘Relahve Humidity 30 to 65%, :Mgasured , 58.2 %Rh 

Smoke Study Performed: 
Visual conhrmahon (hat air flows m the directxon desvgned [or the type of room. Pass '3 Fail I: N/A 

Medical Technulogy Associates, \nc. 6840 Cross Bayou Drive Largo, FL 33777 Toll Free 877-569»8886 Fax 727-548-8622 www MTAusa com 

Fail - N’A 
_ .F . __,N/A 

- . n NA ,- 
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CLEANROOM INSPECTION DATA 

July 14, 2017 ' 
8220 AM MEDICAL TECHNOLOGY ASSOCIATES 

)Teci‘nld’an Michael Klann; k“ ,,, ' 36954. 
'Cgistu 3523 Héhrv Hem'aly'ldél‘" I / ‘ V ‘ Karen Hit: en 
Eigstomer' Axelacare Da‘vie 

‘ 
(954) 339-1126 ext 105 , /' ‘ ’ 

Afldreés 
7 

V 

15951 SW 415! Street Suite 500
’ 

cnwstazq -> _‘ Davie.FL33331 

eherngnflgzflbrigvgrxlhfugion‘com / KHi(ghenQbriovgginfuslonxomm 
- VANTEROOM DIMENSION 

_ , STATISIICALDA 
Non-applicable Room DImensuons recorded in inches 

L w H Calculations 
168 90 108 Room Area in square (eat R’ 105.00' » 19 (Length (in) X width (in!) x 1 It'll“ in’ — 

v Room Area in square meters 1m’) , 
' 3.75 , m‘ area (R') x 1 I'M/10164 h' 

Room Volume in cubic feet ('1') (Length (in) x width (in) x Height (in) x 1 «1/1713 ln’ 
Number of Sampling Locations 

"fiifiyfiw 
Room Dlmenslons recorded in Inches 

L w H Calculations 
153 k 

:i 193 
‘ 

Roam Area in square feet fl‘ [Length (In) X wldxh (In)) x 1 h'llad ln' —_ 
,. . - Room Area In square meters (m’) area (ft') x 1 m‘l10.764 n' 

Room Volumz in cubic feet (M) 
Number of Sampling Locallons 

[Length (in) x width (in) x Helylt (In) x 1 Wins In' 
\lm’ rounded up 

‘ WmmfllfififlfififiWMEMExflfiM 
l—I l—I 
[ 

X‘ 
| 

Direct Measuremen. Method I?" | VEIEM measuremem MWI pom! arrav Single palm Ivelumeter method 

Calculate K factor (or a filler when DIM cannot be measured: HEPA filter 40 HEPA Filter Vac: Avea Measured CFM Measured FPM 

(K-Factor 2 measured dun/calculated clm] Calculated CFM K-faclor
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3599-1 

Room Volume 945 Supply Air Total 143 An' changes Per mmute 
> 

M changes Per Hour 15 

El Nan-appllcable Total Air Volume from PEC Total All changes Per hour with PEC 

wares: Does not meet requirements 

Room Volume 2079 Supply Air Taxal All Changes Per minute Air Changes Per flour 

Total AirValum: from PEC Total Air changes Per hour wim PEC WW |:| non—applicable 
Notes: 

Pressure/Velocity Monitors Installed? EVES N/A 

Pressure monilor Installed and Functioning? .VES N/A 

Static Pressure Ante m Dulslde 
‘ ” 

olos'ss 1'. “w.5. scan: Pressure to Chemo 
' 

"W‘G. 

Static Pressure m 
,- 

. f . 
' 

' 
’ 

" 
V 

maasured Stall: Pressure to measured 

Static Pressure to 
l I 

, 
i” ‘ 

. measured Stan: Pressure to measured 

Displacement Average Ante Room to Outside 

> , MTA strongly discourages Ihe use a! displaoemenl and curtains. If curtains are utilized spread the curtains at least 24" and 
Displacement Average IV room k: Ante Room NIA , measure 43" above the floor complete a drawing and record the readings. Any customers using curtains shall be advised 

to install a door and i! needed law wall registers to allow for pressure adjustments. 
Displacement Average Ante Room to Chemo Room N/A

’ 

, Relum in IV Roam :IFaiI 
|:|Fau 

|:|No DFail 
I:|No DFail 

Return in IV Roam 

Return In N Room 
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3699-1 

I 
‘ ADDITIONAliiDATA ' 

Average Noise Level N/A can Averag: Iempemure N/A 'F Average Relative Humidlty Level “ N/A , 5t 
Ceiling mes sealed down/gaskeled‘? [EYES [:| NO I: N/A 

Floors have caved edges and corners? EYES I: No D NIA 

Drawing 0' room complete? 

Profile of Viable Sample Locations Complete? 

Profile at Particle Count Lotafions Complete? 

Profile of Room HEPA Filters, Leak/Patches and challenge induction points complete? 

Profile oi Room Pressures Complete? 

Profile of Room Air Supply I Return Complete? 

Profile of Temperature and Humidity Readings Complete? 

000052



000053

Laminar Flow Hood Certification 
Report , 

NC! IATES Dale Ju'y14'2017 TECH LDGY ASSOC 
Reporlfl’ 

, , 
3699-2 D Pas 

Technxci Michael Kiann 

Customer Axelacare Davie Requires AttentionV 
Address 15951 SW 413! Street smxe son 

City Stale Davie, FL 33331 
_ 

352342293 
Contacg ‘ 

:' Henry Hernandez / : Karen Hitchen Man ytacl‘ur’er,’ Air Science 
Telephone (954. 389-1126 ext ms / Madei , - HLF-7Z 

PO Number Serial Number HLF72298 

Devlin-2’ Lfigangn , 
sv Roam 

Naleszy The HEPA filler has nmlhple \eaks. The Fmer needs «0 be remaced. MTA will pmmde a quote m remove and replace [he HEPA Filler. 

The pre=MlerS lacaled an lop Ihe hood need m be cleaned or repraceu. 

Supply HEPA Fluer Magnehehc Gauge Readmg 0,70" w.c. 

ACCEPTANCE CRITERIA F"— '7—7FTN'KE'QE'S'Jfis—fmu— 

Supply Air Velocity Profile 

Min Max Readmgs (aken at E] 6‘ t2" «mm mfluser 

Supply Velocity 80 fpm. 100 fpm, Supply Ve§ocity 92 fpm. 

Supply Air Velocity 
Pass Fax‘ N/A 

lndivldua‘ pom! readings shuuld be wnnin M 20% 
Recorded Low and High Values Uniformity 

Individual Readings 73 Low 110 High 73 Low 105 High Pass |:| Fawl |:| N/A 

Particulate Matter Profile Hump rmmls {ARM .7! 1 mmule mmph- m.- .u mm and .mm A) 5 mm. mum-s mm mm 

Manmum number of .5 m|cron 5‘22 parlides and above afluwed for ‘50 Class 5 :3 Particle Counts 
3520 parlioles percubxc meler - Pass El Faxl [:1 N/A 

Average 0 95% UCL 0 

VISGvClassfichlewd 

HEPA Filter Leak Test 
.__._._._____________________________.l 

L_______________________________.__.l 

Adequale challenge concemr‘almn between I0 and ac micrograms permer, Ne leak Upstream Concemration N/A 
“Wm “we" 0‘0"" “'5” scam,“ Calculated Upstream Concentration 21 

N, mber of leaks Detected I mltpl HEPA Filter Integrity Test 
Number of leaks Sealed N/A Pass Fawl |:| N/A 

Smuke Test Smoke Test 

Wsual Venncangn mm me lammafity oime air m undisxqrbed by 
' 

ems m the hoqd Pass El Fau El NM 
and a’cuvmes m the mom (cross mans) Urjdei Dynamic Cb’ndlfloni 

Induction Leak and Backstreaming Test Induction Leak I Backstreaming Test 

Magma: max lhje dyeyvice prevenls panicle inlmgm imfijhe ’clean spacs‘byyinducfion E] Pass D Fall NIA 
Waugh Jmms or Eackmmammg lrom wcmspace npemngs,

L 

6840 Cross Bayou Drive Phone: [877) 56943886 
Medical Technology Asscoiates Largo, FL 33777 Fax: 727548-8622 
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Report Number 36992 
Page 2 of 2 

INSPECTION DATA 

Equipment Data 
_ _ 

Supply HEPA Filter Pre-Fiiterg
_ 

1‘ Filter Size I 1 ) 24 X 72 X 6 ( 3 ) 16 X 20 X 1 

2, Supply Area 11169 sqfl. ( ) X X 

3. Supply Velocity 92 ipm. 
4. Volume 981 cfm. 

Supply Velocity Profile : 

BB 87 86 7B 94 92 

SE 89 102 101 90 101 

94 82 BO 85 BB 106 

Supply Velocny Average 92 

HEPA Filter Integrlty Test Parilculate Matter Profile 

#1 #2 #3 

Mulllple Leaks 0 o a 

x x XX 

X X 

SUMMARY
_ 

MTA warrants mat lhws air system was tested under the requirements as set forth in the fDHawmg applicable standard(s): 

D CAG--003-2006 v11 DIESRRCGOOZj umdlrecuonamow, C(ean-Atr Devices |:|0wners Specifications 

El Manufacturer's Speclhcahons ISO 14544‘ L 1999 (E): Class i at 0.5 um size pamcre, Status Operational 1 Dynamic 

Status of System after Inspection: 

Certified to the Above Applicable Standardts)‘ El Undergo'mg Corrective Actxon by MTA. 

Does not meet xhe Above Applicable Standardlsl, CIR 15 Recommended (hax this System be Corrected by the Owner Pnur to any Additional 
Testing. 

CERT‘FICATE OF INSPECTWON' expires i months from date 0f Issue. 

6840 Cross Bayou Drive Phone: (877) 569-8886 
Medmal Technology Asscoiates Largo, FL 33777 FaX' 727-548-8622 

000054



000055

Laminar Flow Hood Certification 
Report 

Dale Jury14,2017 

Repcn it 359945 

Technician MichaeliKlann 

Cuéidn1er Axelacare Davie 

Address 15951 SW 41st Street SUIIE 500 

Clly S‘ale Davle, FL 33331 Dévice ID?! 3623-72299 
Coluacl Henry Hernandez / Karen ahen Maaaclurer Air Science 
Telephone (954) 389-1125 ext 105 / Model HLF~7Z 

PO Number :Seria} N HLF72299 
LDevl‘ce Locaho IV Roam 

Nmes: 

The me-nllers localed an top the hood need la be deemed or replaced. 

Supply HEPA Filter Magnehellc Gauge Readmg 0.70” w.c, 

ACCEPTANCE CRITERIA " _ _ _ _ 
ffiNTXL—EEELEEI— 

_ _ _ _ " 
Supply Air Velocity Profile 

Min Max Reamngs laken at El 5' ‘2" (mm amuse: Supply Air Velocity 
Supply Velocuy 80 (pm. 100 fpm. Supply Velocity 93 fpm. Pass Fad 

lndxvndua} pom! readings shnuld be within +/. 20%,
‘ ' 

, Recorded Low and nh Value; Uniformity 
Individual Readings 74 Low 111 High 77 - 

' 

109 High Pass Fem D 
Particulate Matter Profile unnum- mum, mkzn nl 1 mmuln ump‘e Mus a: mm m mum o 5 mm mmzm my Lune!) 

Maxvmum number 0! .5 micron sue psmcles and shove allowed (or ISO Class 5 s Average 0 95% UCL - 

0 Fanicle Counts 3520 pamues percubu: mexer 

HEPA Filter Leak T551 1 

Adequate chaflenge concemmmn between to and 2b mkrograms per men, N_ 
‘lea‘k 

Should exceed 0.01% when'scanned. 

Smoke Test 

Visual varimuonmét me laminarlly 01 meg
‘ 

and acuvihes in me mom (crass drafls 

£nduction Leak and Backstreaming Test 

Venues mac me deviae plevenls panide Inlrusinn into me clean space by Inducuon 
Waugh jams or Backstmaming 1mm workspace openmgs. 

,

' 

Medical Technology Asscolates 

undisturbed by Rem: In
' 

mger uyn‘aimlc Conflltlén 

ISO Class Achieved Pass ‘1 Fall I: 
Upstrearfi C ncfintréiiéh 

, 
N/A

” 
Calculaled Upstréém Ccnééntrakion 

Number of leaks Detached 0 

Number of leaks Sealed N/A 

20 

HEPA Filter Integrity Test 

Pass Faxl 

Smoke Test 

El Fa!) Pass [j 

6840 Cross Bayou Drive 

Largo, FL 33777 

N/A 

NIA 

Phone: 1877) 569-8886 
Fax: 

726840808§g2
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Report Number 3699-3 

Page 2 cl 2 

INSPECTION DATA 

Equipment Data 
__ _ 

_ 
_ , ,. 

_ _ 

Esu'plmy HEPA Fllteff' Pie-Filter” j" 
1. Fiiter Siz‘e 

K 1 ) 24 X 72 X 6 ( 3 j 14 X 21.5 X 1 

2‘ Supply Area 10.69 sqft. ( ) X X 

3, Supply Vetocity 93 fpm. 
4. Volume , 989 cfm. 

Supply wacky Profile 

109 93 107 105 97 95 

105 79 77 104 80 89 

97 95 79 85 7E! 91 

Supply Velocity Average 93 

HEPA Filter Integrity Test' , ParilculatetMa'tter Proméx' 

#1 #2 #3 

Zero Leaks U 0 0 

SUMMARV 

MTA warrams that this air system was tested under the requqrements as set forth m the following applicab‘e standard“): 

|:| CAG--003»2006 v 11 DwEs—Rp-cc-oozs Unidirecnonalflow, Clean-Air Devices DOwners Specifications 

El Manulacturer's Specziications 150 14544; L1999 (E); Class i at 0.5 um size particle, Status Operational I Dynamic 

Status of System after Inspection:
, 

Certmed to (he Above Applicable Standard“). El Undergoing Corrective Amen by MTA. 

El Not Certified m mg Above Applicable Standardlsb, |:|It IS Recommended that mis System be Correc‘ed by the Owner Prior to any Additional 
Testing. 

CERTIF‘CATE OF INSPEC‘HON' Expll'es 1 months from date of issue. 

6840 Cross Bayou Drive Phone: (877) 56978885 
MedlcalTechnologv Asscoiates Largo, FL 33777 Fax: 72764878522 
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Laminar Flow Hood Certification 
Report 

Dale _ duty 14, 2017 

Report 3: -, 3699-4 

Technician Michael Kiann 
,

a 
Customer Axelacara Davie Requires Attention 
Address 15951 SW 41:! Sum Suite 500 

€i Stale Dame, FL 33331 Device Im 3523472875 
Comau Henry Hernandez / Karen ahen Manufaciurer NuAire 
Telephone 

‘ 

(954) 389-1126 exl 105 / Model " 

Nu-aoteas 
p0 Number Serial Number 172875022216 

Device Locafion IV Room 

aes: 

Supply HEPA Fmer Magnehehc Gauge Reading 0.60" W.C. 

ACCEPTANCE CRITERIA :- -———';|-N—A-l-_—R—E§LE?S______: 

Supply Air Velqcity Profile 
: i ‘ Min 

_, 
Max‘ Readings taken at 

_ I: e‘: 12” [Tom wager | Supply Air Velocity l 
Supply Velocity EU fpm. 100 fpm, Supply Velocity 94 mm 1 Pass Fad N/A | 

I | 

man/mum pmm readings should be mm. W 20% _ , _ , I | 

Recorded LowandHigl-J Values , I Uniformity I 

Individual Readings 
_ 

76 Low‘ 113 High 87 _ Low 103 
: 

Pass El Fall |:| NIA
: 

Particulate Matter Profile 
‘ ‘ 

(mum:- cmmls man :u 1 rmmne mmple um ax 1 cm: and mdude n 5 mm pavhdesand Van-l) 
: : 

Maxvmum number of .5 micron size pamcwes and above allowed for ISO Cléss 5 .s A o a | ‘ I 
3520 paniues Per cubu: meter 

“”95 —___ :95“ ”CL 0 
I 

Particle Counts
l 

59.95am 5 
: 

Pass E] Fail D N/A
: 

HEPA Filter Leak Test ‘ 
: : 

Adequale chaalehge cancenlrafiun between 10 and 20 micrograms per liter. No seek Upsti‘eam Concentration, 
, 

” 
N/A | I 

““3““ ”as“ MW“ ”'6" scam“ 
Calculated; Upstream Concentratiori ’ 

13 
: : Numberbf leaks Detected 0 
I HEPA Filter Integrity Test

I 
MA I Pass Fall C] NIA I 

I I Smoke Test‘ 
| Smoke Test | 
I l Visua| Verification \hal (he lammamy of [he 2v IS undssturbed by uems in the hand 
1 

Pass ‘3 Faxl D N/A l and flames In the mom (moss drafls). Under Dynamxc Condiflons 
I | 

l
1 

Induction Leak and Backstreamlng Test 
I 

Induction Leak! Backstreaming Test
: 

Veniles mm the device prevenls pamcle mlrusnon mm the clean space by mducuon 
: El Pass D Faxl

: lhmugh mm: or Backstreammg 1mm workspace opemngs 

6840 Cross Bayou Drwe Phone’ (877) 569—8886 
Medwca‘ Technology Asscmates Largo, FL 33777 Fax: 72663.8 0%z
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Report Number 3699-4 
00 

, Pagezafz LO 
INSPECHON 8 

OO 
x ,5 ( 

'1 

(
. 

90 93 90 96 92 89 

95 89 B7 101 92 89 

100 103 96 98 99 101 

Supply Velocity Average 94
' 

#1 #2 #3 
Zero Leaks 0 0 D 

MTA warranxs that this a sse was tested under the requirements as set forth in the following annlicable standardls): 

l:| CAGv—OOQ-ZUOG v 11 DIES-nP-cc-oozs Unidirectional-Flow. Clean-Air Devices DOWners Speclflcations 

El Manufacturer's Specifications ‘2' ISO 14644- L19” (E); Class _5_ at 0.5 um slze particle. Status Operallonal I Dynamic 
. ‘ m ‘ 

Io . W 
Cemfiad to the Above Appllcable Standardls). [j Undergoing Corrective Action by MTA. 

D Not Certified to the Above Applicable Standard“). BI! is Recommended that this System be Corrected by the owner Prior to any Additional 
Testing. 

CERTIFICATE OF lNSPECrION' expires i months from date of issue. 

6840 Cross Bayou Drive Phone: [877) 569-8886 
Largo. FL 33777 Fax: 727-548-8622 Medical Technology Asscolates
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Laminar Flow Hood Certification
L \g Report = 

M W 
Dale Juty14.2m7 MEDEFAL TECHNOLOGY Assocun—ES 
Repon 3 3599.5 Overall Status Pass D Fa“ 
Technician Michaa! Klann 

Customer Axelacare Davie Requires Attention 
Address 15951 SW 415! Slree| Suite 500 

Cily slam Davie. FL 33331 Device‘lb L': 

3523476245 
Camact Henry Hernandez I Karen ahen Manufac‘uyer NuAire 

Telephone (954) 3594 ‘ 26 ext 105 / Model NU ssonsas 
P0 Number Serial Number 176245092216 

Device Location IV Room 

aes: 

Supply HEPA Fllle' Magneheuc Gauge Readings 0.60" we and 050" W.C. 

ACCEPTANCE CRITERIA r—__—_F_IN7‘L_§_EELE'FS_——__ 

Supply Air VeIoclty Profile 
Min .Max - ’Readingstaken al D g” - 12"!mm dlfluser Supply Air Velocity 

Supply Velocity BU fpm, 100 fpm. ‘Supply Velocity j 95 yvpm, . Pass Fawl N/A 

lndwmual pom (sadings should be wnhin H- 2%. 
Recorded Low afid High Values", 

L 

-' 

Uniformity 
Individual Readings 

_ 

78 Law 114 High 87 Law: 104 High. Pass D Fall [:1 N/A 

Particulate Matte} Piofi|e wamuc mum; mm m x mmuu‘ :amyflu [mm m 1 cm and Indude o s vmtmu mingle; and mm} 

Maxunum number5i.5 micron size panicles and awe auoweumnso Ciass 5 l5 - 
' 

AVéfégé 0 395.? UCL 0 Part" I c t . V —_ a __ IC 9 Gun 5 3520 particles per cubic meter 

ISO CIass Achieved 5 

HEPA Fiker Leak Test 

Adequam chanengs Poncemrafion béméen wand 90 miuograms be? lné(,,‘Np leak Ups 'm Q0ncentratio’n N/A 
shomd exceed (101% when seamen , 

: 

_ Calcujated‘ Upstream Concentration , 20 

Number Ofleaks Detected 0 HEPA Filter Integrity Test 
Number of leaks Sealed N/A Pass Fawl N/A 

Smoke Test I Pass El Fall [3 MIA 

Smoke Test 

V‘Sual Vénficafldn mat (he lamlnarfly Mme av 15 undisturbed by Hams in [he hood 

and achvmes m the morn (cross drafls). Under Dynamic Condlflons 

Induction Leakl Backstreaming Test 

III [1 
___________._______1 

Induction Leak and Backstreaming Test 

_.
I 
I

|

l 
I 

I

l 
|

I

l 
I

I

l
I [j m. a MA; 
I

l 
I

I

l 
I

I 

l 
|

l 
I

I 

I

I

l 
I

l 
Venlres (he! (he device prevents panic!» mlrusxon mm me clean space by mduchon N/A 

(hmugh mm; or Backstreammg tram workspace npenmgs. 

l'—'__‘—_"—‘—_'____'____"__—"'_____"__,_ 

6840 Cross Bayou Drive Phone' (877) 569—8886 
Medlcacchnology Asscoxates Largo FL 33777 

‘ 

”09$ , Fax: 7 2
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Reporl Number 3599-5 0 
. . , . , Paged (9 

INSPECTIONDATA ‘ 8
O 

6 l , X 1 

l i X 
‘ 

'» 

supply Veloclty Pro“ 

97 91 B7 102 90 94 103 104 

90 94 91 94 94 101 99 100 

95 94 93 BB 92 99 95 97 

Supply Velocity Average 

fi’afié“ui§i‘e‘i’fi“m“wué%‘fi3fimfi 

#1 #2 #8 

Zero Leaks 0 0 a 

MTA warrants that this aIr syste;n was tested under the requirements as set forth in the following appllcable standard(s): 

D CAG—ous-zooa v 11 DIES—RP-CC-0023 UnldlrecuonaI-Flow, Clean-Alr Devices Downers Specifications 

'2' Manufacmrer's Specifications E ISO 14644- L 1999 (E); Class i at 0.5 um six: particle. Status Operational I Dynamlc 

Cert ed to the Above App|icable Standard(s). El 
' 

Undergoing Corrective Anion by MTA. 

El Nut Certified to the Above Applicable Standardls). Ellt is Recommended that this system be Corrected by the Owner Prior to any Additional 
Testing. 

CERTIF|CATE OF INSPECTION' expires i months from date of issue, 

6840 Cross Bayou Drive Phone: (877) 569-8886 
Medical Technology Asscoiates Largo, FL 33777 Fax: 727-548-8622
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Ambient Healtl care-Davie-South FL Jul 14, 2017 
IV Room Ante Room 

H LF HLF 

619 “F 59.3 °F 

5 5.2% 61.7% 

HLF HLF 

Temperature and Humidity Readings 

Ante Room

I 
12 5 

26V
1 

Cart 15 

22 

2 9 ® Sink

8 A A 
HLF K 25 ) HLF V24 
_|4 u 3 ® 10 

TSA Bacterial MEA Fungal OTSA Surface MEAISDA 
Air Sample Air Sample Surface 

Viable Air Sample Locations 

000061
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Month: 3%, D90 ‘ q 
STERILE PRODUCTS COMPLEX PIC or Pharm Mgr Review‘ W 6 

Sanmalion and Malnlenance Log 

62 

DAILY'" 

Dvseniectam expiration date checked 

AH counter mp; work surfaces. wmdow SIHS 

\menm o! Hoods 

Emply and dean was|e receptacles 

TPN pump (creamngr‘ 

TFN pump (cahbralvon)" 

Compoundmg pumpfs) (defining) 
F‘N Cmpd / S Flllm 

Compoundmg pumpm (calibration) 
PN C l S FMIn 

ee cans and (ole bins 

Mop floor and baseboard: 

Change Tacky Mats 

Pressuie Gauge Reading 1 (0'02 -0 05") 

Pressure Gauge Readmg 2 (0.02 >005”) 

Pressure Gauge Readmg a (o m -o 03"). 

(Document aclual reading 01 pressure) 

WEEKLY (I! approprlate to ypur location} 
Change temperature Charis 

Disenled wasle recep‘alces, (ates. carts 

MONTHLY 

AH equ‘pmenl‘ cans, etc, In SPC 

Entire SPC ““ 
Walls 

Ceill 

Light

r‘ 
;= 

xx 

Ex‘enor of hoods 

Telephones 

TPN pump (valumelmc accuracy) 

\ door hand‘es‘ gmss sudaces 

Hand dryer (I! apphcab‘e) 

Scrub sunk 

Inspecl and change pre-llllers 

Axr Samphng I Surface Samphng Compleled NC 
Large (ov smaH) Vo‘ume Slenhty SampIe 

Cleaning eqmpmenl 

\NITIALS F ““' All \edges (eg wmdnw SIHS doors‘ cove mo‘dmg) shumd be wwed down 50 mm (hey are lree DI dusl or any pamCIES. NONE P‘ease check Each [ask dune and inma‘ In \asl row 
AH suflaces underarm behmd hoods Shomd also be mspected 

0m c‘eamug peflormed a! slam 01 day on Campoundmg Days Cleaning Solul‘on Used, H Mxmg Pump cleaned/cahbraled at s|an ofday w eqmpmem Wm be used 
‘ AR = amemom CR = Clrzanronm HZ = Hazardous Drug Cmpd Rcom (w! applicab‘e) Rx = Pharmacy Work Area SF’C = S|enle Products Camplex Dlsenleclanl Expirallon Date: 

9530 F1 
Rewsed oa/zms
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EXHIBIT #6 000067

“CONFIDENTIAL INFORMATION” 

ISU LABELED/SEALED CD 

RECORDS SEALED* 
Patient records which identify patient by name are sealed pursuant to 

Section 456.057(9)(a), Florida Statutes. 

CASES NO.: PH 2017-15122 &2017—15123_ 

SUBJECT: AMBIENT HEALTHCARE & ENRIQUE HERNANDEZ, R Ph 

INVESTIGATOR: SYLMA STINSON 

EXHIBIT : # — One (1) CD containing Twenty (20) pictures taken during pharmacy 

inspection, from the Inspector 

THE CD WILL BE FORWARDED [N A SEPARATE PACKAGE TO PSU, VIA 

FEDERAL EXPRESS. 

PAGES: 

*See (1) CD in Exhibit # 

EXHIBIT #6 000067
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Policies and Procedures 

SUBJECT: Maintenance of the Sterile Products Complex REFERENCE #: 9580 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 01/01/2015 

09/11/2014 
REVIEWED DATE: 

‘ 08/30/2017 
APPROVED BY: VP Pharmacy Operations 

APPROVED 

DATE: 
10/26/2014 

04/15/2015 

05/15/2015 

08/14/2015 

REVISIONS: REVISION DATE: 06/06/2016 

01/03/2017 

02/01/2017 

08/31/2017 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Sen/ices (the Company). 

PURPOSE 

To provide guidelines for the proper cleaning and maintenance of the sterile products complex including 

the ante room, hazardous drug compounding room (if applicable) and cleanroom. 

POLICY 

1. Cleaning and disinfection procedures will follow requirements set forth by USP <797> and the State 

Board of pharmacy. 

2. Pharmacists and/or technicians will clean and disinfect the direct compounding area (5) in 

accordance with USP <797> guidelines and as per the procedures outlined below. 

3. Only approved cleaning solutions shall be used for disinfects. Expiration dates of cleaning solutions 

shall follow USP <797> and CDC guidelines. 

0 A. Approved disinfects are as follows: 

CLOROX® ONE STEP GERMICIDAL CLEANER 

PREEMPT® RTU DISINFECTANT SOLUTION 

SPOR|C|D|N® DISINFECTANT SOLUTION 

PERIDOX® RTU SPORICIDAL DISINFECTANT 

CON FLIKT® (May be used in place of Lophene and Cidecon in Calif.) 

2017© by BriovaRx Infusion Services, Inc. Document #: 9580 
Confidential and Proprietary Page: 1 
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Policies and Procedures 

4. Solutions utilized for cleaning and disinfection can be rotated in accordance with USP <797> 

guidelines. 

5. Disinfectant agents will have a broad spectrum of coverage including bacterial, viral, fungal, spore 

and tuberculocidal activity. 

6. Manufacturer guidelines for surface contact times will be followed. See Attachment 958OA1 for 

dwell times. 

7. The rotation of an effective sporicidal is encouraged (bleach) It is prudent to augment the daily use 

of a bactericidal disinfectant with weekly or monthly use of a sporicidal agent. The daily application of 

sporicidal agents is not generally favored because of their tendency to corrode equipment and because 

of the potential safety issues with chronic operator exposure. Other disinfectant rotation schemes may 

be supported on the basis of a review of the historical environmental monitoring history. 

8. A list of USP 797 approved disinfectant solutions can be found in Appendix II of the USP 

Compendium. Only Ready to Use (RTU) solutions should be used. A list of available RTU solutions can be 

found on the MSD product list, under the USP 797 tab. (Intranet > Pharmacy > Purchasing > MSD > USP 

797). If a bleach solution is used, it should be followed by a residue-free disinfecting agent such as 

sterile 70% isopropyl alcohol as bleach does not remove all proteins. 

9. A log shall be kept documenting the date and initials of the pharmacist or technician who performed 
the cleaning. 

10. No cleaning operations are to be performed during compounding. 

11. The sterile products complex will be cleaned following any certification, relocation or re- 

arrangement of PECs, repairs or power outages. 

12. Equipment/materials: 

a. Sponge mop/bucket appropriately labeled for the floors of the workroom and the compounding 

room. Mops are to be stored off the floor on dedicated hooks 

b. Bucket, mops and squeegee appropriately labeled for the walls, cabinets, sink, etc, of the 

gowning room, workroom, and compounding. 

c. Ideally, disposable mop heads shall be used and discarded per manufacturer’s 

recommendations. Should non-disposable mop heads be used, they will be discarded weekly 

and replaced by a new mop-head. 

2017© by BriovaRx Infusion Services, Inc. Document #: 9580 
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Policies and Procedures 

d. Tacky roll mop or equivalent. 

e. Cleaning agents. All solutions should be available in ready to use formulations (RTU). (See MSD 

product list under USP 797 tab) 

PROCEDURE 

1. Daily Maintenance and Cleaning Schedule 

9’ 

j. 

Record date and time of obsen/ation 

Record temperatures 

Record SPC room pressure differentials 

Clean and disinfect all work surfaces within the direct compounding area (DCA), such as bars, 

hooks, counter tops, etc., at the beginning and end of each shift and just prior to commencing 
sterile compounding activities, not longer than 30 minutes following the previous surface 
disinfection when ongoing compounding activities are occurring, after spills, and when surface 
contamination is known or suspected. 

1) First, the surface shall first be cleaned with sterile water for irrigation or injection to remove 
proteins and residue, 

2) Then sterile 70% isopropyl alcohol shall be used for disinfection. 

Totes dedicated to the cleanroom and staging room shall be wiped down with 70% isopropyl 
alcohol before entering the cleanroom. 

Other surfaces in the clean room to be cleaned daily, and as needed: clean room floor, counters, 
door handles, window sills and ledges and other easily cleanable work surfaces. 

Waste receptacles shall be emptied, cleaned daily and as needed. 

Gowning/Ante Room 

1) Clean floor 
2) Empty all waste receptacles 

3) Clean sink, hand dryer and soap dispenser 

4) Clean door and window with 70% Isopropyl Alcohol 

5) Change tacky mat 

Floors: Mop to remove all dirt, dust or debris. Assure the area along baseboards and corners are 

thoroughly cleaned. 

All equipment located in the clean room and/or ante room will be cleaned daily. 

2. Weekly Maintenance and Cleaning Schedule 

2017© by BriovaRx Infusion Services, Inc. Document #: 9580 
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Policies and Procedures 

a. Change any required temperature logs 

b. Any weekly cleaning the branch deems necessary to maintain the integrity of the sterile 
complex. 

c. Any State Board of Pharmacy required weekly cleaning. 

3. Monthly Maintenance and Cleaning Schedule 

a. Walls, ceilings and storage shelves are cleaned monthly (weekly for California Pharmacies) and 

as necessary. The order of cleaning will be as follows: 

1) Compounding rooms 

2) Gowning/Ante room 

b. Within each room the following order of cleaning will be followed: 

1) The ceiling will be cleaned first (when scheduled) starting at a point farthest from the door 
toward the door. 

2) The walls will be cleaned next starting from the wall farthest from the door. 

c. Storage shelves will be emptied and cleaned and disinfected monthly and as needed. 

d. Any bins or totes need to be emptied, cleaned and disinfected monthly and as needed. 

e. All cleaning activity is to be recorded on the cleaning logs and stored with Pharmacy QA/QC 
records. 

4. Identify the disinfectant used as well as its expiration date on the cleaning log‘ 

5. As part of the monthly maintenance schedule the pharmacy shall perform passive air and surface 
sampling; please reference policy 9701 Environmental Monitoring for specific information. 

6. As part of monthly maintenance schedule the pharmacy shall perform based on types of patients 
compounded a large volume or small volume parenteral end-product testing; please reference 
policy 9621 Admixture End product sterility testing for specific information. 

7. The Pharmacist-in-Charge (PIC) or Pharmacy Manager to review and sign/date each month. 

EXHIBITS/ATTACHMENTS 

958OA1 Disinfectant dwell times 

FORMS 
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958OF1 Log SPC Sanitation and Maintenance Log 

958OF2 Log SPC Sanitation and Maintenance Log (CA) (optional) 

2017© by BriovaRx Infusion Services, Inc. Document #: 9580 
Confidential and Proprietary Page: 5 

000073



Policies and Procedures 

Maintenance of Primaw Engineering Controls 
(PECS) 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 01/01/2015 

SUBJECT: REFERENCE #: 9581 

REVIEWED DATE: 09/12/2014 

APPROVED BY: VP Pharmacy Operations APPROVED 

DATE: 
10/26/2014 

04/15/2015 

REVISIONS: REVISION DATE: 04/28/2016 

01/03/2017 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRX Infusion (the Company). 

PURPOSE 

To establish standards regarding the cleaning and maintenance of primary engineering controls (PECs) 

to ensure the integrity of the HEPA filters and to minimize the introduction of particles or microbial flora 
into the compounded sterile parenteral product. 

DEFINITIONS 

Primary Engineering Central (PEC): A device or room that provides an ISO Class 5 environment for the 
exposure of critical sites when compounding CSPs. Such devices include, but may not be limited to, 
laminar airflow workbenches (LAFWs) or horizontal laminar airflow hoods, biological safety cabinets 

(BSCs), compounding aseptic isolators (CAIs), and compounding aseptic containment isolators (CACIs). 

Biological Safety Cabinet (BSC):- A ventilated cabinet for CSPs, personnel, product, and environmental 
protection having an open front with inward airflow for personnel protection, downward high-efficiency 
particulate air (HEPA)-fi|tered laminar airflow for product protection, and HEPA-filtered exhausted air 
for environmental protection. 

Compounding Aseptic Containment Isolator (CACI): A form of isolator specifically designed for 
compounding pharmaceutical ingredients or preparations. It is designed to maintain an aseptic 
compounding environment within the isolator throughout the compounding and material transfer 
processes. Air exchange into the isolator from the surrounding environment should not occur unless the 
air has first passed through a microbial retentive filter (HEPA minimum).[reference: CETA Applications 
Guide for the Use of Compounding Isolators in Compounding Sterile Preparations in Healthcare 
Facilities, CAG-OOl-ZOOS, Controlled Environment Testing Association (CETA), November 8, 2005.] 

ADDITIONAL RESOURCES 
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Policies and Procedures 

ISO 14644-1:1999 Cleanrooms and associated controlled environments -- Part 1: Classification of air 
cleanliness 

ISO 14644-22000 Cleanrooms and associated controlled environments -- Part 2: Specifications for 
testing and monitoring to prove continued compliance with ISO 14644-1 

POLICY 

1. Standards shall be compliant with USP <797> guidelines. 

2. Infusion guidelines will be established regarding the type of flow hood to be used for specific 
parenteral products 

3. The type of compounding performed dictates the type of flow hood that is to be utilized. 

4. A traditional horizontal laminar flow hood, laminar airflow workbench or CACI can be used to 
compound parenteral nutrition solutions, large volume parenterals (LVP) with IV additives and any 
small volume parenterals. Ideally the PEC is located in a positive pressure room. 

5. Antineoplastic/cytotoxic drugs are not to be compounded in a horizontal flow hood. 

6. At a minimum a Class II Type A, biological safety cabinet (BSC) is to be used for the compounding of 
all cytotoxic agents. Ideally located in a negative pressure room. 

7. Clean room area is to be designated to restrict access, decrease disturbances in the airflow and 

reduce the introduction of particles to the area. Only authorized, trained staff should be permitted 
access. 

8. All PECs in the clean room should remain operational 24 hours a day to prevent airborne microbial 
and particulate contamination of the HEPA filters and work surfaces. 

9. The PEC will be cleaned following any certification, relocation or re-arrangement of PECs, repairs or 
power outages. 

PROCEDURE 

1. Air Sampling: 

a. Air sampling will be performed in areas most prone to contamination during compounding 
activities. Sampling activities will be done such that a sufficient volume of air (400 — 1000 liters) 
shall be tested. 

b. Air quality sampling will be completed by a certified outside agency every 6 months, in 

accordance with USP <797> guidelines, for sterile compounding areas used to low- and medium- 
risk preparations‘ Testing will include viable air sampling 

2. Maintenance Requirements and General Information 
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a. The pre-filters in the horizontal flow hoods (i.e. cabinet type PEC) should be changed monthly, 
or more frequently if necessary due to working conditions. This is to be documented on the 
appropriate clean room maintenance form. 

b. Objects are NEVER to be inserted into the hood grill‘ 

c. The HEPA filter in the PECs must be replaced and disposed of by a qualified company that is 

certified to perform this activity. The BSC will be recertified after each filter change. 

d. When compounding, care must be exercised to prevent spills, squirting or aerosolized products 
from coming in contact with the HEPA filter area. When expressing air from a syringe, NEVER 

point the syringe toward the HEPA filter. 

e. Monitoring of infection-related readmissions and staff validation failures must be performed on 
an ongoing basis to identify unexplained or sudden HEPA filter failures. If a potential trend of 
identified relationship is suspected between infection or staff validation failures, the flow hood 
must be immediately recertified to ensure that the flow hood is not the cause. 

f. Leave the PEC blower operating at all times‘ If the PEC blower must be turned off, compounding 
is not performed until the blower is turned on and operating for 30 minutes and all internal 
surfaces are cleaned thoroughly with a disinfectant. 

3. Certification of Primaw Engineering Controls (PECs) 

a. PECs are tested and certified semi-annually (i.e. event six months) or applicable state Board of 
Pharmacy regulations 

b. PECs will be recertified when: 

1) In the event the flow hood/BSC is relocated; 

2) There is the possibility the filter is damaged or its integrity is in question; or 

3) There is consistent failure by different staff of the flow hood validation tests requires 
immediate recertification 

c. Testing and certification are performed by an independent testing agency. Certification 
procedures such as those outlined in the CETA certification Guide for Sterile Compounding 
Facilities (CAG-OOB-ZOOG) shall be used‘ 

d. MinimalTests: 

HEPA filter leak test by polydispersed dioctylphthalate (DOP) particles 
Velocity profile test 
Air Volume test 
Face velocity test 
Airflow smoke patterns test 
Smoke intrusion/induction test 
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e. 

Particle count 
Viable air sampling including identification of colony growth 

The certificate issued by the independent testing agency is prominently displayed in the 
pharmacy. 

Certification reports are permanently retained in a readily retrievable file 

4. Infection Control: 

a. 

b. 

C. 

d. 

The interior surfaces of the BSC and laminar flow hoods should be cleaned thoroughly with 
disinfectant solution at the start of each workday, once every shift and as needed. Follow this 
procedure: 

The panels in the horizontal laminar airflow hoods, CACl or laminar airflow workbenches should 

be cleaned from top to bottom and from back to front, using side-to side overlapping strokes, in 

the following manner: 

0 Top panel of the hood or cabinet (ceiling) 

0 Back panel of the hood or cabinet or plastic panel 

0 Bar and hangers 

0 Side panels of the hood or cabinet or plastic panels 

0 Work surface (bench) 

The flow hood surfaces must be cleaned immediately after spills, and as needed with a clean 

tightly woven, solid wipe. 

Non-shedding cloths used to clean hood surfaces shall be discarded after use. 

5‘ Biological Safety Cabinet Decontamination and Cleaning: 

b. 

The BSC should be cleaned and decontaminated on a regular basis, depending on the 
frequency of use and whenever there is a spill or the BSC is sen/iced or moved. Typically once 
monthly for low volume chemo compounding and once weekly for high volume chemo 
compounding. Only individuals involved in the decontamination should be in the clean room at 
the time of decontamination. 

Decontamination of a BSC is limited to removal of contamination from a non-disposable surface 
(cabinet) to a disposable surface (gauze). It is recommended to use an agent such as ”Surface 
Safe” to inactivate any hazardous drug, followed by sterile water to remove the contamination, 
followed by sterile alcohol to disinfect the surfaces. 
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5" During decontamination, the operator will wear a disposable, closed-front gown, disposable 
latex or allergy resistant gloves covered by disposable utility gloves, safety goggles and a 

disposable respirator. The area blower must be running during this time period. 

Decontamination should be done from the top to bottom (areas of lesser contamination to 
greater). Never spray anything into the HEPA filter. 

The work tray, drain spillage area and HEPA filter front grille should all be thoroughly cleaned. 
The work tray can be lifted and placed against the back wall for cleaning of the undersurface of 
the tray and bottom spillage area of the BSC. Both sides of the HEPA filter front grilled can be 

cleaned by removing the grille. Never touch the HEPA filter or expose the filter to water. 

All areas must be cleaned with disinfectant solution. Ifa cleaning agent other than water is 

used, rinse with sterile water. 

Upon completion, all items used to decontaminate the BSC should be disposed of according to 
hazardous waste policies and procedures. 

After cleaning and decontaminating the BSC must sit for 30 minutes before commencement of 
compounding. 

RECORDS 

Pharmacy QA maintenance records 

FORMS 

Clean room maintenance forms 
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Policies and Procedures 

SUBJECT: Environmental Monitoring REFERENCE #: 9701 

DEPARTMENT Pharmacy Operations EFFECTIVE DATE: 01/01/15 

09/12/14 
REVIEWED DATE: 05/29/17 

APPROVED BY: VP Pharmacy Operations 08/31/17 

g;::?VED 11/26/14 

01/13/2017 

REVISIONS: REVISION DATE: 06/01/2017 

08/31/2017 

SCOPE 

This policy and procedure applies to pharmacies or other entities under the ownership or control of 
BriovaRx Infusion Sen/ices (the Company). 

PURPOSE 

To establish guidelines regarding the conditions to be maintained in the compounding environment and 

the routine testing and measuring to ensure the quality of the compounding environment. 

POLICY 

1. All clean room equipment used in the provision of patient care is to be used, maintained and 
monitored in accordance with manufacturer guidelines. 

2. Cleanroom and anteroom areas shall be ventilated in accordance with USP <797> guidelines. 

3. The blowers of LAFWs, BSCs or CACIs will be kept on 24 hours per day. 

If blower is turned off, it must be on for a minimum of 30 minutes before a compounding session 
takes place. 

4‘ The Sterile Products Complex and Primary Engineering Controls (PECs) will be certified event 6 

months by a qualified, independent, 3rd party contractor. The contracting certification company will 
certify the sterile complex based on the CETA CAG-003-2006 Certification Guide for Sterile 
Compounding Facilities. The minimum tests performed will be defined by USP <797>. A list of the 
minimum tests performed can be found in the attached ”Exhibit A" at the end of this policy. 

5. Company contracted Certification Company will provide a detailed report to the Pharmacy Manager 
and Pharmacy clinical services within 14 days of SPC testing. Any tests reported as falling outside 
minimum requirements of test area, or identified as failing, will have a detailed remediation plan 

established immediately by the Clinical Pharmacy department and activity completed by the 
Pharmacy manager. Remediation plans will include activity outlined in the procedure section of this 
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Policies and Procedures 

10. 

11. 

policy and may include additional activity as necessary, i.e., new equipment, room modifications, 
etc. All follow-up testing will be scheduled by the Pharmacy manager and remediation report 
provided and reviewed within 14 days. 

‘ Passive air sampling and surface testing will be conducted monthly in pharmacies that perform only 
low and medium-risk compounding and weekly for pharmacies that perform high-risk compounding. 

‘ Newly constructed and remodeled cleanrooms will be triple cleaned prior to a full sterile complex 
certification by a qualified 3rd party contractor. After the certification is complete, passive air and 

surface sampling will be performed daily for 3 consecutive days by branch staff. NO STERILE 

COMPOUNDING WILL BE PERFORMED UNTIL PRELIMINARY RESULTS ARE OBTAINED FROM THE 

CERTIFIER AND RESULTS FROM THE PASSIVE AIR AND SURFACE SAMPLING ARE REVIEWED AND 

DEEMED ACCEPTABLE. 

. Sampling sites should include locations within ISO Class 5, ISO Class 7 and ISO Class 8 areas 

‘ The SPC environment will be monitored for temperature, pressure and humidity. 

Medication storage areas, including refrigerators and freezers will be monitored for temperature 

Automated compounding devices (ACD) will be monitored for accuracy 

PROCEDURE 

1. Ideally, all temperature, pressure and humidity monitoring should be automated (i.e., continuous 
monitoring) or monitored by an outside vendor such as the branch’s security company. Pharmacist 
in Charge may delegate temperature excursion notifications and daily monitoring, however they are 

ultimately responsible for review of the temperature log and instituting appropriate action if an 

excursion is identified. 

Temperature Monitoring 

3. Accepted ranges for temperatures are as follows: 

1) Room Temperature: 15°Cto 30°C (59°Fto 86°F) 

2) Controlled Room Temperature: 20°C to 25°C (68° F to 77° F) 

3) Refrigerated or Cold: 2°C to 8°C (35°F to 46° F) 

4) Frozen: -25°C to ~10°C (-13°F to 14° F) 

5) Incubator: 20°Cto 25°C (68°F to 77°F) or 
30°Cto 35°C (86°F to 95°F) 

Note: Incubator temperature should be based on manufacturer’s 
recommendation for the particular product used. 
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b. Temperatures for the SPC and all drug storage areas are to be logged daily, excluding days that 
the pharmacy is not open and staff is not present. 

c. The temperature of the incubator is to be logged daily, excluding days that the pharmacy is not 
open and staff is not present. 

d. Any drug storage area or device that falls outside of the accepted ranges (as defined in Section 

a.) for greater than 30 minutes, and cannot be explained due to operational-related reasons 

(e.g. door to the refrigerator was left open) must be evaluated by a qualified service or repair 
technician. Excursions and follow-up action are to be recorded on form 9701.F5 

e. If it is determined that a product has been exposed to temperatures outside the appropriate 
storage range, the Pharmacist in Charge is to determine the length of time of the temperature 
excursion and potential effect on drug integrity. This information may be obtained in 3 drugs 
package insert, or directly from the drug manufacturer. All information is to be documented 
and maintained with monthly temperature monitoring records. 

f. If it is determined that the temperature excursion results in a drug being unacceptable for 
patient use, the Pharmacist in Charge is to segregate the affected drug(s) and contact the VP of 
Pharmacy. Appropriate action will be determined regarding the return or destruction of the 
product, and as outlined in Policy #7420 handling of unacceptable drugs. 

3. SPC Pressure and Humidity Monitoring 

a. A minimum positive pressure differential of 002-005 inch water column between the 
cleanroom and ante-room and from the ante-room to the general environment outside the 
compounding area (pharmacy prep/storage area). 

b. A negative pressure differential of 0.01 inch water column is required between the ante-room 
and the hazardous (chemo) compounding clean room. 

c. Exception: An ISO class 5 or better CAI with documentation from the manufacturer that the CAI 

does not need to be used within an ISO class 7 or better environment. 

d. Humidity in the SPC should be maintained between 30% and 65% relative humidity. 

e. Pressures differentials and humidity readings for the SPC are to be logged daily, excluding days 
that the pharmacy is not open and staff is not present. 

4. Surface Sampling 

a. Surface testing should be completed either the first full week of each month for low-medium 
risk compounds or around the same day each week for high-risk compounds. Testing will be 

done at random times throughout the day and at the conclusion of a compounding session. 

b. Surface sampling is to be done in all Primaw Engineering Controls (PEC) and in randomly 
selected locations in the clean room, ante room and hazardous drug compounding room (if 
applicable). 
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c. Surfaces to be tested should include each PEC work surface, carts, walls, door handles, pass- 

through boxes. Test areas should be cleaned immediately after sample is taken with Sterile IPA. 

c. When sampling laminar flow hoods, the test will be done at least 6 inches inside the hood. The 
area tested should vaw from month to month. 

d. The testing surfaces should not be re-cleaned or disinfected beyond normal daily cleaning policy 
(prior to compounding and between batches.) 

e. Follow the manufacturer’s directions for either the paddles or agar plates. When testing the 
surface of the hoods and/or rooms do not slide the agar plate or device across 

f. Using a permanent ink marker, label the sample container with the date collected, location 
tested and initials. 

g. TSA contact plates or swabs with lecithin and polysorbate 80 added to neutralize the 
disinfectant will be used. Either the contact plates or device are incubated per manufacturer’s 
recommendations or for 48 to 72 hours (2 to 3 days) at 30-35°C (86-95“ F). A sealed, sterile agar 

plate or device is placed in the incubator to serve as a control. 

h. Evaluation of test results 

1) At the completion of the incubation period, remove the contact plate or device from the 
incubator and visually count the number of colony forming units (CFUs). 

2) The detected number of CFU should be zero for all laminar flow work benches. 

3) Locations sampled in the rooms may contain CFUs‘ 

4) Based on the grid below, action may need to be taken 

Location Base Line CFU Alert CFU 

(no add’l action needed) (action must be taken) 

Primary Engineering Controls 0 Greater than 3 
(ISO Class 5) 

Clean Room Locations 

(ISO Class 7) 
Less than 3 Greater than 5 

Ante Room Locations 
Less than 25 Greater than 50 

(ISO Class 8) 

5) Ifthe alert thresholds have been met, the affected area will be immediately cleaned and the 
area retested the next day. 

6) If the affected area again tests positive, the agar strip or settling plate will be sent for 
bacterial identification. Results will be forwarded to VP of Pharmacy. 
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a) If after two tests, a PEC continues to test positive, it will be put out of use and a 

professional certifier brought in investigate reasons as to why. 

7) Surface sampling will be documented on the Environmental Monitoring — Surface Sampling 
Log 

5. Passive Air Sampling 

a. Passive air sampling should be completed either the first full week of each month for low- 

medium risk compounds or around the same day each week for high-risk compounds. Testing 
will be done at random times, throughout the day. Examples might be at the start of shift one 
month (after cleaning has been done) and at the end of the day after the conclusion of a 

compounding session, another month (to test during worst case conditions). 

b. Passive air sampling is to be done in all Primaw Engineering Controls (PEC) and in randomly 
selected locations in the clean room, ante room and hazardous drug compounding room (if 
applicable). 

c. When sampling laminar flow hoods, the test will be done at least 6 inches inside the hood‘ The 

area tested should vaw from quarter to quarter. 

d. Follow the manufacturer’s directions for either the paddles or agar plates. Exposure to the agar 
should be approximately one (1) hour unless agar gets excessively dry, then decrease exposure 
time to one-half (1/2) hour. 

e. Using a permanent ink marker, label the sample container with the date collected, location 
tested and initials. 

g. The devices are incubated per manufacturer’s recommendations or for 48 to 72 hours (2 to 3 

days) at 30-35°C (Be-95°F). A sealed, sterile agar plate or device is placed in the incubator to 
serve as a control. 

h. Evaluation of test results 

1) At the completion of the incubation period, remove the contact plate or device from the 
incubator and visually count the number of colony forming units (CFUs). 

2) The detected number of CFU should be zero for all laminar flow work benches. 

3) Locations sampled in the rooms may contain CFUs‘ 

4) Based on the grid below, action may need to be taken 

Location Base Line CFU Alert CFU 

(no add’l action needed) (action must be taken) 

Primary Engineering Controls 
0 Greaterthan 1 

(ISO Class 5) 
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Clean Room Locations 

(ISO Class 7) 
Less than 3 Greater than S 

Ante Room Locations 
(ISO Class 8) 

Less than 25 Greater than 50 

5) Ifthe alert thresholds have been met, the affected area will be immediately cleaned and the 
area retested the next day. 

6) If the affected area again tests positive, the agar strip or settling plate will be sent for 
bacterial identification. Results will be forwarded to National Director for Pharmacy 
Services. 

a) If after two tests, a PEC continues to test positive, it will be put out of use and a 

professional certifier brought in investigate reasons as to why‘ 

7) Surface sampling will be documented on the Environmental Monitoring — Air Sampling Log 

6. The Pharmacy Director may assign the test sampling and documentation to another Pharmacist or 
Technician. The Pharmacy Director is ultimately responsible for reviewing test results and 

documentation. 

7. Any positive results (growth) must be reported to Pharmacy Manager immediately. Compounding 
should not be continued until the test area is disinfected per policy and immediate re-testing is 

conducted. 

8. A complete evaluation should be conducted to check HEPA filters, room air sources, cleaning 
solutions/protocols, equipment used in the hood and other possible sources of contamination. 

9. All cleanroom certification reports and results will be reviewed immediately by Pharmacy Manager 
and Clinical Pharmacy sen/ices. Any failing results will have a detailed remediation plan established 
and follow up testing as necessaw. If it is determined that SPC is unsafe to continue sterile 
compounding activity, the room will be shutdown immediately and branch emergency back-up 
plans implemented. Any required Regulatory notifications will be handled by the company Clinical 
and Regulatory departments. If necessary, a company initiated recall of product will follow policy 
#7420. 

10. All results will be reported to QA committee or QA manager for monthly/ quarterly review and 

Performance Improvement activity. 

RECORDS 

Pharmacy QC/QA records 
9581 Maintenance of Primary Engineering Control (PEC) 

9582 Maintenance of Equipment (SPC) 
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FORMS 

9701.F1 Temperature Monitoring Log 

9701.FZ Temperature Monitoring - Incubator 
9701.F3 Environmental Monitoring - Surface Sampling 
9701.F4 Environmental Monitoring - Air Sampling 
9701.F5 Refrigerator and Drug Storage temperature Excursion Log 

EXHIBITA 

The following tests should be completed during each cleanroom certification: 

Air Flow Testing: 

Air pressure differentials showing the flow of air with a schematic 

HEPA filter test for leaks using an aerosol challenge test 

HEPA filter test for airflow (cfm) 

Air changes per hour (ACPH) in buffer, ante and negative pressure rooms 

Air Particle Testing: 

lmpaction Volumetric Air Sampling 

Non-viable particles — 

In both PEC and SEC (primary and secondary engineering controls) with adequate sampling to 
provide an accurate picture of the sterile complex 

Viable particle sampling — 

Samples should be exposed to TSA for bacterial testing and MEA for fungal testing. Minimum of 
1 each in PEC and 1-2 samples in SEC depending on size of the room. The volume of air 

sampled will be 1000 liters using electronic air sampling equipment. Test results will be 

reported as CFU’s/cubic meter air. 

Smoke Tests: 

Performed in the ISO 5 area to determine laminar airflow, turbulence, dead spaces, and 

retrograde flow from outside the ISO 5 area into the ISO 5 area. Performed under dynamic 
conditions and summarized by the certifier. Video documentation should be obtained if 
required by State BOP regulation. 

Surface Testing: 
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One sample in each PEC, pass through, and a representation of tables, shelves in the buffer and 

ante areas as determined by branch. Surface testing will consist of media specific for bacteria 

such as TSA with lecithin and polysorbate 80 added to deactivate disinfectants and MEA or SDA 

which is specific for fungal growth. 
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Report # 3699-1

MTA Corporate Headquarters:  6840 Cross Bayou Drive, Largo, FL 33777 • Phone 727-548-8600 • Fax  727-548-8622

USP 797 Pharmacy Clean Room

Compliancy Inspection

July 14, 2017

Questions or Problems Please Contact our office at (877) 569-8886 or corp@mtausa.com

Axelacare Davie

15951 SW 41st Street Suite 500

Davie, FL 33331

EXHIBIT #8 000087

Axelacare Davie 

15951 SW 41st Street Suite 500 

Davie, FL 33331 

Report # 3699—1 

USP 797 Pharmacy Clean Room 
Compliancy Inspection 

July 14, 2017

W 
MEDICAL TECHNOLOGY ASSOCIATES 

Questions or Problems Please Contact our 0 ice at or corp mtausa com 

MTA Corporate Headquarters: 6840 Cross Bayou Drive, Largo, FL 33777 - Phone 72764845600 - Fax 72764845622 

EXHIBIT #8 000087



6840 Cross Bayou Drive

Largo, FL 33777

(877) 569-8886

727-548-8600 Phone

727-548-8622 Fax

The Pharmacy Division of MTA, Inc. completed a Pharmacy Clean Room Compliancy Inspection  

at your facility.  All testing will determine if the room meets or exceeds USP 797 code

The following Clean Room tests were performed and are reported:

•         HEPA Filter Integrity Test

•         Supply Air Flow Volumes 

•         Air Changes Per Hour

•         Air Flow Analysis

•         Room Pressures Differentials

•         Airborne Particle Count Classification per ISO 14644-1 @ 0.5 microns

•         Microbiological Analysis (Viable Count)

The test results documented within this report have not been modified or changed unless noted.  

Results are confidential and reported directly to the responsible staff members.  If there are 

questions or concerns pertaining to the report we will be happy to arrange a meeting with you

and/or your staff.

compliance and other applicable federal, state and local requirements.  
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MEDICAL TECHNOLOGY ASSOCIATES 

PHARMACY/ LABORATORY DIVISION Phone 

ax 

The Pharmacy Division of MTA, Inc. completed a Pharmacy Clean Room Compliancy Inspection 

at your facility. All testing will determine if the room meets or exceeds USP 797 code 

compliance and other applicable federal, state and local requirements. 

The following Clean Room tests were performed and are reported: 

. HEPA Filter Integrity Test 

. Supply Air Flow Volumes 

. Air Changes Per Hour 

. Air Flow Analysis 

. Room Pressures Differentials 

. Airborne Particle Count Classification per ISO 14644-1 @ 0.5 microns 

. Microbiological Analysis (Viable Count) 

The test results documented within this report have not been modified or changed unless noted. 

Results are confidential and reported directly to the responsible staff members. If there are 

questions or concerns pertaining to the report we will be happy to arrange a meeting with you 

and/or your staff. 
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USP 797 CERTIFICATION EXECUTIVE 

SUMMARY

Technician Michael Klann

Date July 14, 2017 Report Number 3699-1

Device ID# 3623 Contact Henry Hernandez

Address 15951 SW 41st Street Suite 500 email address ehernandez@briovarxinfusion.com

Karen Hitchen

Customer Axelacare Davie Telephone (954) 389-1126 ext 105

Pass / Fail

Notes: The Ante Room does not meet the minimum requirement of 20 air changes.  The current volume of supply air is 243 CFM, which provides only 15

air changes.  The Air Science Laminar Flow Hood S/N HLF72298 fails the HEPA Leak Test.  There  are multiple leaks and the filter will need to be replaced.

MTA will provide a quote.  Both of the Air Science Laminar Flow Hoods need the pre-filters, which are located on top of the hood, cleaned or replaced.

KHitchen@briovarxinfusion.com

City State Davie, FL 33331 PO#

Overall Facility Certification All SEC's certified to CETA CAG-003 Facility certified to criteria listed below PASS

All testing is to be done under Dynamic conditions indicate the number of people working in the room during testing 2

Item Criteria Result

ISO classification / Particle Counts

Ante Room without Hazardous Room can be ISO 7 or 8 8 Pass

Ante Room joined to Hazardous Buffer Room must be ISO 7 N/A N/A

Non Hazardous Buffer Room must be ISO 7 7 PASS

Hazardous Buffer Room must be ISO 7 N/A N/A

Air Changes

Ante Room without Hazardous Room recommended 20 ACPH 15 FAIL

Ante Room joined to Hazardous Buffer Room must have 30 ACPH N/A N/A

Non Hazardous Buffer Room must have 30 ACPH 33 PASS

Hazardous Buffer Room must be ISO 7 must have 30 ACPH N/A N/A

Room Segregation / 

Pressurization

Ante Room must be at least 0.02"W.G positive to outside 0.0559 PASS

Non Hazardous Buffer Rm must be at least 0.02" W.G to Ante Rm 0.0268 PASS

FAIL

Tested to CETA CAG 002 / NSF 49 or MFG specification

Hazardous Buffer Room must be between -0.01 and -0.03"W.G N/A N/A

172875022216 PASS

Smoke Test All Rooms had airflow confirmed with visual smoke test Smoke passed in correct directions PASS

PEC 

Tested to CETA CAG 002 / NSF 49 or MFG specification 3623-72298 HLF72298

*Executive summary does not include results of viable air samples.  

3623-72299 HLF72299 PASS

Tested to CETA CAG 002 / NSF 49 or MFG specification 3623-172875

Tested to CETA CAG 002 / NSF 49 or MFG specification 3623-176245 176245092216 PASS
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USP 797 CERTIFICATION EXECUTIVE 

SUMMARY 
Date July 14, 2017 Report Number 3699-1 

Technician Michael Klann 

Device ID# 3623 

Customer Axelacare Davie 

Address 15951 SW41st Street Suite 500 

City State Davie, FL 33331 

MEPLCAL TECH
M 

NDLDGY ASSOCIATES 

Contact 

Telephone 

email address 

PO“ 

Henry Hernandez Karen Hitchen 

(954) 389-1126 ext 105 

ehernandesriova rxinfusion .com KHitchen@briovarxinfusion.com 

Notes: The Ante Room does not meet the minimum requirement of 20 air changes. The current volume of supply air is 243 CFM, which provides only 15 

air changes. The Air Science Laminar Flow Hood S/N HLF72298 fails the HEPA Leak Test. There are multiple leaks and the filter will need to be replaced. 

MTA will provide a quote. Both of the Air Science Laminar Flow Hoods need the pre-filters, which are located on top of the hood, cleaned or replaced. 

All testing is to be done under Dynamic conditions indicate the number of people working in the room during testing 2 

Item Criteria Result Pass / Fail 

Overall Facility Certification All SEC's certified to CETA CAG»003 Facility certified to criteria listed below PASS 

Ante Room without Hazardous Room can be ISO 7 or 8 8 Pass 

_ _ _ _ Ante Room joined to Hazardous Buffer Room must be ISO 7 N/A N/A 
ISO classmcatlon I Pamde Counts 

Non Hazardous Buffer Room must be ISO 7 7 PASS 

Hazardous Buffer Room must be ISO 7 N/A N/A 

Ante Room without Hazardous Room recommended 20 ACPH 15 FAIL 

_ Ante Room joined to Hazardous Buffer Room must have 30 ACPH N/A N/A 
All’ Changes 

Non Hazardous Buffer Room must have 30 ACPH 33 PASS 

Hazardous Buffer Room must be ISO 7 must have 30 ACPH N/A N/A 

Ante Room must be at least 0.02"W.G positive to outside 0.0559 PASS 

Room Segregation / Non Hazardous Buffer Rm must be at least 0.02" W.G to Ante Rm 0.0268 PASS 

Pressurization Hazardous Buffer Room must be between »0.0l and >0.03"W.G N/A N/A 

Smoke Test All Rooms had airflow confirmed with visual smoke test Smoke passed in correct directions PASS 

Tested to CETA CAG 002/ NSF 49 or MFG specification 3623-72298 HLF72298 FAIL 

Tested to CETA CAG 002/ NSF 49 or MFG specification 3623-72299 HLF72299 PASS 
PEC 

Tested to CETA CAG 002/ NSF 49 or MFG specification 3623-172875 172875022216 PASS 

Tested to CETA CAG 002/ NSF 49 or MFG specification 3623-1762415 176245092216 PASS 

*Executive summary does not include results of viable air samples. 
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6840 Cross Bayou Drive

Sample Volume Sample Volume

14 HLF-176245 Right

Control Control Control Control

5 1000 L

7 HLF-176245 Right 5 1000 L 5 1000 L

6 HLF-176245 Left 5 1000 L 13 HLF-176245 Left

5 1000 L

10 HLF72298

5 HLF-172875 5 1000 L 5 1000 L

4 HLF-72299 5 1000 L

12 HLF-172875

11 HLF-72299

7 1000 L

3 HLF72298 5 1000 L 5 1000 L

2 IV Room 7 1000 L 9 IV Room

1000L1 Ante Room 8 1000L 8 Ante Room 8

Sample Location/ Device 

IDSample ID ISO Class

09-Aug-17

Sample Location ISO Class

Lot # 162279

Sample ID

Exp. DateLot # 156809 Exp. Date

Notes: Semi-Annual Impaction Air Sampling                                                                                                                                                                                                  

Buck Sampler

Media/Agar Type Tryptic Soy Agar

16-Aug-17

Media/Agar Type Malt Extract

Operational Email Address to Send Report:Occupancy State During Testing labreports@mtausa.com

Largo, FL  33777

Telephone (954) 389-1126 ext 105

3623

Henry Hernandez Karen Hitchen

Customer #

www.mtausa.comContact

(727) 548-8600

Fax (727) 548-8622City State Davie, FL 33331

Michael Klann

Customer Axelacare Davie

Phone

Toll Free

Address 15951 SW 41st Street Suite 500

MTA Corporate Headquarters:  6840 Cross Bayou Drive Largo, FL 33777 • Phone 727-548-8600 • Fax  727-548-8622

(877) 569-8886

CHAIN OF CUSTODY

Date July 14, 2017 Time of Testing 8:20 AM

Report # 3699-1

Technician

000090

CHAIN OF CUSTODY 
Date July 14, 2017 Time of Testing 8:20 AM W 
Report # 3699-1 L\ M 
Technician Michael Klann TECHNOLOGY ASSOCIATES 
Customer Axelacare Davie Toll Free (877) 569-8886 

Address 15951 SW 41st Street Suite 500 Phone (727) 548-8600 

City State Davie, FL 33331 Fax (727) 548-8622 

Contact Henry Hernandez Karen Hitchen www‘mtausa‘com 

Telephone (954) 389-1126 ext 105 6840 Cross Bayou Drive 

Customer# 3623 Largo, FL 33777 

Occupancy State During Testing Operational Email Address to Send Report: labreports@mtausa.com 

Notes: Semi-Annual Impaction Air Sampling 

Buck Sampler 

Media/Agar Type Tryptic Soy Agar Media/Agar Type Malt Extract 

Lot 41 156809 Exp. Date 16-Aug-17 Lot 41 162279 Exp. Date 09-Aug-17 

Sample Location/ Device 

Sample ID ID ISO Class Sample Volume Sample ID Sample Location ISO Class Sample Volume 

1 Ante Room 8 1000L 8 Ante Room 8 1000L 

2 IV Room 7 1000 L 9 IV Room 7 1000 L 

3 HLF72298 5 1000 L 10 HLF72298 5 1000 L 

4 HLF-72299 5 1000 L 11 HLF-72299 5 1000 L 

5 HLF-172875 5 1000 L 12 HLF-172875 5 1000 L 

6 HLF-176245 Left 5 1000 L 13 HLF-176245 Left 5 1000 L 

7 HLF-176245 Right 5 1000 L 14 HLF-176245 Right 5 1000 L 

Control Control Control Control 

MTA Corporate Headquarters: 6840 Cross Bayou Drive Largo, FL 33777 0 Phone 727-548-8600 0 Fax 727-548-8622 
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6840 Cross Bayou Drive

Sample Volume Sample Volume

MTA Corporate Headquarters:  6840 Cross Bayou Drive Largo, FL 33777 • Phone 727-548-8600 • Fax  727-548-8622

Control Control Control Control

21 HLF-176245 Right 5 Surface 5 Surface28 HLF-176245 Right

5 Surface

27 HLF-176245 Left 5 Surface

26 HLF-17287519 HLF-172875 5 Surface

20 HLF-176245 Left 5 Surface

5 Surface

18 HLF-72299 5 Surface 25 HLF-72299 5 Surface

8 Surface

23 IV Room Cart 7 Surface

22 Ante Room Counter

16 IV Room Cart 7 Surface

24 HLF7229817 HLF72298 5 Surface

Lot # 150354

15 Ante Room Counter 8 Surface

Sample Location/ Device 

IDSample ID ISO Class Sample ID Sample Location ISO Class

Exp. Date 31-Jul-17 Lot # 145768 Exp. Date 20-Jul-17

Media/Agar Type Tryptic Soy Agar Media/Agar Type MEA/SDA

Notes: Semi-Annual Surface Sampling                                                                                                                                                                                                  

Buck Sampler

www.mtausa.com

Customer # 3623 Largo, FL  33777

Occupancy State During Testing Operational Email Address to Send Report: labreports@mtausa.com

Telephone (954) 389-1126 ext 105

Address 15951 SW 41st Street Suite 500

Contact Henry Hernandez Karen Hitchen

Michael Klann

Customer Axelacare Davie

Phone (727) 548-8600

City State Davie, FL 33331 Fax (727) 548-8622

Toll Free (877) 569-8886

CHAIN OF CUSTODY

Date July 14, 2017 Time of Testing 8:20 AM

Report # 3699-1

Technician

000091

CHAIN OF CUSTODY 
Date July 14, 2017 Time of Testing 8:20 AM W 
Report # 3699-1 L\ M 
Technician Michael Klann TECHNOLOGY ASSOCIATES 
Customer Axelacare Davie Toll Free (877) 569-8886 

Address 15951 SW 41st Street Suite 500 Phone (727) 548-8600 

City State Davie, FL 33331 Fax (727) 548-8622 

Contact Henry Hernandez Karen Hitchen www‘mtausa‘com 

Telephone (954) 389-1126 ext 105 6840 Cross Bayou Drive 

Customer# 3623 Largo, FL 33777 

Occupancy State During Testing Operational Email Address to Send Report: labreports@mtausa.com 

Notes: Semi-Annual Surface Sampling 

Buck Sampler 

Media/Agar Type Tryptic Soy Agar Media/Agar Type MEA/SDA 

Lot 41 150354 Exp. Date 31-Jul-17 Lot 41 145768 Exp. Date 20-Jul-17 

Sample Location/ Device 

Sample ID ID ISO Class Sample Volume Sample ID Sample Location ISO Class Sample Volume 

15 Ante Room Counter 8 Surface 22 Ante Room Counter 8 Surface 

16 IV Room Cart 7 Surface 23 IV Room Cart 7 Surface 

17 HLF72298 5 Surface 24 HLF72298 5 Surface 

18 HLF-72299 5 Surface 25 HLF-72299 5 Surface 

19 HLF-172875 5 Surface 26 HLF-172875 5 Surface 

20 HLF-176245 Left 5 Surface 27 HLF-176245 Left 5 Surface 

21 HLF-176245 Right 5 Surface 28 HLF-176245 Right 5 Surface 

Control Control Control Control 

MTA Corporate Headquarters: 6840 Cross Bayou Drive Largo, FL 33777 0 Phone 727-548-8600 0 Fax 727-548-8622 

000091
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Section 1 

USP 797 Pharmacy 

Ante Room and IV Room Summary Reports 

000092



X

X

PO Number

X

X

X

or X

or X

or X

or X

X

X

Measured °F

Measured %Rh

Smoke Study Performed:

Visual confirmation that air flows in the direction designed for the type of room. X

HEPA Filter Leak Integrity Test:

*This test only performed on unidirectional / uniform rooms.

Recommended Temperature < 68° F

Recommended Relative Humidity 30 to 65%

Average Temperature and Relative Humidity:

Upstream concentration should be greater than 10µg/l and no leak greater than 0.01% when scanned.  (See Data Page for more information.)

59.3

61.7

Number of filters scanned 1

N/A

Fail N/A

Pass

Number of leaks detected 0

Number of leaks sealed N/A

Mean of Averages 3012 95% UCL 5236

Pass

Fail

Maximum number of .5 micron size particles allowed for ISO Class 8 3,520,000

"W.G. N/A

ISO Class Achieved

Ante Room Statistical Data 0 .5 micron Particles:

8

Pass

Fail

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

95% UCL is used to determine ISO classification when nine (9) or less particle count locations are taken. 

Maximum number of .5 micron size particles allowed for ISO Class 7 352,000 particles per cubic meter

N/A

particles per cubic meter

N/A

Fail N/Afpm

fpm Pass

FailPass

fpm Pass

"W.G. N/A

Fail N/AStatic Pressure or Velocity of IV to Ante Room 0.0268 "W.G. N/A fpm Pass

Minimum 0.02 inches positive to the outside area.  Minimum 40 fpm is required if utilizing displacement method.  

Pressure monitor Present?

Static Pressure or Velocity of Ante Room to Outside 0.0559 "W.G. N/A

Air Changes From PEC per hour

NO N/A

Pass Fail N/A

YES

Differential Pressure and/or Displacement Velocity:

Total Air Volume Supplied 243 CFM Total Number of Air Changes

Fail N/A

N/ATotal  Air Volume From PEC CFM

Fail N/A

Notes:

Phone Number (954) 389-1126 ext 105

Status

Pass

Operational

Fail

Minimum 30 air changes required for ISO 7 and 20 air changes for ISO 8

Meets USP 797 to Criteria Tested

Air Change Requirements:

at .5 micron

Address

Contact

Overall Status of Room
Technician

Class 8

Device ID # 3623

1999-E

per hour

The Ante Room does not meet the minimum requirement of 20 air changes.  The current volume of supply air is 243 CFM which provides only 15 air changes

15951 SW 41st Street Suite 500

City State Meets CETA CAG-003-2006 rev 2010 Pass N/A

Henry Hernandez Karen Hitchen

Davie, FL 33331

ANTE-ROOM SUMMARY
Date July 14, 2017

Report # 3699-1

15

Michael Klann

Customer Axelacare Davie ISO 14644-1 

Medical Technology Associates, Inc. 6840 Cross Bayou Drive Largo, FL  33777  Toll Free 877-569-8886  Fax 727-548-8622  www.MTAusa.com  000093

ANTE—ROOM SU MMARY 
Date my 1412017 MEDICAL TECHNOLOGY ASSOCIATES 
Repor1# 3699-1 

Device ID # 3623 
Technician Michael Klann 

era" Status 0 Room 
Customer Axelacare Davie ISO 14644-1 at .5 micron Status perational 
Address 15951 SW 41st Street Suite 500 
City State Davie, FL 33331 Meets CETA CAG-OOS—2006 rev 2010 |:| Pass |:| Fail |:| N/A 
Contact Henry Hernandez Karen Hitchen 
Phone Number (954) 389-1126 ext 105 Meets USP 797 to Criteria Tested |:| Pass |:| Fail |:| N/A 
PO Number 

Notes: The Ante Room does not meet the minimum requirement of 20 air changes The current volume of supply air is 243 CFM which provides only 15 air changes 

Air Chan e Re uirements: 
Minimum 30 air changes required for ISO 7 and 20 air changes for ISO 8 

Total Air Volume Supplied 243 CFM Total Number of Air Changes 15 per hour 

Total Air Volume From PEC CFM Air Changes From PEC per hour 

Di erential Pressure and or Displacement elocity: 
Minimum 0.02 inches positive to the outside area. Minimum 40 fpm is required if utilizing displacement method. 

Pressure monitor Present? 

Static Pressure or Velocity of Ante Room to Outside 0.0559 "WAG‘ or N/A fpm 
Static Pressure or Velocity of IV to Ante Room 0.0268 "WAG‘ or N/A fpm 

"W‘G‘ or N/A fpm 
"W‘G‘ or N/A fpm 

Ante Room Statistical Data micron Particles: 
95% UCL is used to determine ISO classification when nine (9) or less particle count locations are taken. 
Maximum number of .5 micron size particles allowed for ISO Class 7 352,000 
Maximum number of .5 micron size particles allowed for ISO Class 8 3,520,000 

ISO Class Achieved Mean of Averages 3012 95% UCL 5236 

PA ilter ea nte rity Test: 
Upstream concentration should be greater than 10ug/l and no leak greater than 0.01% when scanned. (See Data Page for more information.) 

Number of filters scanned 1 

Number of leaks detecied 0 

Number of leaks sealed MA 

A era eTemperature and Relati e umidity: 

Recommended Temperature < 68" F Measured 59.3 “F 

Recommended Relative Humidity 30 to 65% Measured 61.7 %Rh 

Smo e Study Per ormed: 
Visual confirmation that air flows in the direction designed for the type of room‘ 
‘This test only performed on unidirectional/ uniform rooms. 

|:| Pass |:| Fail |:| N/A 

|:| N/A 

|:| YES |:| NO |:] WA 

Pass Fail N/A 
Pass Fail N/A 
Pass Fail N/A 
Pass Fail N/A 

[Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger] 

particles per cubic meter 
particles per cubic meter 

|:| Pass |:| Fail |:| N/A 

l—I Pass |:| Fail |:] WA 

|:| Pass |:| Fail |:] WA 

Medical Technology Associates, Inc. 6840 Cross Bayou Drive Largo, FL 33777 Toll Free 877-569-8886 Fax 727-548-8622 www.MTAusa.com 000093



X

X

PO Number

X

X

or X

or X

X

X

X X

Measured °F

Measured %Rh

Smoke Study Performed:

Visual confirmation that air flows in the direction designed for the type of room. X

Upstream concentration should be greater than 10µg/l and no leak greater than 0.01% when scanned.  (See Data Page for more information.)

Recommended Relative Humidity 30 to 65%

Recommended Temperature < 68° F

Average Temperature and Relative Humidity:

HEPA Filter Leak Integrity Test:

Number of leaks detected 0

61.9

Pass Fail N/A

Fail N/A

Air Change Requirements:

58.2

Number of leaks sealed N/A

95% UCL

Number of filters scanned 3

ISO Class Achieved 7 Mean of Averages 412 1174 N/A

Pass

Pass Fail

N/A Pass Fail

95% UCL is used to determine ISO classification when nine (9) or less particle count locations are taken. 

Maximum number of .5 micron size particles allowed for ISO Class 7 352,000 particles per cubic meter

N/A

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)IV Room Statistical Data 0 .5 micron Particles:

Fail N/A

Static Pressure or Velocity of IV Room to Outside N/A "W.G. N/A fpm

Pressure monitor Present?

Pass Fail N/A

Static Pressure or Velocity of IV to Ante Room 0.0268 "W.G. N/A fpm Pass

78 per hour N/A

YES NO N/A

Pass Fail

Minimum 30 air changes required for ISO 7

Minimum 0.02 inches positive to the ante area or any other area.  Minimum 40 fpm is required if utilizing displacement method.

Differential Pressure and/or Displacement Velocity:

N/A

Total  Air Volume From PEC 1561 CFM Total Air Changes With PEC

Total Air Volume Supplied 1142 CFM Total Number of Air Changes 33 per hour

Notes:

Meets USP 797 to Criteria TestedPhone Number (954) 389-1126 ext 105 Pass Fail N/A

City State Davie, FL 33331 Meets CETA CAG-003-2006 rev 2010 Pass

Contact Henry Hernandez

Address 15951 SW 41st Street Suite 500

Customer ID # 3623

Fail N/A

7 at .5 micron Status Operational

Overall Status of Room
Technician Michael Klann

Customer Axelacare Davie ISO 14644-1 1999-E Class

Report # 3699-1

IV / BUFFER ROOM SUMMARY
Date July 14, 2017

Medical Technology Associates, Inc. 6840 Cross Bayou Drive Largo,  FL  33777  Toll Free 877-569-8886  Fax 727-548-8622  www.MTAusa.com 000094

|V / BUFFER ROOM SUMMARY 
Date my 14' 2017 MEDICAL TECHNOLOGY ASSOCIATES 
Repod # 3699-1 

Customer ID # 3623 
Technician Michael Klann 

era" Status 0 Room 
Customer Axelacare Davie ISO 14644-1 Class at .5 micron Status perational 
Address 15951 SW 41st Street Suite 500 
City State Davie, FL 33331 Meets CETA CAG-OOS—2006 rev 2010 |:| Pass |:| Fail |:| N/A 
Contact Henw Hernandez 
Phone Number (954) 389-1126 ext 105 Meets USP 797 to Criteria Tested |:| Pass |:| Fail |:| N/A 
PO Number 

Notes: 

Air Chan e Re uirements: 
Minimum 30 air changes required for ISO 7 

Total Air Volume Supplied 1142 CFM 

Total Air Volume From PEG 1561 CFM 

Di erential Pressure and or Displacement elocity: 
Minimum 0.02 inches positive to the ante area or any other area. Minimum 40 fpm is required if utilizing displacement method. 

Pressure monitor Present? 

Static Pressure or Velocity of IV to Ante Room 0.0268 "WAG‘ or N/A 
Static Pressure or Velocity of IV Room to Outside N/A "WAG‘ or N/A 

N/A 

Total Number of Air Changes 33 

Total Air Changes With PEC 78 

per hour 

per hour 

fpm 
fpm 

|:| Pass |:| Fail |:| N/A 

|:] WA 

|:| YES |:| NO |:| N/A 

Pass Fail N/A 
Pass Fail N/A 
Pass Fail N/A 

Room Statistical Data micron Particles: 
95% UCL is used to determine ISO classification when nine (9) or less particle count locations are taken. 
Maximum number of .5 micron size particles allowed for ISO Class 7 352,000 

ISO Class Achieved Mean of Averages 412 95% UCL 

PA ilter ea nte rityTest: 

1174 

[Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger] 

particles per cubic meter 

Upstream concentration should be greater than 10ug/l and no leak greater than 0.01% when scanned. (See Data Page for more information.) 

Number of filters scanned 3 
Number of leaks detecied 0 

Number of leaks sealed MA 

A era eTemperature and Relati e umidity: 

Recommended Temperature < 68" F Measured 61.9 “F 

Recommended Relative Humidity 30 to 65% Measured 58.2 %Rh 

Smo e Study Per ormed: 
Visual confirmation that airflows in the direction designed for the type of room‘ 

Medical Technology Associates, Inc. 6840 Cross Bayou Drive Largo, FL 33777 Toll Free 877-569-8886 Fax 727-548-8622 www.MTAusa.com 

|:| Pass |:| Fail |:| N/A 

l—I Pass |:| Fail |:] WA 

|:| Pass |:| Fail |:| N/A 
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Section 2 

USP 797 Pharmacy 

Report Data Inludes Calibration Data 
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/

/

/

Room Area in square feet ft² ft²

Room Area in square meters (m²) m²

Room Volume in cubic feet (ft³) ft³

Number of Sampling Locations √m² rounded up

Room Area in square feet ft² ft²

Room Area in square meters (m²) m²

Room Volume in cubic feet (ft³) ft³

Number of Sampling Locations

ISO Class 

X

L W D

L W D

L W D

L W D

L W D

L W D

L W D

July 14, 2017 Time 8:20 AM

5

5236

4

3012

Room Dimensions recorded in inches

Ante Room

7.0

L

Calculated CFM

7.0

3

0.0

HEPA Filter # / Diffuser

1

HEPA Filter # / Diffuser

2

K Factor

168

HEPA Filter # / Diffuser 1

Mean of Averages 7

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

W

Mean of Averages 

231.00

Calculations

198 108

95% UCL

HEPA Filter # / Diffuser

Location

HEPA Filter # / Diffuser

24

Sqft.

7.0

H

24 48

7.0

Direct Measurement Method

Location

HEPA Filter # / Diffuser

(K-Factor = measured cfm/calculated cfm)

City State Davie, FL 33331

Ante Room Particle Count Statistical Data

W H

Room Dimensions recorded in inches
L

Axelacare Davie

Technician Michael Klann

Customer ID#

9.75

90 105.00108168

ANTE ROOM DIMENSIONS AND PARTICLE COUNT STATISTICAL DATA

945.00

Calculations

(Length (in) X width (in)) x 1 ft²/144 in²

Non-applicable

area (ft²) x 1 m²/10.764 ft²

21.46

IV ROOM DIMENSIONS AND PARTICLE COUNT STATISTICAL DATA

ISO Class 8

924

(Length (in) X width (in)) x 1 ft²/144 in²

Standard Dev

√m² rounded up

area (ft²) x 1 m²/10.764 ft²

(Length (in) X width (in) x Height (in) x 1 ft³/1728 in³

IV Room Particle Count Statistical Data

1174

AIR SUPPLY  VOLUME MEASUREMENT DATA

CFM

Calculate K factor for a filter when DIM cannot be measured: HEPA filter #

Standard Err. N/A

224

CLEANROOM INSPECTION  DATA

3699-1Report Number

15951 SW 41st Street Suite 500

Date

Address email address ehernandez@briovarxinfusion.com

3623

Customer

0.0

Filter Dimensions

48

24

24

IV Room
FPM

HEPA Filter # / Diffuser

450

CFM

48 468

243

Filter Dimensions

Measured FPM

K-factor 

Measured CFM

FPMK Factor

412

2079.00

HEPA Filter Face Area

95% UCL

Velgrid Measurement Method/Multi point array Single point / velometer method

48

0.0

Sqft.

Contact Henry Hernandez Karen Hitchen

Telephone (954) 389-1126 ext 105

KHitchen@briovarxinfusion.com

PO#

Non-applicable

1893Standard Dev N/AStandard Err.

(Length (in) X width (in) x Height (in) x 1 ft³/1728 in³

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

000096

CLEANROOM INSPECTION DATA 

MEPICAL TECHNOLOGY ASSOCIATES 
Date July 14, 2017 Time 8:20 AM 

Technician Michael Klann Report Number 3699-1 

Customer ID# 3623 Contact Henry Hernandez / Karen Hitchen 

Customer Axelacare Davie Telephone (954) 389-1126 ext 105 / 
Address 15951 SW Alst Street Suite 500 email address ehernandez@briovarxinfusion.com / KHitchenQbriova rxinfusion.com 

City State Davie, FL 33331 P016 

I ANTE ROOM DIMENSIONS AND PARTICLE COUNT STATISTICAL DATA 

Room Dimensions recorded in inches Non-applicable 

L W H Calculations 

168 90 108 Room Area in square feet ft2 10500 ft2 (Length (in) X width (in)) x 1ft1/144inZ 
Room Area in square meters (m2) 975 m2 area (ft1)x 1 mZ/10.764 ftZ 

Room Volume in cubic feet (fta) 94500 ft3 (Length (in) X width (in) x Height (in) x 1 ft3/1728 in3 

NumberofSampling Locations 4 \Im2 rounded up 

Ante Room Particle Count Statistical Data [Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger] 

ISO Class 8 Mean of Averages 3012 95% UCL 5236 Standard Dev 1893 Standard Err. N/A 

IV ROOM DIMENSIONS AND PARTICLE COUNT STATISTICAL DATA 

Room Dimensions recorded in inches Non-applicable 

L W H Calculations 

168 198 108 Room Area in square feet ft2 23100 ft2 (Length (in) X width (in)) x 1ft1/144inZ 
Room Area in square meters (mi) 2146 m2 area (ft1)x 1 mZ/10.764 ftZ 

Room Volume in cubic feet (fta) 2079‘00 ft3 (Length (in) X width (in) x Height (in) x 1 ft3/1728 in3 

Number of Sampling Locations 5 \Im2 rounded up 

IV Room Particle Count Statistical Data [Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger] 

ISO Class 7 Mean of Averages 412 95% UCL 1174 Standard Dev 924 Standard Err. N/A 

I AIR SUPPLY VOLUME MEASUREMENT DATA 

Direct Measurement Method IZI |:l Velgrid Measurement Method/Multi point array Single point/velometer method |:I 
Calculate K factor for a filter when DIM cannot be measured: HEPA filter $1 HEPA Filter Face Area Measured CFM Measured FPM 

(K-Factor = measured cfm/calculated cfm) Calculated CFM K-factor 

Ante Room 
Location Filter Dimensions Sqft. K Factor FPM CFM 

HEPA Filter#/ Diffuser 1 24 L 48 W D 70 243 

HEPA Filter#/ Diffuser L W D 00 

HEPA Filter#/ Diffuser L W D 00 

IV Room 
Location Filter Dimensions Sqft. K Factor FPM CFM 

HEPA Filter#/ Diffuser 1 24 L 48 W D 70 450 

HEPA Filter#/ Diffuser 2 24 L 48 W D 70 224 

HEPA Filter#/ Diffuser 3 24 L 48 W D 70 468 

HEPA Filter#/ Diffuser L W D 00 

000096
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Report Number 3699-1 

AIR CHANGE AND PRESSURE DATA 

Ante Room 
Room Volume 945 Supply Air Total 243 Air Changes Per minute 026 Air Changes Per Hour 15 

Total Air Volume from PEC Total Air changes Per hour with PEC El Non-applicable 

\lotes: Does not meet requirements 

IV Room 
Room Volume 2079 Supply Air Total 1142 Air Changes Per minute 055 Air Changes Per Hour 33 

Total Air Volume from PEC 1561 Total Air changes Per hour with PEC 78 El Non-applicable 

Notes: 

Pressure/Velocity Monitors Installed? EIVES |:| NO |:| N/A 

Pressure monitor Installed and Functioning? EIVES |:|NO |:| N/A 

Static Pressure Ante to Outside 0‘0559 "W.G‘ Static Pressure IV to Ante Room 002% "W.G. Static Pressure to Chemo N/A "W.G. 

Static Pressure to measured "W‘G. Static Pressure to measured "W.G. 

Static Pressure to measured "W.G. Static Pressure to measured "W.G. 

Displacement 

Displacement Average Ante Room to Outside N A 
MTA strongly discourages the use of displacement and curtains. If curtains are utilized spread the curtains at least 24" and 

Displacement Average IV room to Ante Room N A measure 48" above the floor complete a drawing and record the readings Any customers using curtains shall be advised 
to install a door and if needed low wall registers to allow for pressure adjustments” 

Displacement Average Ante Room to Chemo Room N/A 

I HEPA FILTER INTEGRITY TEST 
(HEPA filters should be integrity tested at each certification with a minimum upstream challenge concentration of 10 micrograms per liter.) 

I Ante Room 
Upstream Challenge Location Calculated Measured challenge 

Challenge Before After Leak Detected Leak Sealed 
HEPA Filter# 1 Return in IV Room 15 | IYes | |No | IYes | |No | IFaiI 

I IYes I |No I IYes I |No I IFaiI 

I IYes No Yes No Fail 

IV Room 
Upstream Challenge Location Calculated Measured challenge 

Challenge Before After Leak Detected Leak Sealed 
HEPA Filter# 1 Return in IV Room 15 | IYes | |No | IYes | |No | IFaiI 

HEPA Filter# 2 Return in IV Room 15 | IYes | |No | IYes | |No | |Fai| 

HEPA Filter# 3 Return in IV Room 15 
| IYes | |No | IYes | |No | |Fai| 

I IYes I |No I IYes I |No I IFaiI 

000097



Report Number 3699-1 

ADD1' NA DATA 

Average Noise Level N/A dBA Average Temperature N/A “F Average Relative Humidity Level N/A %Rh 

Ceiling tiles sealed down/gasketed? I:|YES |:| NO |:| N/A 

Floors have coved edges and corners? EIYES |:| NO I: N/A 

Drawing of room complete? 

Profile of Viable Sample Locations Complete? 

Profile of Particle Count Locations Complete? 

Profile of Room HEPA Filters, Leak/Patches and challenge induction points complete? 

Profile of Room Pressures Complete? 

Profile of Room Air Supply/ Return Complete? 

Profile ofTemperature and Humidity Readings Complete? 

|:|YES 
|:|YES 
|:|YES 
|:|YES 
|:|YES 
|:|YES 
|:|YES 

DDDDDDD 

NO 

NO 

NO 

NO 

NO 

NO 

NO 

DDDDDDD 

MA 

MA 

MA 

MA 

MA 

MA 

MA 

000098



Calibration Date

daily

B30120

C101839

daily

Buck

daily

B30120

Buck C101736

daily

Balometer

Air Volume Capute hood

EBT731631009

2290

Air Sampler

Jul-16 26-Jul-17EBT 730Alnor/TSI

Air Sampler

Equipment

Particle Counter 117734

9565P1416020

Aug-16 Aug-17PH-4

Nov-16 Nov-179565-P

Dec-17

Model #

LasairIII_310C

Serial #Manufacturer

Particle Measurement Systems

Largo, FL  33777

6840 Cross Bayou Drive

Medical Technology Associates, Inc.

CALIBRATION DATA

 TSI

Tech Services

Thermal Anemometer

Photometer

Calibration Due

Dec-16

Fax:  727-548-8622

Technician Michael Klann

The list below is a list of the equipment that the MTA technician has on hand for use while performing work at your facility.  Some of the equipment may or may not have been 

utilized.  All instruments are calibrated by the manufacturer or other qualified vendor at least on an annual basis.  All the instruments have been calibrated using Calibration 

Standards which are NIST (National Institute of Standards and Technology) traceable.  If you need copies of the actual calibration certificate please contact our corporate office at:  

(877) 569-8886 or corp@mtausa.com

Toll Free: 877-569-8886

000099

W 
MEDICAL TECHNOLOGY ASSOCIATES 

Medical Technology Associates, Inc. 

6840 Cross Bayou Drive 

Largo, FL 33777 

Toll Free: 877—569—8886 

Fax: 727—548—8622 

The list below is a list of the equipment that the MTA technician has on hand for use while performing work at your facility. Some of the equipment may or may not have been 

utilized. A|| instruments are calibrated by the manufacturer or other qualified vendor at least on an annual basis. All the instruments have been calibrated using Calibration 

Standards which are NIST (National Institute of Standards and Technology) traceable. If you need copies of the actual calibration certificate please contact our corporate office at: 

(877) 569—8886 or corp@mtausa.com 

Technician Michael Klann 

CALIBRATION DATA 

Equipment Manufacturer Model # Serial # Calibration Date Calibration Due 

Particle Counter Particle Measurement Systems Lasair|||_310C 117734 Dec—16 Dec—17 

Thermal Anemometer TSI 9565—P 9565P1416020 Nov—16 Nov—17 

Photometer Tech Services PH—4 2290 Aug—16 Aug—l7 

Balometer Alnor/TSI EBT 730 EBT731631009 Jul—16 26—Jul—17 

Air Volume Capute hood 

Air Sampler Buck B30120 C101736 daily daily 
Air Sampler Buck B30120 C101839 daily daily 

000099



Section 3 

USP 797 Pharmacy 

Hood Reports 

000100



Overall Status X

X

/

/

Readings taken at X

X

X

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

X

X

X

X

Induction Leak and Backstreaming Test Induction Leak /  Backstreaming Test

Verifies that the device prevents particle intrusion into the clean space by induction 

through joints or Backstreaming from workspace openings.

Pass Fail N/A

Smoke Test Smoke Test

Visual Verification that the laminarity of the air is undisturbed by items in the hood 

and activities in the room (cross drafts).  Under Dynamic Conditions

Pass Fail N/A

Number of leaks Detected mltpl HEPA Filter Integrity Test

Number of leaks Sealed N/A Pass Fail N/A

N/A

HEPA Filter Leak Test

Adequate challenge concentration between 10 and 90 micrograms per liter.  No leak 

should exceed 0.01% when scanned.

Upstream Concentration N/A

Calculated Upstream Concentration 21

ISO Class Achieved 5 Pass Fail

Particulate Matter Profile

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is 

3520 particles per cubic meter
Average 0 95% UCL 0 Particle Counts

N/AHigh 78 Low 106 High FailPassIndividual Readings 73 Low 110

fpm. 100 fpm. Supply Velocity Pass Fail

6" 

92

12" from diffuser

fpm. N/A

Individual point readings should be within +/-  20%.

Recorded Low and High Values Uniformity

Supply Velocity 80

Supply Air Velocity 

Notes: The HEPA filter has multiple leaks.  The Filter needs to be replaced.  MTA will provide a quote to remove and replace the HEPA Filter.

The pre=filters located on top the hood need to be cleaned or replaced.

Supply HEPA Filter Magnehelic Gauge Reading 0.70" W.C.

ACCEPTANCE CRITERIA FINAL RESULTS

Supply Air Velocity Profile

Min Max

PO Number Serial Number HLF72298

Device Location IV Room

Air Science

Telephone (954) 389-1126 ext 105 Model HLF-72

Contact Henry Hernandez Karen Hitchen Manufacturer

Address 15951 SW 41st Street Suite 500

City State Davie, FL 33331 Device ID# 3623-72298

Fail

Technician Michael Klann

Customer Axelacare Davie Requires Attention

Laminar Flow Hood Certification 
Report

Date July 14, 2017

Report # 3699-2 Pass

Medical Technology Asscoiates
 6840 Cross Bayou Drive

 Largo, FL  33777

Phone:  (877) 569-8886

Fax:  727-548-8622   
000101

Laminar Flow Hood Certification Y A 7 
Report

' 

MEDICAL TECHNOLOGY ASSOCIATES 
Date July 14, 2017 

Report # 3699-2 erall Status E] Pass |:| ail 
Technician Michael Klann 

Customer Axelacare Davie E] Re uires Attention 
Address 15951 SW 41st Street Suite 500 

City State Davie, FL 33331 Device ID# 3623-72298 

Contact Henry Hernandez / Karen Hitchen Manufacturer Air Science 

Telephone (954) 389-1126 ext 105 / Model HLF-72 

PO Number Serial Number HLF72298 

Device Location IV Room 

Notes: The HEPA filter has multiple leaks‘ The Filter needs to be replaced‘ MTA will provide a quote to remove and replace the HEPA Filter‘ 

The pre=fi|ters located on top the hood need to be cleaned or replaced‘ 

Supply HEPA Filter Magnehelic Gauge Reading 070" W‘C‘ 

ACC PTANC CR T R A :— NA R 3 T3 1 
Supply Air elocity Pro ile 

: : 
Min Max Readings taken at El 6" El 12" from diffuser I Supply Air elocity I 

Supply Velocity 80 fpm. 100 fpm. Supply Velocity 92 fpm. I Pass Fail |:| MA I 

l I 

Individual point readings should be within +/- 20%. 
_ 

: : Recorded Low and Hugh Values 
I 

ni ormity
I 

Individual Readings 73 Low 110 High 78 Low 106 High 
I |:| Pass |:| Fail |:| MA

I 

Particulate atter Pro ile (Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger) 
: : 

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is Average 0 95% UCL 0 
I Particle Counts I 

3520 particles per cubic meter — 
I I 

ISO Class Achieved 
: 

|:| Pass |:| Fail |:| N/A
: 

PA ilter ea Test 
: : 

Adequate challenge concentration between 10 and 90 micrograms per liter. No leak Upstream Concentration N/A I I 

“add exceed 001% Whe“ seamed Calculated Upstream Concentration 21 
: : 

Number of leaks Detected mltEI I PA ilter nte rity Test I 

Number of leaks Sealed N/A I El Pass El Fail El N/A I 

| I 
Smo eTest | Smo e Test | 

| I 
Visual Verification that the laminarity of the air is undisturbed by flems in the hood I D Pass |:| Fail |:| MA I 

and activities in the room (cross drafts). nder Dynamic Conditions 
I I 

l I 

. . | . . I 
nductlon ea and ac streamm Test 

I 
nductlon ea ac streamm Test

I 

Verifies that the device prevents particle intrusion into the clean space by induction 
: |:| Pass El Fail |:| N/A

: through joints or Backstreaming from workspace openings. 
L J 

6840 Cross Bayou Drive Phone: (877) 569—8886 

Medical Technology Asscoiates Lar 0, FL 33777 Fax: 727—5 — g WW



Report Number 3699—2 

Page 2 of 2 

NSF CT N DATA 

uipment Data 

Supply HEPA Filter Pre-Filter 

1. FilterSize ( 1 ) 24 X 72 X 6 ( 3 ) 16 X 20 X 1 

2. Supply Area 10.69 sq.ft. ( ) X X 

3. Supply Velocity 92 fpm. 
4. Volume 981 cfm. 

Supply elocity Pro ile 

88 87 96 78 94 92 

98 89 102 101 90 101 

94 82 80 85 88 106 

Supply Velocity Average 92 

PA ilter nte rity Test Particulate alter Pro ile 

#1 #2 #3 

Multiple Leaks 0 0 0 

x x XX 

x x 

SUMMARY 

MTA warrants that this air system was tested under the requirements as set forth in the following applicable standard(s): 

El CAG——003—2006 v 11 El |ES-RP-CC-002.3 Unidirectional-Flow, Clean-Air Devices DOwners Specifications 

El Manufacturer‘s Specifications El ISO 14644- _1999 (E); Class _ at um size particle, Status perational Dynamic 

Status of System after Inspection: 

El Certified to the Above Applicable Standard(s). El Undergoing Corrective Action by MTA. 

El Does not meet the Above Applicable Standard(s). |:||t is Recommended that this System be Corrected by the Owner Prior to any Additional 
Testing. 

CERTIFICATE OF INSPECTION' expires _ months from date of issue. 

6840 Cross Bayou Drive Phone: (877) 569—8886 

Medical Technology Asscoiates Largo, FL 33777 Fax: 727_5%%8?6§



Overall Status X

/

/

Readings taken at X

X

X

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

X

X

X

X

Pass Fail

Technician Michael Klann

Laminar Flow Hood Certification 
Report

Date July 14, 2017

Report # 3699-3

3623-72299

Customer Axelacare Davie Requires Attention

Address 15951 SW 41st Street Suite 500

Contact Henry Hernandez Karen Hitchen Manufacturer

City State Davie, FL 33331 Device ID#

PO Number Serial Number HLF72299

Air Science

Telephone (954) 389-1126 ext 105 Model HLF-72

Device Location IV Room

Supply Air Velocity 

Notes:

The pre-filters located on top the hood need to be cleaned or replaced.

Supply HEPA Filter Magnehelic Gauge Reading 0.70" W.C.

ACCEPTANCE CRITERIA FINAL RESULTS

Supply Air Velocity Profile

Min Max 6" 

93

12" from diffuser

fpm. N/A

Individual point readings should be within +/-  20%.

Recorded Low and High Values Uniformity

Supply Velocity 80 fpm. 100 fpm. Supply Velocity

Individual Readings 74 Low 111

Pass Fail

Fail N/AHigh 77 Low 109 High Pass

Particulate Matter Profile

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is 

3520 particles per cubic meter
Average 0

Fail

Particle Counts

N/APass

95% UCL 0

HEPA Filter Leak Test

Adequate challenge concentration between 10 and 90 micrograms per liter.  No leak 

should exceed 0.01% when scanned.

Upstream Concentration N/A

Calculated Upstream Concentration 20

5ISO Class Achieved

Number of leaks Detected 0 HEPA Filter Integrity Test

Number of leaks Sealed N/A Pass Fail N/A

Smoke Test Smoke Test

Visual Verification that the laminarity of the air is undisturbed by items in the hood 

and activities in the room (cross drafts).  Under Dynamic Conditions

Pass Fail N/A

Induction Leak and Backstreaming Test Induction Leak /  Backstreaming Test

Verifies that the device prevents particle intrusion into the clean space by induction 

through joints or Backstreaming from workspace openings.

Pass Fail N/A

Medical Technology Asscoiates
 6840 Cross Bayou Drive

 Largo, FL  33777

Phone:  (877) 569-8886

Fax:  727-548-8622   
000103

Laminar Flow Hood Certification \—A/' 
Report 

TECHNOLOGY ASSOCIATES 
Date July 14, 2017 

Report # 3699-3 erall Status E] Pass |:| ail 
Technician Michael Klann 

Customer Axelacare Davie E] Re uires Attention 
Address 15951 SW 41st Street Suite 500 

City State Davie, FL 33331 Device ID# 3623-72299 

Contact Henry Hernandez / Karen Hitchen Manufacturer Air Science 

Telephone (954) 389-1126 ext 105 / Model HLF-72 

PO Number Serial Number HLF72299 

Device Location IV Room 

Notes: 

The pre-filters located on top the hood need to be cleaned or replaced‘ 

Supply HEPA Filter Magnehelic Gauge Reading 070" W‘C‘ 

ACC PTANC CR T R A :— NA R 3 T3 1 
Supply Air elocity Pro ile 

: : 
Min Max Readings taken at El 6" El 12" from diffuser I Supply Air elocity I 

Supply Velocity 80 fpm. 100 fpm. Supply Velocity 93 fpm. I Pass Fail El MA I 

l I 

Individual point readings should be within +/- 20%. 
_ 

: : Recorded Low and Hugh Values 
I 

ni ormity
I 

Individual Readings 74 Low 111 High 77 Low 109 High 
I |:| Pass |:| Fail |:| MA

I 

Particulate atter Pro ile (Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger) 
: : 

Maximum number of .5 micron size 'particles anq above allowed for ISO Class 5 is Average 0 95% UCL 0 
I Particle Counts I 

3520 particles per CUbIC meter — 
I I 

ISO Class Achieved 
: 

|:| Pass |:| Fail |:| N/A
: 

PA ilter ea Test 
: : 

Adequate challenge concentration between 10 and 90 micrograms per liter. No leak Upstream Concentration N/A I I 

smu'd exceed 001% Whe“ seamed Calculated Upstream Concentration 20 
: : 

Number of leaks Detected 0 I PA ilter nte rity Test I 

Number of leaks Sealed N/A I El Pass El Fail El N/A I 

| I 
Smo eTest | Smo e Test | 

| I 
Visual Verification that the laminarity of the air is undisturbed by flems in the hood I D Pass |:| Fail |:| MA I 

and activities in the room (cross drafts). nder Dynamic Conditions 
I I 

l I 

. . | . . I 
nductlon ea and ac streamm Test 

I 
nductlon ea ac streamm Test

I 

Verifies that the device prevents particle intrusion into the clean space by induction 
: |:| Pass El Fail |:| N/A

: through joints or Backstreaming from workspace openings. 
L J 

6840 Cross Bayou Drive 
Medical Technology Asscoiates Largo, FL 33777 

Phone: (877) 569—8886 

Fax: 727—545%—8?5§



Report Number 3699—3 

Page 2 of 2 

NSF CT N DATA 

uipment Data 

Supply HEPA Filter Pre-Filter 

1. FilterSize ( 1 ) 24 x 72 x 6 ( 3 ) 14 x 21.5 x 1 

2. Supply Area 10.69 sq.ft. ( ) X X 

3. Supply Velocity 93 fpm. 
4. Volume 989 cfm. 

Supply elocity Pro ile 

109 93 107 105 97 95 

105 79 77 104 80 89 

97 95 79 85 78 91 

Supply Velocity Average 93 

PA ilter nte rity Test Particulate alter Pro ile 

#1 #2 #3 

Zero Leaks 0 0 0 

SUMMARY 

MTA warrants that this air system was tested under the requirements as set forth in the following applicable standard(s): 

El CAG——003—2006 v 11 El |ES-RP-CC-002.3 Unidirectional-Flow, Clean-Air Devices DOwners Specifications 

El Manufacturer‘s Specifications El ISO 14644- _1999 (E); Class _ at um size particle, Status perational Dynamic 

Status of System after Inspection: 

El Certified to the Above Applicable Standard(s). El Undergoing Corrective Action by MTA‘ 

|:| Not Certified to the Above Applicable Standard(s). |:||t is Recommended that this System be Corrected by the Owner Prior to any Additional 
Testing. 

CERTIFICATE OF INSPECTION' expires _ months from date of issue. 

6840 Cross Bayou Drive Phone: (877) 569—8886 

Medical Technology Asscoiates Largo, FL 33777 Fax: 727.5%%8?6i



Overall Status X

/

/

Readings taken at X

X

X

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

X

X

X

X

Induction Leak and Backstreaming Test Induction Leak /  Backstreaming Test

Verifies that the device prevents particle intrusion into the clean space by induction 

through joints or Backstreaming from workspace openings.

Pass Fail N/A

Smoke Test Smoke Test

Visual Verification that the laminarity of the air is undisturbed by items in the hood 

and activities in the room (cross drafts).  Under Dynamic Conditions

Pass Fail N/A

HEPA Filter Integrity Test

Number of leaks Sealed N/A Pass Fail N/A

HEPA Filter Leak Test

Adequate challenge concentration between 10 and 90 micrograms per liter.  No leak 

should exceed 0.01% when scanned.

Upstream Concentration N/A

Calculated Upstream Concentration

Number of leaks Detected 0

13

Particle Counts

ISO Class Achieved 5 Pass Fail N/A

95% UCL 0

Particulate Matter Profile

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is 

3520 particles per cubic meter
Average 0

Low 103 High Pass Fail N/AIndividual Readings 76 Low 113 High 87

Pass Fail N/A

Individual point readings should be within +/-  20%.

Recorded Low and High Values Uniformity

Supply Velocity 80 fpm. 100

FINAL RESULTS

fpm. Supply Velocity

Supply Air Velocity Profile

Min Max 6" 

94

12" from diffuser

fpm.

PO Number Serial Number 172875022216

Supply Air Velocity 

Notes:

                           Supply HEPA Filter Magnehelic Gauge Reading 0.60" W.C.

ACCEPTANCE CRITERIA

Device Location IV Room

Contact Henry Hernandez Karen Hitchen Manufacturer NuAire

Telephone (954) 389-1126 ext 105 Model NU-301-636

Address 15951 SW 41st Street Suite 500

City State Davie, FL 33331 Device ID# 3623-172875

Technician Michael Klann

Customer Axelacare Davie Requires Attention

Pass

Laminar Flow Hood Certification 
Report

Date July 14, 2017

Report # 3699-4 Fail

Medical Technology Asscoiates
 6840 Cross Bayou Drive

 Largo, FL  33777

Phone:  (877) 569-8886

Fax:  727-548-8622   
000105

Laminar Flow Hood Certification 
Report 

TECHNOLOGY ASSOCIATES 
Date July 14, 2017 

Report # 3699-4 erall Status E] Pass |:| ail 
Technician Michael Klann 

Customer Axelacare Davie E] Re uires Attention 
Address 15951 SW 41st Street Suite 500 

City State Davie, FL 33331 Device ID# 3623-172875 

Contact Henry Hernandez / Karen Hitchen Manufacturer NuAire 

Telephone (954) 389-1126 ext 105 / Model NU-301-636 

PO Number Serial Number 172875022216 

Device Location IV Room 

Notes: 

Supply HEPA Filter Magnehelic Gauge Reading 060" W‘C‘ 

ACC PTANC CR T R A :— NA R 3 T3 1 
Supply Air elocity Pro ile 

: : 
Min Max Readings taken at El 6" El 12" from diffuser I Supply Air elocity I 

Supply Velocity 80 fpm. 100 fpm. Supply Velocity 94 fpm. I Pass Fail MA I 

l I 

Individual point readings should be within +/- 20%. 
I I 

Recorded Low and High Values 
: 

ni ormity
: 

Individual Readings 76 Low 113 High 87 Low 103 High 
I 

Pass |:| Fail |:| MA
I 

Particulate atter Pro ile (Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger) 
: : 

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is Average 0 95% UCL 0 
I Particle Counts I 

3520 particles per cubic meter — — 
I I 

ISO Class Achieved 
: 

|:| Pass |:| Fail |:| N/A
: 

PA ifler ea Test 
: : 

Adequate challenge concentration between 10 and 90 micrograms per liter. No leak Upstream Concentration N/A I I 

smu'd exceed 001% Whe“ seamed Calculated Upstream Concentration 13 
: : 

Number of leaks Detected 0 I PA ilter nte rity Test I 

Number of leaks Sealed N/A I El Pass Fail N/A I 

| I 
Smo eTest | Smo e Test | 

| I 
Visual Verification that the laminarity of the air is undisturbed by flems in the hood I D Pass |:| Fail |:| MA I 

and activities in the room (cross drafts). nder Dynamic Conditions 
I I 

l I 

. . | . . I 
nductlon ea and ac streamm Test 

I 
nductlon ea ac streamm Test

I 

Verifies that the device prevents particle intrusion into the clean space by induction 
: |:| Pass El Fail |:| N/A

: through joints or Backstreaming from workspace openings. 
L J 

Medical Technology Asscoiates 
6840 Cross Bayou Drive 

Largo, FL 33777 

Phone: (877) 569—8886 

Fax: 727—545%—8?5%



Report Number 3699—4 

Page 2 of 2 

NSF CT N DATA 

uipment Data 

Supply HEPA Filter Pre-Filter 

1. FilterSize ( 1 ) 36 X 72 X 6 ( 2 ) 24 X 30 X 1 

2. Supply Area 16.53 sq.ft. ( ) X X 

3. Supply Velocity 94 fpm. 
4. Volume 1561 cfm. 

Supply elocity Pro ile 

90 93 90 96 92 89 

95 89 87 101 92 89 

100 103 96 98 99 101 

Supply Velocity Average 94 

PA ilter nte rity Test Particulate alter Pro ile 

#1 #2 #3 

Zero Leaks 0 0 0 

SUMMARY 

MTA warrants that this air system was tested under the requirements as set forth in the following applicable standard(s): 

El CAG——003—2006 v 11 El |ES-RP-CC-002.3 Unidirectional-Flow, Clean-Air Devices DOwners Specifications 

El Manufacturer‘s Specifications El ISO 14644- _1999 (E); Class _ at um size particle, Status perational Dynamic 

Status of System after Inspection: 

El Certified to the Above Applicable Standard(s). El Undergoing Corrective Action by MTA‘ 

|:| Not Certified to the Above Applicable Standard(s). |:||t is Recommended that this System be Corrected by the Owner Prior to any Additional 
Testing. 

CERTIFICATE OF INSPECTION' expires _ months from date of issue. 

6840 Cross Bayou Drive Phone: (877) 569—8886 

Medical Technology Asscoiates Largo, FL 33777 Fax: 727.5%%8?6é



Overall Status X

/

/

Readings taken at X

X

X

(Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger)

X

X

X

X

Induction Leak and Backstreaming Test Induction Leak /  Backstreaming Test

Verifies that the device prevents particle intrusion into the clean space by induction 

through joints or Backstreaming from workspace openings.

Pass Fail N/A

Smoke Test Smoke Test

Visual Verification that the laminarity of the air is undisturbed by items in the hood 

and activities in the room (cross drafts).  Under Dynamic Conditions

Pass Fail N/A

HEPA Filter Integrity Test

Number of leaks Sealed N/A Pass Fail N/A

HEPA Filter Leak Test

Adequate challenge concentration between 10 and 90 micrograms per liter.  No leak 

should exceed 0.01% when scanned.

Upstream Concentration N/A

Calculated Upstream Concentration

Number of leaks Detected 0

20

Particle Counts

ISO Class Achieved 5 Pass Fail N/A

95% UCL 0

Particulate Matter Profile

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is 

3520 particles per cubic meter
Average 0

Low 104 High Pass Fail N/AIndividual Readings 76 Low 114 High 87

Pass Fail N/A

Individual point readings should be within +/-  20%.

Recorded Low and High Values Uniformity

Supply Velocity 80 fpm. 100

FINAL RESULTS

fpm. Supply Velocity

Supply Air Velocity Profile

Min Max 6" 

95

12" from diffuser

fpm.

PO Number Serial Number 176245092216

Supply Air Velocity 

Notes:

                           Supply HEPA Filter Magnehelic Gauge Readings 0.60" W.C. and 0.50" W.C.

ACCEPTANCE CRITERIA

Device Location IV Room

Contact Henry Hernandez Karen Hitchen Manufacturer NuAire

Telephone (954) 389-1126 ext 105 Model NU S301-836

Address 15951 SW 41st Street Suite 500

City State Davie, FL 33331 Device ID# 3623-176245

Technician Michael Klann

Customer Axelacare Davie Requires Attention

Pass

Laminar Flow Hood Certification 
Report

Date July 14, 2017

Report # 3699-5 Fail

Medical Technology Asscoiates
 6840 Cross Bayou Drive

 Largo, FL  33777

Phone:  (877) 569-8886

Fax:  727-548-8622   
000107

Laminar Flow Hood Certification \—A/' 
Report 

MEDICAL TECHNOLOGY ASSOCIATES 
Date July 14, 2017 

Report # 3699-5 erall Status E] Pass |:| ail 
Technician Michael Klann 

Customer Axelacare Davie E] Re uires Attention 
Address 15951 SW 41st Street Suite 500 

City State Davie, FL 33331 Device ID# 3623476245 

Contact Henry Hernandez / Karen Hitchen Manufacturer NuAire 

Telephone (954) 389-1126 ext 105 / Model NU 8301-836 

PO Number Serial Number 176245092216 

Device Location IV Room 

Notes: 

Supply HEPA Filter Magnehelic Gauge Readings 0‘60" WC‘ and 050" W‘C‘ 

ACC PTANC CR T R A :— NA R 3 T3 1 
Supply Air elocity Pro ile I I 

. | . . | 
Min Max Readings taken at El 6" El 12" from diffuser I Supply AIr elocny I 

Supply Velocity 80 fpm. 100 fpm. Supply Velocity 95 fpm. I Pass Fail El MA I 

l I 

Individual point readings should be within +/- 20%. 
I I 

Recorded Low and High Values 
: 

ni ormity
: 

Individual Readings 76 Low 114 nh 87 Low 104 nh 
I |:| Pass |:| Fail |:| MA

I 

Particulate atter Pro ile (Particle counts taken at 1 minute sample time at 1 CFM and include 0.5 micron particles and larger) 
: : 

Maximum number of .5 micron size particles and above allowed for ISO Class 5 is Average 0 95% UCL 0 
I Particle Counts I 

3520 particles per cubic meter — 
I I 

ISO Class Achieved 
: 

|:| Pass |:| Fail |:| N/A
: 

PA ifler ea Test 
: : 

Adequate challenge concentration between 10 and 90 micrograms per liter. No leak Upstream Concentration N/A I I 

smu'd exceed 001% Whe“ seamed Calculated Upstream Concentration 20 
: : 

Number of leaks Detected 0 I PA ilter nte rity Test I 

Number of leaks Sealed N/A I El Pass El Fail El N/A I 

| I 
Smo eTest | Smo e Test | 

| I 
Visual Verification that the laminarity of the air is undisturbed by flems in the hood I D Pass |:| Fail |:| MA I 

and activities in the room (cross drafts). nder Dynamic Conditions 
I I 

l I 

nduction ea and ac streamin Test 
: 

nduction ea ac streamin Test
: 

Verifies that the device prevents particle intrusion into the clean space by induction 
: |:| Pass El Fail |:| N/A

: through joints or Backstreaming from workspace openings. 
L J 

6840 Cross Bayou Drive 
Medical Technology Asscoiates Largo, FL 33777 

Phone: (877) 569—8886 

Fax: 727—545%—8?5%



Report Number 3699—5 

Page 2 of 2 

NSF CT N DATA 

uipment Data 

Supply HEPA Filter Pre-Filter 

1. FilterSize ( 2 ) 36 X 48 X 6 ( 2 ) 24 X 30 X 1 

2. Supply Area 10.86 sq.ft. ( ) X X 

3. Supply Velocity 95 fpm. 
4. Volume 1034 cfm. 

Supply elocity Pro ile 

97 91 87 102 90 94 103 104 

90 94 91 94 94 101 99 100 

95 94 93 89 92 99 95 97 

Supply Velocity Average 95 

PA ilter nte rity Test Particulate alter Pro ile 

#1 #2 #3 

Zero Leaks 0 0 0 

SUMMARY 

MTA warrants that this air system was tested under the requirements as set forth in the following applicable standard(s): 

El CAG——003—2006 v 11 El |ES-RP-CC-002.3 Unidirectional-Flow, Clean-Air Devices DOwners Specifications 

El Manufacturer‘s Specifications El ISO 14644- _1999 (E); Class _ at um size particle, Status perational Dynamic 

Status of System after Inspection: 

El Certified to the Above Applicable Standard(s). El Undergoing Corrective Action by MTA‘ 

|:| Not Certified to the Above Applicable Standard(s). |:||t is Recommended that this System be Corrected by the Owner Prior to any Additional 
Testing. 

CERTIFICATE OF INSPECTION' expires _ months from date of issue. 

6840 Cross Bayou Drive Phone: (877) 569—8886 

Medical Technology Asscoiates Largo, FL 33777 Fax: 727.5%%8?6§
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Ambient ealthcare Da ie South uly 
IV Room 

HLF HLF 
Ante Room 

1) 2120 

1) 0 2) 0 3) 0 

2) 5723 

4) 35 5) 141 6) 2295 3) 1413 

HLF HLF 

4) 2791 

Particulate atter Pro ile 
Particle Counts are in particles per cubic meter microns 
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- BRIEF DESCRIPTION - 

 

Conflikt Detergent Disinfectant is a pre-diluted, ready-to-

use quaternary ammonium based disinfectant that 

exhibits antibacterial, antiviral, antifungal, mildewstat, 

and deodorizing capabilities.  It is especially formulated 

with surfactants for cleaning and sanitizing inanimate 

hard surfaces – glass, plastics, stainless steel, ceramics, 

laminates, etc.  Conflikt meets OSHA Bloodborne 

Pathogens Standard and approved by USDA. 

 

- USE PROTOCOL - 
 

Use Conflikt Detergent Disinfectant full strength to 

clean and sanitize areas where contamination is a 

problem: contaminated glass and plastic labware, 

bench tops, sinks, hoods, floors, walls, autoclaves, 

etc.  The detergent base offers excellent cleaning and 

free-rinsing properties.  An effective mildewstat, 

Conflikt may be used to clean walls and floors in 

humid, mildew-promoting environments – 

warehouses, production areas, etc.  Conflikt 

Detergent Disinfectant has a pleasant fresh odor well 

tolerated in work areas. 

 
- ACTIVE INGREDIENTS - 

 

n-Alkyl ( 60% C14, 30% C16, 5% C12, 5% C18) dimethyl 

benzyl ammonium chlorides………………………..0.105% 

n-Alkyl ( 68% C12, 32% C14) dimethyl ethylbenzyl 

ammonium chlorides …............................................0.105% 

Inert Ingredients …….……………………………99.790% 

 

-EFFICACY- 
Efficacy tests have demonstrated that the Conflikt 

Detergent Disinfectant formulation is an effective 

bactericide, virucide, and fungicide in the presence of 

organic soil (5% blood serum). 

 

TUBERCULOCIDAL ACTIVITY.  Conflikt 

exhibits disinfectant efficacy against Mycobacterium 

tuberculosis BCG (Mycobacterium bovis) in 5 

minutes at 20  Centigrade when used as directed on 

previously cleaned hard non-porous inanimate 

surfaces. 

 

VIRUCIDAL ACTIVITY.  Conflikt, when used 

on environmental, inanimate, non-porous surfaces, 

exhibits effective virucidal activity against: 

 
(10 minutes):  Canine Parvovirus, Hepatitis A Virus 

(HAV), Poliovirus Type 1 

( 5 minutes):  Hepatitis B Virus (HBV), Hepatitis C virus 

(HCV), Bovine Viral Diarrhea Virus (BVDV)    

(2 minutes):  Human Coronavirus, SARS associated 

Coronavirus, Avian Influenza A (strains H3N2 and H9N2) 

Kills pandemic 2009 H1N1 Influenza A virus 

(3 minutes):  Paramyxovirus (Mumps), Rhinovirus type 

39, Rotavirus  

(1 minute):  HIV-1 (associated with AIDS) 

(30 seconds):  Norovirus (Norwalk virus), Feline 

Calicivirus, Rabies virus      

 

BACTERICIDAL ACTIVITY.  When used as 

directed, Conflikt meets the requirements for hospital 

use and exhibits effective disinfectant activity 

(3 minute contact time) against the organisms:    

 
Pseudomonas aeruginosa,  Listeria monocytogenes  

Staphylococcus aureus,   Yersinia enterocolitica 

Escherchia coli (ATCC 11229) Enterococcus faeccium 

Escherchia coli O157:H7 Streptococcus pyogenes 

Corynebacterium ammoniagenes 

Salmonella (choleraesuis) enterica 

Salmonella (typhi) enterica  

 

ANTIBIOTIC-RESISTANT BACTERICIDAL 

ACTIVITY  
Methicillin resistant Staphylococcus aureus (MSRA) 

Vancomycin resistant Enterococcus faeclais (VRE) 

Vancomycin Intermediate resistant Staphylococcus 

aureus(VISA)  

Methicillin resistant Staphylococcus epidermis (MRSE) 

Community Associated Methicillin resistant Staphylococcus 

aureus (CA-MSRA) (NRS 123) Genotype USA400 

Community Associated Methicillin resistant Staphylococcus 

aureus (CA-MSRA) (NRS 384) Genotype USA300 
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Q) Decon 

- BRIEF DESCRIPTION - 

C (mflikt Detergent Dixinfectam ix 1: [Ire-diluted, ready-t0- 
uxe quaternary ammonium baxed dixinfectant that 
whibitx antibacterial, antiviral, antifungal, mildetat, 
and deodorizing capabilitiex. It ix expecially formulated 
with xurfacmntx for cleaning and xanitizing inanimate 
hard xurfacex — glam, plaxticx, xtainlexx xteel, ceramicx, 
laminatex, etc. C(mflikt meetx OSHA Bloodborne 
Pathogenx Standard and approved by USDA. 

- USE PROTOCOL - 

Use Conflikt Detergent Disinfectant full strength to 
clean and sanitize areas where contamination is a 

problem: contaminated glass and plastic labware, 
bench tops, sinks, hoods, floors, walls, autoclaves, 
etc. The detergent base offers excellent cleaning and 
free-rinsing properties. An effective mildewstat, 
Conflikt may be used to clean walls and floors in 
humid, mildew-promoting environments 7 

warehouses, production areas, etc. Conflikt 
Detergent Disinfectant has a pleasant fresh odor well 
tolerated in work areas. 

- ACTIVE INGREDIENTS - 

n-Alkyl (60% CM, 30% C15, 5% C12, 5% C13) dimethyl 
benzyl ammonium chlorides ............................. 0.105% 
n-Alkyl (68% C12, 32% CM) dimethyl ethylbenzyl 
ammonium chlorides 
Inert Ingredients ..... 

..0.105% 
99.790% 

-EFFICACY- 
Efficacy tests have demonstrated that the Conflikt 
Detergent Disinfectant formulation is an effective 
bactericide, virucide, and fungicide in the presence of 
organic soil (5% blood serum). 

TUBERCULOCIDAL ACTIVITY. Conflikt 
exhibits disinfectant efficacy against Mycobacterium 
tuberculosis BCG (Mycobacterium bovis) in 5 

minutes at 20° Centigrade when used as directed on 
previously cleaned hard non-porous inanimate 
surfaces. 

COW 
Detergent/Disinfectant 

Technical Data Sheet 
EPA Reg. No. 1 839-83-56 753 

VIRUCIDAL ACTIVITY. Conflikt, when used 

on environmental, inanimate, non-porous surfaces, 
exhibits effective virucidal activity against: 

(10 minutes): Canine Parvovirus, Hepatitis A Virus 
(HAV), Poliovirus Type 1 

( 5 minutes): Hepatitis B Virus (HBV), Hepatitis C virus 
(HCV), Bovine Viral Diarrhea Virus (BVDV) 
(2 minutes): Human Coronavirus, SARS associated 
Coronavirus, Avian Influenza A (strains H3N2 and H9N2) 
Kills pandemic 2009 HlNl Influenza A virus 

(3 minutes): Paramyxovirus (Mumps), Rhinovirus type 
39, Rotavirus 
(1 minute): HIV-1 (associated with AIDS) 
(30 seconds): Norovirus (Norwalk virus), Feline 
Calicivirus, Rabies virus 

BACTERICIDAL ACTIVITY. When used as 

directed, Conflikt meets the requirements for hospital 
use and exhibits effective disinfectant activity 
(3 minute contact time) against the organisms: 

Listeria monocytogenes 
Yersinia enterocolitica 
Enterococcusflzeccium 
Streptococcus pyogenes 

Pseudomonas aeruginosa, 
Staphylococcus aureus, 
Escherchia coli (ATCC 11229) 
Escherchia coli 01572H7 
Corynebacterium ammoniagenex 
Salmonella (choleraexuis) entering 
Salmonella (typhi) enterica 

ANTIBIOTIC-RESISTANT BACTERICIDAL 
ACTIVITY 
Methicillin resistant Staphylococcus aural: (MSRA) 
Vancomycin resistant Enterococcusflzeclais (VRE) 
Vancomycin Intermediate resistant Staphylococcus 
aureus( VISA) 
Methicillin resistant Staphylococcus epidermis (MRSE) 
Community Associated Methicillin resistant Staphylococcus 
aural: (CA-MSRA) (NRS 123) Genotype USA400 
Community Associated Methicillin resistant Staphylococcus 
aural: (CA-MSRA) (NRS 384) Genotype USA300 
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Kills HIV-1, HBV, and HCV on pre-cleaned 

environmental surfaces/objects previously soiled 

with blood/body fluids in healthcare setting 

(hospitals, nursing homes) or other settings in which 

there is an expected likelihood of soiling of inanimate 

surfaces/objects with blood or body fluids and in 

which the surfaces/objects likely to be soiled with 

blood or body fluids can be associated with the 

potential for transmission of Human 

Immunodeficiency Virus Type 1 (HIV-1) (associated 

with AIDS), Hepatitis B Virus (HBV) and Hepatitis  

C Virus (HCV). 

 
SPECIAL INSTRUCTIONS FOR CLEANING 

AND DECONTAMINATION AGAINST HIV-1 

HBV AND HCV ON SURFACES / OBJECTS 

SOILED WITH BLOOD/BODY FLUIDS: 

 

PERSONAL PROTECTION:  When handling 

items soiled with blood or body fluids use disposable 

latex gloves, gowns, masks, or eye coverings. 
 

CLEANING PROCEDURES.  Blood and other body 

fluids must be thoroughly cleaned from surfaces and 

objects before application of Conflikt. 

 
CONTACT TIME.  Allow surface to remain wet for HBV 

and HCV 5minutes, for HIV-1 1minute.   

 

DISPOSAL OF INFECTIOUS MATERIALS.  Blood 

and other body fluids should be autoclaved and disposed of 

according to local regulations for infectious waste disposal. 

 

- OSHA’S BLOOD BORNE PATHOGENS 

STANDARD - 

The current OSHA policy regarding acceptability of 

disinfectants use for this purpose (decontamination of work 

surfaces contaminated with blood or OPIM) is stated in the 

Inspection and Citation Guidelines following paragraph 

M.d. (1) (b) on page 34 of OSHA Instruction CPL 2-2, 

44C, “Enforcement Procedures for Occupational Exposure 

to Blood borne Pathogens Standard, 29 CFR 1910, 1030.”  

This policy indicates that products registered with the U.S. 

Environmental Protection Agency (EPA) with claims of 

tuberculocidal efficacy are considered “appropriate” for 

purposes of compliance with the standard and would 

therefore be acceptable for such use.” 

“OSHA continues to require the use of a tuberculocidal 

disinfection to clean up blood or body fluids.” 

Excerpts from OSHA letter:  ESchmidt  05-06-94 

 

FUNGICIDAL ACTIVITY.  Conflikt is 

fungicidal against the pathogenic fungus, 

Trichophyton mentagrophytes (Athlete’s Foot 

Fungus) when used as a directed on hard surfaces 

found in bathrooms, shower stalls, locker rooms, or 

other clean, non-porous, hard surfaces commonly 

contacted by bare feet. 

 
MILDEWSTAT.  To control mold and mildew on pre-

cleaned, hard, non-porous surfaces spray surface to be 

treated making sure to wet completely.  Let air dry.  Repeat 

application at weekly intervals or when mildew growth 

appears. 

 

- STORAGE AND DISPOSAL - 

Do not contaminate water, food, or feed by storage or 

disposal. 

 

STORAGE.  Store in a dry place no lower in temperature 

than 50°F or higher than 120°F.  The shelf life is one year. 

The expiration date can be found on the product 

 

CONTAINER DISPOSAL.  Do not reuse container. Rinse 

thoroughly and offer for recycling if available.  Do not 

reuse empty spray bottle except with refill bottle.  

. 

 

- PRECAUTIONARY STATEMENTS – 

KEEP OUT OF REACH OF CHILDREN  

CAUTION  

Hazards to humans and domestic animals.   
Causes moderate eye irritation.  Avoid contact with eyes or 

clothing.  Wash thoroughly with soap and water after 

handling.  In case of contact, immediately flush eyes or 

skin with plenty of water for at least 15 minutes.  If in eyes, 

or if swallowed, call a poison control center or doctor 

immediately for treatment advice.    Do not induce 

vomiting unless told to do so by the poison control center 

or doctor.   

 

NOTE TO PHYSICIAN.  Probable mucosal 

damage may contraindicate the use of gastric lavage. 
 

- PACKAGING – 

 

16 oz. (475 mL) Spray Pack / 12 per case 

32 oz. (950 mL) Trigger Spray / 6 per case 

64 oz. (1.9 L) Refill / 6 per case 

1 Gallon (3.8 L) Refill / 4 per case 

 

- CATALOG NUMBERS - 

 

Manufactured for:     Item  Cat. No. 

 

Decon Labs, Inc.       16 oz.      4101 

         32 oz.      4102 

         64 oz.     4103 

         1 Gal.      4104 

 

For Additional Technical Information call 

Decon Customer Service 

(800) 332-6647, or 

See our website at www.deconlabs.com 
 

 
®
Decon Labs, Inc.  Revised 12/12/2012 
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Conflikt® Detergent/Disinfectant Technical Data Sheet 

Kills HIV-1, HBV, and HCV on pre—cleaned 
environmental surfaces/objects previously soiled 
with blood/body fluids in healthcare setting 
(hospitals, nursing homes) or other settings in which 
there is an expected likelihood of soiling of inanimate 
surfaces/objects with blood or body fluids and in 
which the surfaces/objects likely to be soiled with 
blood or body fluids can be associated with the 
potential for transmission of Human 
Immunodeficiency Virus Type 1 (HIV-1) (associated 
with AIDS), Hepatitis B Virus (HBV) and Hepatitis 
C Virus (HCV). 

SPECIAL INSTRUCTIONS FOR CLEANING 
AND DECONTAMINATION AGAINST HIV-1 
HBV AND HCV ON SURFACES /OBJECTS 
SOILED WITH BLOOD/BODY FLUIDS: 

PERSONAL PROTECTION: When handling 
items soiled with blood or body fluids use disposable 
latex gloves, gowns, masks, or eye coverings. 

CLEANING PROCEDURES. Blood and other body 
fluids must be thoroughly cleaned from surfaces and 
objects before application of Conflikt. 

CONTACT TIME. Allow surface to remain wet for HBV 
and HCV Sminutes, for HIV-1 lminute. 

DISPOSAL OF INFECTIOUS MATERIALS. Blood 
and other body fluids should be autoclaved and disposed of 
according to local regulations for infectious waste disposal. 

- OSHA’S BLOOD BORNE PATHOGENS 
STANDARD - 

The current OSHA policy regarding acceptability of 
disinfectants use for this purpose (decontamination ofwork 
surfaces contaminated with blood or OPIM) is stated in the 
Inspection and Citation Guidelines following paragraph 
M.d. (1) (b) on page 34 of OSHA Instruction CPL 2-2, 
44C, “Enforcement Procedures for Occupational Exposure 
to Blood borne Pathogens Standard, 29 CFR 1910, 1030.” 
This policy indicates that products registered with the Us. 
Environmental Protection Agency (EPA) with claims of 
mberculocidal efficacy are considered “appropriate” for 
purposes of compliance with the standard and would 
therefore be acceptable for such use.” 
“OSHA continues to require the use of a mberculocidal 
disinfection to clean up blood or body fluids.” 

Excerpts/Mm OSHA letter: ESchmidt 05-06-94 

F UNGICIDAL ACTIVITY. Conflikt is 

fungicidal against the pathogenic fungus, 
T richophyton mentagrophytes (Athlete’s Foot 
Fungus) when used as a directed on hard surfaces 
found in bathrooms, shower stalls, locker rooms, or 
other clean, non-porous, hard surfaces commonly 
contacted by bare feet. 

MILDEWSTAT. To control mold and mildew on pre- 

cleaned, hard, non-porous surfaces spray surface to be 

treated making sure to wet completely. Let air dry. Repeat 
application at weekly intervals or when mildew growth 
appears. 

- STORAGE AND DISPOSAL - 

Do not contaminate water, food, or feed by storage or 
disposal; 

STORAGE. Store in a dry place no lower in temperature 
than 50°F or higher than 120°F. The shelflife is one year. 
The expiration date can be found on the product 

CONTAINER DISPOSAL. Do not reuse container. Rinse 
thoroughly and offer for recycling if available. Do not 
reuse empty spray bottle except with refill bottle. 

- PRECAUTIONARY STATEMENTS — 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

Hazards to humans and domestic animals. 
Causes moderate eye irritation. Avoid contact with eyes or 
clothing. Wash thoroughly with soap and water afier 
handling. In case of contact, immediately flush eyes or 
skin with plenty ofwater for at least 15 minutes. If in eyes, 
or if swallowed, call a poison control center or doctor 
immediately for treatment advice. Do not induce 
vomiting unless told to do so by the poison control center 
or doctor. 

NOTE TO PHYSICIAN. Probable mucosal 
damage may contraindicate the use of gastric lavage. 

- PACKAGING — 

16 0L (475 mL) Spray Pack/ 12 per case 
32 0L (950 mL) Trigger Spray / 6 per case 

64 0L (149 L) Refill / 6 per case 
1 Gallon (348 L) Refill / 4 per case 

- CATALOG NUMBERS - 

Manufactured for: Item Cat; N04 

Decon Labs, Inc; 16 0L 4101 
32 0L 4102 
64 0L 4103 
1 Gal; 4104 

For Additional Technical Information call 
Decon Customer Service 

(800) 332-6647, or 
See our website at www.deconlabs.com 

®Decon Labs, Inc. Revived 12/12/2012 

Page 2 of 2 
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 SPORICIDE   FUNGICIDE   BACTERICIDE   VIRUCIDE   TUBERCULOCIDE     www.contechealthcare.com

HIGHLY EFFECTIVE

EPA-REGISTERED

SPORICIDE, FUNGICIDE, 

BACTERICIDE, VIRUCIDE, 

AND TUBERCULOCIDESporicidal Disinfectant and Cleaner for Pharmacy Cleanrooms

Broad spectrum EPA-registered one-step, one-application 
disinfectant and hard surface cleaner*

3 MINUTES
PeridoxRTU®

5 MINUTES
Diluted Bleach 
Solution

10 MINUTES
Alternative H2O2  
Solution

3-Minute 
Sporicide Claim 

at 99.9999% 
Efficacy

3-Minute 
Sporicide Claim 

at 99.9999% 
Efficacy

Combat spores with the industry’s fastest 
sporicidal claim 
PeridoxRTU® process eliminates and prevents the spread of spores, as well 
as C. difficile, MRSA, and more than 40 other pathogens, including ESKAPE 
pathogens – Enterococcus faecalis (VRE), Staphylococcus aureus, Klebsiella 
pneumoniae, Acinetobacter baumannii, Pseudomonas aeruginosa, and 
Enterobacter aerogenes). PeridoxRTU® contains no alcohol or bleach, requires 
no rinsing and leaves no film on surfaces.

This unique hospital grade sporicidal disinfectant and cleaner is ideal for use in 
pharmacy compounding areas to meet the germicidal detergent requirements 
of USP<797> and USP <800>. Compatible with stainless steel, PeridoxRTU can 
be used daily in the ISO Class 5 compounding area, buffer zones, and anterooms. 
Ideal for hazardous drug removal and decontamination.
According to the Centers for Disease Control and Prevention, EPA-registered disinfectants with a sporicidal 
claim have been used with success for environmental surface disinfection in patient care areas.
*Follow manufacturer’s suggested instructions.
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:9 CONTEC“ 
HIGHLY EFFECTIVE 

® 
EPA-REGISTERED 

QM SPORICIDE, FUNGICIDE, 

BACTERICIDE, VIRUCIDE, 

Sporicidal Disinfectant and Cleaner for Pharmacy Cleanrooms AND TUBERCULOCIDE 

3—Minute 
Sporicide Claim 

at 99.9999% 
Efficacy 

3 MINUTES 
PeridoxRTU” 

5 MINUTES 
Diluted Bleach 
Solution 

1 0 MINUTES -. 

' 

....... _ I 
Alternative H ' ' 

' r— - 

. a s 
Broad spectrum EPA-registered one-step, one-application 
disinfectant and hard surface cleaner* 
Com bat spores with the ind ustry’s fastest 
sporicidal claim 
PeridoxRTU“ process eliminates and prevents the spread of spores, as well 
as C. difficile, MRSA, and more than 40 other pathogens, including ESKAPE 

pathogens - Enterococcus faecalis (VRE), Staphylococcus aureus, Klebsiella 
pneumoniae, Acinetobacter baumannii, Pseudomonas aeruginosa, and 
Enterobacter aerogenes). PeridoxRTU“ contains no alcohol or bleach, requires 
no rinsing and leaves nofilm on surfaces. 

This unique hospital grade sporicidal disinfectant and cleaner is ideal for use in 

pharmacy compounding areas to meet the germicidal detergent requirements 
of USP<797> and USP <800>. Compatible with stainless steel, PeridoxRTU can 
be used daily in the ISO Class 5 compounding area, bufferzones, and anteroom; 
Ideal for hazardous drug removal and decontamination. 
According to the Centers for Disease Control and Prevention, EPA—registered disinfectants with a sporicidal 
claim have been used with success for environmental surface disinfection in patient care areas. 
”Follow manufacturer’s suggested instructions. 
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PRODUCT SPECIFICATIONS
Odor Vinegar

Wetting Ability Excellent

Freeze/Thaw Stable

EPA-Registered* Yes

% Hydrogen Peroxide 4.40%

% Peroxyacetic Acid 0.23%

Detergency Excellent

Density 1.02 g/mL,

  8.51 lbs./gal.

pH  1.9-2.2 at 20°C

RTU Shelf Life (opened or unopened) 2 years

HMIS Hazard Rating 

 Health 2

 Flammability 0

 Reactivity 0

 Personal Protection** X

Experience the power of PeridoxRTU® 
Sporicidal Disinfectant and Cleaner.
Power that lasts
Patented, hyperactive chemistry provides fast results. With its 
shorter kill times and powerful wetting agents PeridoxRTU® stays 
wet and works faster. The result; assured efficacy against hard-to-
kill spores and other dangerous pathogens every time you clean 
and disinfect.

Cost-effective non-bleach cleaner and disinfectant
PeridoxRTU® provides maximum effectiveness without the risks 
of bleach, which include damage to stainless steel, LCD screens, 
pharmacy equipment, clothing, carpet and other surfaces; 
handling and mixing of bleach by pharmacy staff. PeridoxRTU’s 
proprietary formulation contains surfactants for cleaning 
efficiency along with corrosion inhibitors for surface protection. 
In addition, one-step, one-application PeridoxRTU® saves time 
and labor cost compared to bleach, which requires a rinsery and 
drying of  surfaces. 

Personal Protective Equipment (PPE)
Wear appropriate  gloves and eye protection. Additional PPE may 
be required based on engineering controls/environment, method 
of application, and use protocols.

Ideal for hazardous drug decontamination on stainless steel 
surfaces* *Third party lab verified amongst common hazardous drugs.

SPORICIDE   FUNGICIDE   BACTERICIDE   VIRUCIDE   TUBERCULOCIDE      www.contechealthcare.com

DIS015 061617

Complete efficacy data available for download at www.contechealthcare.com. 
*EPA #8383-13
**See SDS for more detailed information.

PeridoxRTU® Sporicidal Disinfectant
and Cleaner in two convenient sizes:

PART #  SIZE CASE PK.  WT.

HC85335  32 oz. Bottle  6/cs*  15 lbs.

HC85336  1 gal. Bottle  4/cs  37 lbs.

*Includes 6 push/pull caps. All bottles are sealed in plastic.
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Experience the power of PeridoxRTU® 
Sporicidal Disinfectant and Cleaner. 
Power that lasts 
Patented, hyperactive chemistry provides fast results‘ With its 
shorter kill times and powerful wetting agents PeridcoxRTU‘B stays 
wet and works fasten The result; assured efficacy against hard-to- 
kill spores and other dangerous pathogens every time you clean 
and disinfect 

Cost-effective non-bleach cleaner and disinfectant 
PeridcoxRTU‘D provides maximum effectiveness without the risks 
of bleach, which include damage to stainless steel, LCD screens, 
pharmacy equipment, clothing, carpet and other surfaces; 
handling and mixing of bleach by pharmacy staff‘ PeridoxRTU’s 

proprietary formulation contains surfactants for cleaning 
efficiency along with corrosion inhibitors for surface protection 
In addition, one-step, one-application PeridcoxRTU‘B saves time 
and labor cost compared to bleach, which requires a rinsery and 
drying of surfaces‘ 

Personal Protective Equipment (PPE) 
Wear appropriate gloves and eye protection Additional PPE may 
be required based on engineering controls/environment, method 
ofapplication, and use protocols 

PRODUCT SPECIFICATIONS 

Odor Vinegar 

Wetting Ability Excellent 

Freeze/T haw Stable 

EPA-Registered* Yes 

% Hydrogen Peroxide 4.40% 

% Peroxyacetic Acid 023% 

Detergency Excellent 

Density 1‘02 g/mL, 

8.51 lbs/gal. 

pH 19-22 at 20°C 

RTU Shelf Life (opened or unopened) 2 years 

HMIS Hazard Rating 

Health 2 

Flammability 0 

Reactivity 0 

Personal Protection** X 

Complete efficacy data available for download at wwmmntechealthcare.mm. 
”EPA #8383- 73 

"See SDS for more detailed information. 

Ideal for hazardous drug decontamination on stainless steel 
surfaces* *Third party Iabverified amongst common hazardous drugs. 

PeridoxRTU® Spori I 

and Cleaner in two convenient sizes: 

PART# SIZE CASE PK. WT. 

HC85335 32 oz. Bottle 6/cs* 15 lbs. 

HC85336 1 gal‘ Bottle 4/cs 37 lbs‘ 

*lncludes 6 push/pull caps. All bottles are sealed in plastic. 
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perldwx RTU® 
Efficacy Data 

Fungicidal/Mold Killing Contact Time Bactericidal Contact Time 

Aspergillus niger (hard surface) 1 min. Enterobacter aerogenes 2 min. 

Aspergillus niger (porous surface) 10 min. Listeria monocytogenes 2 min. 

Candida albicans (hard surface) 1 min. Pseudomonas aeruginosa 2 min. 

Trichophyton mentagrophytes (athlete’s foot fungus) (hard surface)1 min. Salmonella typhimurium 2 min. 

Sporicidal Contact Time Staphylococcus aureus 2 min. 

Clostridium difficile spores 3 min. Vibrio cholerae 2 min. 

Viricidal Contact Time Salmonella enterica 2 min. 

Avian influenza virus A (H3N2) 2 min. Acinetobacter baumunnii 2 min. 

Human coronavirus 2 min. Campy/obacterjejuni 2 min. 

Adenovirus, Type 2 2 min. E‘ coli 0157:H7 2 min. 

Avian influenza virus H5N1 2 min. E. coli ESBL 2 min. 

Canine Pan/ovirus 3 min. Enterococcus faecalis Vancomycin Resistant (VRE) 2 min. 

Hantavirus (Prospect Hill virus) 2 min. Enterococcus hirae 2 min. 

Hepatitis C virus 2 min. Haemophilus influenzae 2 min. 

Herpes simplex Virus, Type 1 2 min. Klebsiella pneumoniae 2 min. 

Herpes simplex Virus, Type 2 2 min. Legionella pneumophila 2 min. 

Human immunodeficiency Virus, Type 1 (HIV-1) 2 min. Proteus vulgaris 2 min. 

Influenza Avirus (mm) 2 min. Serratia marcescens 2 min. 

Influenza virus, Type A 2 min. Shigella sonnei 2 min. 

Influenza virus, Type B 2 min. Methicillin Resistant - Staphylococcus aureus (MRSA) 2 min. 

Minute virus of mice 2 min. Community Acquired Methicillin Resistant - 

Staphylococcus aureus (CA-MRSA) 2 min. 
Murine Norovirus (Strain MNV—1 . CW1) 2 min. 

Streptococcus Pneumoniae Penicillin Resistant - (PRSP)2 min. 
Norovirus (F. calicivirus) 2 min. 

Streptococcus pyogenes 2 min. 
Poliovirus, Type 1 2 min. 

Corynebacterium bovis 2 min. 
Reovirus 2 min. 

Bordetella bronchiseptica 2 min. 
Respiratory syncytial virus (RSV) 2 min. 

Rhinovirus 2 min. 

Rotavirus (Strain WA) 2 min. 

Hepatitis B virus 2 min. 

Tuberculocidal Contact Time 

:97 CONTEC" 
DISD11 071316 www.contecinc.com 
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Mycobacterium bovis 5 min.



Peridox® Sporicidal Disinfectant and Cleaner 
Material Compatibility

DIS018 
051617

ph: +1-864-503-8333
www.contecinc.com

PeridoxRTU® and Peridox® Concentrate kill bacteria, spores, fungi, TB, and viruses on hard, non-porous surfaces. 
Peridox utilizes a patent-pending chemistry that exhibits supreme antimicrobial efficacy, yet it is mild on surfaces 
with its blend of corrosion inhibitors. 

PeridoxRTU’s proprietary formulation contains surfactants for cleaning efficiency along with corrosion inhibitors 
for surface protection. Peridox products can be used to clean and disinfect surfaces without damage or loss of 
functionality. Under normal cleaning conditions, Peridox can be used on environmental surfaces, including 
difficult to clean and disinfect items such as medical equipment, electrical enclosures, and LCD screens. It is the 
ideal sporicidal disinfectant for use in life science manufacturing facilities, health care facilities and compounding 
pharmacies.

PeridoxRTU and Peridox Concentrate:

• Has over 40 registered EPA claims.

• Has fast kill times.

• Does not contain alcohol, bleach, quaternary amines, or silver.

• Leaves no persistent, harmful, or corrosive residues or  
undesirable film on surfaces.

• Compatible with stainless steel.

• Highly effective EPA-registered Sporicide, Bactericide, Virucide,  
Tuberculocide, and Fungicide

Compatible Materials:

ABS

Acrylic

Aluminum

Chrome

Computer Casings (external)

Electrical Connection Enclosures

Glass

Laminate Flooring/Counters

LCD Screens

Mattress Covers

Nickel

Epoxy or Alkyl-based Paints

Polycarbonate

Polyethylene

Polypropylene

Polyurethane Finishes

Porcelain

PVC

Resin Countertops

Silicone Rubber

Stainless Steel

Switch Plates (Plastic)

Tygon®

Copyright © 2017 Contec, Inc. All rights reserved.
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Peridox® Sporicidal Disinfectant and Cleaner 
Material Compatibility 

PeridoxRTU® and Peridox® Concentrate kill bacteria, spores, fungi, TB, and Viruses on hard, non-porous surfaces. 
Peridox utilizes a patent-pending chemistry that exhibits supreme antimicrobial efficacy, yet it is mild on surfaces 
with its blend of corrosion inhibitors. 

PeridoxRTU’s proprietary formulation contains surfactants for cleaning efficiency along with corrosion inhibitors 
for surface protection. Peridox products can be used to clean and disinfect surfaces without damage or loss of 
functionality. Under normal cleaning conditions, Peridox can be used on environmental surfaces, including 
difficult to clean and disinfect items such as medical equipment, electrical enclosures, and LCD screens. It is the 
ideal sporicidal disinfectant for use in life science manufacturing facilities, health care facilities and compounding 
pharmacies. 

PeridoxRTU and Peridox Concentrate: 
. Has over 40 registered EPA claims. 

Has fast kill times. E" 
. Does not contain alcohol, bleach, quaternary amines, or silver. 

Leaves no persistent, harmful, or corrosive residues or 
undesirable film on surfaces. 

. Compatible with stainless steel. 

- Highly effective EPA-registered Sporicide, Bactericide, Virucide, 
Tuberculocide, and Fungicide 

Compatible Materials: I‘m-liqyxlfl L 

ABS 
wi'dfi'm??”£5$g‘a'fiiiEm 

Acrylic 

Aluminum 

Chrome 

Computer Casings (external) 

Electrical Connection Enclosures 

Glass 

Laminate Flooring/Counters 

LCD Screens 

Mattress Covers 

Nickel 

Epoxy or AlkyI-based Paints 

Polycarbonate 

Polyethylene 

Polypropylene 

Polyurethane Finishes 

Porcelain 

PVC 

Resin Countertops 

Silicone Rubber 

Stainless Steel 

Switch Plates (Plastic) 

Tygon® 4&3 "" CDNTECf 
ph: +1-864-503-8333 

Cnpyngm © 2017 Comes, In: AH ngm: hasten/ed www_contecinc_com 
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**PPE - Personal Protective Equipment 
TB† stands for BCG (Mycobacterium bovis) 

AVAILABLE PRODUCTS

PREempt™ Ready to Use 
One-Step Surface Cleaner and 
Disinfectant

EPA REG. NO. 74559-1

SHELF LIFE: 3 Years

CONCENTRATION OF ACTIVE:  
0.5% Hydrogen Peroxide

• Format Size: 1 U.S. Quart (32 oz.) Bottle 
Product Code: 21101 
Packaging Specifications: 12x1 Quart (32 oz.)

• Format Size: 1 Gallon Bottle 
Product Code: 21105 
Packaging Specifications: 4x1 Gallon

• Format Size: 5 Gallon Pail 
Product Code: 21109 
Packaging Specifications: 1x5 Gallon

For use in laboratories, 

clean rooms and other 

critical environments that 

require cleaning and surface 

disinfection. This includes work 

stations, fume hoods, laboratory 

counter tops, equipment 

and other hard non-porous 

environmental surfaces.

Patented

Ready to Use Multi-Surface  
One-Step Disinfectant Cleaner  
formulated with 

R
e

a
d

y
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s
e

WHY CHOOSE PREempt™?

CLEANER  Effective disinfectant as well as a cleaner resulting in added confidence 
that disinfection can occur.

FASTER  Rapid and realistic contact times on a broad spectrum of difficult to kill 
pathogens.

RESPONSIBLE  Designed to be easier on surfaces, staff and occupants. Users are 
not exposed to VOCs (volatile organic compounds) and PPE** is not required as per 
health and safety rating. 

SUSTAINABLE  The active ingredient, Hydrogen Peroxide, breaks down into water 
and oxygen leaving no active residues which helps to reduce environmental impact. 

DIRECTIONS FOR USE 

For Use as a One-Step Cleaner/Disinfectant Product: 

1. Pre-clean heavily soiled areas.

2. Apply Solution by spray, cloth, disposable wipe or mop to hard, non-porous 
environmental surfaces.

3. All surfaces must remain wet for 1 minute.  
Use a 5 minute contact time for TB† and a 10 minute contact time for fungi.

4. Wipe surfaces dry.

For Use to Clean and Disinfect Life Science Laboratory Surfaces,  
Instruments, and Glassware: 

1. Pre-clean heavily soiled areas.

2. Apply Solution by spray, cloth, disposable wipe or mop to hard, non-porous 
environmental surfaces or completely immerse pre-cleaned glassware and compatible 
instruments in the solution.

3. Immerse or allow the surface to remain wet for 1 minute. Use a 5 minute contact time 
for TB† and a 10 minute contact time for fungi.

4. For glassware/instruments: Rinse surface thoroughly and let air dry before reuse. For 
surfaces: Wipe surface dry.

5. Change immersion solution after each use.
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Ready to Use Multi-Surface 
One-Step Disinfectant Cleaner 
formulated with AHg

0 

WHY CHOOSE PREempt'"? 

CLEANER Effective disinfectant as well as a cleaner resulting in added confidence 
that disinfection can occur, 

FASTER Rapid and realistic contact times on a broad spectrum ofdifficult to kill 

pathogens, 

RESPONSIBLE Designed to be easier on surfaces, staffand occupants, Users are 

not exposed to VOCS (volatile organic compounds) and PPE“ is not required as per 
health and safety rating, 

SUSTAINABLE The active ingredient, Hydrogen Peroxide, breaks down into water 
and oxygen leaving no active residues which helps to reduce environ mental impact, 

DIRECTIONS FOR USE 

For Use as a One-Step Cleaner/Disinfectant Product: 

1. Pre-clean heavily soiled areas, 

2. Apply Solution by spray, doth, disposable wipe or mop to hard, non-porous 
environmental surfaces, 

3. Allsurfaces mustremain wetfor 1 minute. 
Use a 5 minute contact time forTB‘ and a 10 minute contact time for fungi, 

4. Wipe surfaces dry, 

For Use to Clean and Disinfect Life Science Laboratory Surfaces, 
Instruments, and Glassware: 

1. Pre-clean heavily soiled areas, 

2. Apply Solution by spray, doth, disposable wipe or mop to hard, non-porous 
environmental surfaces or completely immerse pre—cleaned glassware and compatible 
instruments in the solution, 

3. Immerse or allow the surface to remain wet for 1 minute, Use a 5 minute contact time 
forTB‘ and a 10 minute contact time for fungi, 

4. For glassware/instruments: Rinse surface thoroughly and let air dry before reuse, For 

surfaces: Wipe surface dry, 

5. Change immersion solution aftereach use, 

”PPE - Personal Protective Eq uipmenf 
TB' sand; for BCG 1Mymbanerium bovisl 
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For use in laboratories, 

Clean rooms and other 

critical environments that 

require Cleaning and surface 

disinfection. This includes work 

stations, fume hoods, laboratory 

counter tops, equipment 

and other hard non-porous 

environmental surfaces. 

AVAILABLE PRODUCTS 

PREemptT“ Ready to Use 
One—Step Surface Cleaner and 
Disinfectant 

EPA REG. NO. 74559-1 

SHELF LIFE:3 Years 

CONCENTRATION OF ACTIVE: 
0.5% Hydrogen Peroxide 

' Format Size: 1 US, Quart (32 02,) Bottle 
Product Code121101 

Packaging Spedfications: 12x1 Quart (32 OZ) 

' Format Size: 1 Gallon Bottle 
Product Code: 21 105 

Packaging Specifications: 4X1 Gallon 

' Format Size: 5 Gallon Pail 

Product Code: 21 109 

Packaging Spedfiaflflfi 1'8 
Gallon



* Please refer to reference sheet for a complete list of  
pathogenic organisms, additional features, and claims.

PREempt™ branded products are manufactured  
by Virox Technologies Inc.

Accelerated Hydrogen Peroxide®, (AHP®) and PREempt™  
are registered trademarks of Virox Technologies Inc.

PREempt™ Ready to Use Multi-

Surface One-Step Disinfectant 

Cleaner is designed for use as a 

daily cleaner and disinfectant 

which has easy to use formats 

with no mixing or measuring 

required.

EFFECTIVE AGAINST A BROAD-SPECTRUM OF BACTERIA 
AND*VIRUSES IN 1 MINUTE!

*Virucidal: 1 Min. 
• *Poliovirus Type 1

• *HIV-1 (AIDS Virus)

• *Feline Calicivirus

• *Norovirus (Feline Calicivirus, as the surrogate) 

• *Human Coronavirus 

• This product has demonstrated effectiveness against Influenza A virus and is expected 
to inactivate all Influenza A viruses  including Pandemic 2009 H1N1 Influenza A virus.

Bactericidal: 1 Min.
• Pseudomonas aeruginosa 

• Staphylococcus aureus 

• Salmonella enterica (formerly known as Salmonella choleraesuis) 

Antibiotic-Resistant Bactericidal Activity:

• Methicillin-resistant Staphylococcus Aureus (MRSA) 

• Vancomycin-resistant Enterococcus faecalis (VRE) 

• Escherichia coli with Extended Spectrum Beta-lactamase resistance (ESBL) 

Fungicidal: 10 Min.
• Trichophyton mentagrophytes

Tuberculocidal: 5 Min.
• †Mycobacterium bovis (BCG) 

Broad-Spectrum Non-Food Sanitizing: 30 Sec.
• Klebsiella pneumoniae 

• Salmonella enterica (formerly known as Salmonella choleraesuis) 

• Pseudomonas aeruginosa  

• Staphylococcus aureus 

• Escherichia coli O157:H7 

Soft SurfaceŦ Sanitation: 1 Min.
• Enterobacter aerogenes

• Staphlyococcus aureus

For more information on this  
or our other products, visit:

virox.com

2770 Coventry Road, Oakville, ON L6H 6R1 CANADA 
1-800-387-7578  |   www.virox.com

Engineering Revolutionary Disinfectants for the War Against Microbes

Ŧ composed of cotton or polyester
000120

EFFECTIVE AGAINST A BROAD-SPECTRUM OF BACTERIA 
AND*V|RUSES IN 1 MINUTE! 

*Virucidalz1 Min. 
- *Poliovirus Type 1 

- *HIV—1 (AIDS Virus) 

- *Feline Calicivirus 

- *Norovirus (Feline Calicivirus, as the surrogate) 

- *Human Coronavirus 

' This product has demonstrated effectiveness against Influenza A virus and is expected 
to inactivate all Influenza A viruses including Pandemic 2009 H1N1 Influenza A virus, 

Bactericidalz1 Min. 
' Pseudomonas aeruginosa 

' Staphylococcus aureus 

- Salmonella enterica (formerly known as Salmonella choleraesuis) 

Antibiotic-Resistant Bactericidal Activity: 
- Methicillin-resistant Staphylococcus Aureus (MRSA) 

- Vancomycin-resistant Enterococcus faecalis (VRE) 

- Estherithia co/iwith Extended Spectrum Beta-lactamase resistance (ESBL) 

Fungicidalz10 Min. 
- Trichophyton men tagrophytes 

Tuberculocidal: 5 Min. 
- *Mycobacterium bovis (BCG) 

Broad—Spectrum Non—Food Sanitizing: 30 Sec. 
- K/ebsie/lapneumoniae 

- Salmonella enterica (formerly known as Salmonella choleraesuis) 

- Pseudomonas aeruginosa 

- Staphylococcus aureus 

- Escherichia coli 0 757:H7 

Soft SurfaceT Sanitation: 1 Min. 
- Enterobacteraerogenes 

' Staph/yococcus aureus 

2770 Coventry Road, Oakville, ON L6H 6R1 CANADA 
1-800-387-7578 I www.virox.com 

PREempt‘M Ready to Use Multi- 

Surface One-Step Disinfectant 

Cleaner is designed for use as a 

daily Cleaner and disinfectant 

which has easy to use formats 

with no mixing ormeasuring 

required. 

‘P/ease mm; refereMe sheer fora (amp/ere mm 
parhogenk organismmddmona/ features, and dams. 

PREempr'“ bmndedpmdumme manufamned 

by Vrrox TMMO/ogies m. 

Aaelerared Hydrogen Peroxide', MPH”) and PREempr'“ 

are registered trademarks ofVirox Te(hno/ogie§ rm. 

For more information on this 
or our other products, visit: 

virox.com 

YzcnnoLnnlss mo. 

Engineering Reva/unwary Disinfectants for the War Against Microbes 

‘ composed of comm or polymer 
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Efficacy Report for Sporicidin® Disinfectant Solution and 
Sporicidin® Disinfectant Towelettes 

 
Sporicidin Disinfectant Solution is a hospital grade disinfectant registered with the US 
Environmental Protection Agency (EPA registration number 8383-3). Sporicidin Disinfectant 
Towelettes are made with the same formulation and registered with the US Environmental 
Protection Agency, registration number 8383-7. Produced under strict quality control, Contec, 
Inc. is an ISO 9001:2008 registered company. With more than a quarter century of experience 
producing products for critical environment products in Asia, Europe and the Americas, 
Sporicidin products are made in the USA. 
 
US EPA reviewed testing by independent laboratories has proven that Sporicidin Disinfectant 
Solution is able to kill the following organisms when used in a manner consistent with the label 
instructions. The efficacy of Sporicidin Disinfectant Solution has been tested and proven 
effective against each of the following organisms utilizing a proprietary, EPA approved test 
method in GLP conditions. 
 
Viruses (5 minute contact time for both enveloped and non-enveloped viruses) 
 

• Avian Influenza A virus (H5N1), Strain H5N1-PR8/CDC-RG, CDC#2006719965 
• Avian Influenza A virus (H9N2), Turkey/WIS/66 
• Cytomegalovirus, ATCC VR-538   
• Herpes simplex virus types 1/F and 2/G (oral, ocular and genital) 
• HIV-1 (AIDS virus) 
• Human Coronavirus 
• Influenza A virus (H1N1 Pandemic Flu) 
• Influenza A virus (H3N2) 
• Norovirus, Feline Calcivirus, Surrogate for Norovirus (ATCC VR-782)  
• Parainfluenza type 3 virus, ATCC VR-93 
• Polio type 1 virus, Brunhilde, ATCC VR-58 
• Vaccinia virus, VR-119 

 
Bacteria (10 minute contact time) 
 

• Acinetobacter baumannii, ATCC 19606 
• Escherichia coli (E. coli), ATCC 35150 
• Methicillin-resistant Staphylococcus aureus (MRSA), ATCC 33591 
• Pseudomonas aeruginosa, ATCC 15442 
• Salmonella choleraesuis, ATCC 10708 
• Salmonella enterica, ATCC 10708 
• Staphylococcus aureus, ATCC 6538 
• Streptococcus pyrogenes, ATCC 19615 
• Streptococcus salivarius, ATCC 7073 
• Tuberculosis (Mycobacterium Bovis (BCG)), ATCC 35743 
• Vancomycin resistant Enterococcus faecium (VRE), ATCC 51559 
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Efficacy Report for Sporicidin® Disinfectant Solution and 
Sporicidin® Disinfectant Towelettes 

Sporicidin Disinfectant Solution is a hospital grade disinfectant registered with the US 
Environmental Protection Agency (EPA registration number 8383-3). Sporicidin Disinfectant 
Towelettes are made with the same formulation and registered with the US Environmental 
Protection Agency, registration number 8383-7. Produced under strict quality control, Contec, 
Inc. is an ISO 9001 :2008 registered company. With more than a quarter century of experience 
producing products for critical environment products in Asia, Europe and the Americas, 
Sporicidin products are made in the USA. 

US EPA reviewed testing by independent laboratories has proven that Sporicidin Disinfectant 
Solution is able to kill the following organisms when used in a manner consistent with the label 
instructions. The efficacy of Sporicidin Disinfectant Solution has been tested and proven 
effective against each of the following organisms utilizing a proprietary, EPA approved test 
method in GLP conditions. 

Viruses (5 minute contact time for both enveloped and non-enveloped viruses) 

- Avian Influenza A virus (H5N1), Strain H5N1-PR8/CDC-RG, CDC#2006719965 
- Avian Influenza A virus (H9N2), Turkey/WIS/66 
- Cytomegalovirus, ATCC VR-538 
- Herpes simplex virus types 1/F and 2/G (oral, ocular and genital) 
- HIV-1 (AIDS virus) 
- Human Coronavirus 
- Influenza Avirus (H1N1 Pandemic Flu) 
- Influenza A virus (H3N2) 
- Norovirus, Feline Calcivirus, Surrogate for Norovirus (ATCC VR-782) 
- Parainfluenza type 3 virus, ATCC VR-93 
- Polio type 1 virus, Brunhilde, ATCC VR-58 
- Vaccinia virus, VR-119 

Bacteria (10 minute contact time) 

- Acinetobacter baumannii, ATCC 19606 
- Escherichia coli (E. coli), ATCC 35150 
- Methicillin-resistant Staphylococcus aureus (MRSA), ATCC 33591 
- Pseudomonas aeruginosa, ATCC 15442 
- Salmonella choleraesuis, ATCC 10708 
- Salmonella enterica, ATCC 10708 
- Staphylococcus aureus, ATCC 6538 
- Streptococcus pyrogenes, ATCC 19615 
- Streptococcus salivarius, ATCC 7073 
- Tuberculosis (Mycobacterium Bovis (BCG)), ATCC 35743 
- Vancomycin resistant Enterococcus faecium (VRE), ATCC 51559 

PO. Box 530 ph: 864-503-8333 fax: 354-503-8444 www sporicidinmm 
Spananburg, SC 29304 toll free: 1780042¢3733 info@spuricidin.cum ww.conlecinc.com 000121



                                                                               

 

Fungi (10 minute contact time) 
 

• Aspergillus brasiliensis, ATCC 16404 
• Penicillium variabile, ATCC 52262 
• Stachybotrys chartarum, ATCC 66239 
• Trichophyton mentagrophytes (Athlete’s Foot fungus), ATCC 9533 

 
 
The EPA has also reviewed and approved the following Marketing Claims for Sporicidin 
Disinfectant Solution: 
 
EPA Approved Mold Remediation Marketing Claims 
 
• This product inhibits the growth of damage and odor-causing bacteria and fungi on treated 

articles and surfaces, such as construction materials. 
• This product is used to protect treated articles from decay, mold or mildew.  
• This product inhibits bacterial growth on moist surfaces and deodorizes by killing 

microorganisms that cause offensive odors.  
• This product inhibits the growth of mold and mildew and their odors when used as directed. 
• This product kills mold and mildew when used as directed. 
 
EPA Approved Cleaning and Sanitizing Marketing Claims 

 
• This product cleans, deodorizes, and controls the growth of damage and odor-causing 

organisms. 
• This product (maximizes) (improves) labor results by effectively controlling odors. 
• This product is a ready-to-use product and can be applied with a cloth, sponge, mop and 

bucket, trigger sprayer, pressure sprayer, or pump sprayer.  
• This product neutralizes musty odors and tough odors from smoke.  
• This product is specially formulated to effectively eliminate offensive odors caused by mold 

and mildew.  
• Eliminates odors caused by bacteria and fungi. 
• For use as a mold preventative or remediation treatment in areas where mold can or has 

been a problem:  
• Commercial and residential buildings. 
• Hospitals, nursing homes.  
• EMS & fire facilities.  
• Day care centers and nurseries. 
• Life care retirement communities, and home healthcare institutions.  
• Restaurants, bars, cafeterias, institutional kitchens, fast food operations and food 

storage areas.  
• Supermarkets, convenience stores, retail and wholesale establishments, and laundries. 
• Manufacturing facilities.  
• Food establishments, coffee shops, doughnut shops, bagel stores, pizza parlors, liquor 

stores, and ice cream parlors  
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Fungi (10 minute contact time) 

- Aspergillus brasiliensis, ATCC 16404 
- Penicillium variabile, ATCC 52262 
- Stachybotrys chartarum, ATCC 66239 
- Trichophyton mentagrophytes (Athlete‘s Foot fungus), ATCC 9533 

The EPA has also reviewed and approved the following Marketing Claims for Sporicidin 
Disinfectant Solution: 

EPA Approved Mold Remediation Marketing Claims 

This product inhibits the growth of damage and odor-causing bacteria and fungi on treated 
articles and surfaces, such as construction materials. 
This product is used to protect treated articles from decay, mold or mildew. 
This product inhibits bacterial growth on moist surfaces and deodorizes by killing 
microorganisms that cause offensive odors. 
This product inhibits the growth of mold and mildew and their odors when used as directed. 
This product kills mold and mildew when used as directed. 

EPA Approved Cleaning and Sanitizing Marketing Claims 

PO. Box 530 

This product cleans, deodorizes, and controls the growth of damage and odor-causing 
organisms. 
This product (maximizes) (improves) labor results by effectively controlling odors. 
This product is a ready-to-use product and can be applied with a cloth, sponge, mop and 
bucket, trigger sprayer, pressure sprayer, or pump sprayer. 
This product neutralizes musty odors and tough odors from smoke. 
This product is specially formulated to effectively eliminate offensive odors caused by mold 
and mildew. 
- Eliminates odors caused by bacteria and fungi. 
- For use as a mold preventative or remediation treatment in areas where mold can or has 

been a problem: 
- Commercial and residential buildings. 
- Hospitals, nursing homes. 
- EMS & fire facilities. 
- Day care centers and nurseries. 
- Life care retirement communities, and home healthcare institutions. 
- Restaurants, bars, cafeterias, institutional kitchens, fast food operations and food 

storage areas. 
- Supermarkets, convenience stores, retail and wholesale establishments, and laundries. 
- Manufacturing facilities. 
- Food establishments, coffee shops, doughnut shops, bagel stores, pizza parlors, liquor 

stores, and ice cream parlors 

ph: 864-503-8333 fax: 354-503-8444 www sporicidinmm 
Spananburg, SC 29304 toll free: 1780042¢3733 info@spuricidin.cum ww.conlecinc.com 000122



                                                                               

 

EPA Approved Cleaning and Sanitizing Marketing Claims ( 
 

• Police stations, courthouses, correctional facilities, jails, prisons, municipal government 
buildings, forensic laboratories, animal research and lab facilities. 

• Institutional facilities, laboratories, factories, business and office buildings, restrooms, 
hotels and motels.  

• Public restrooms, public facilities, shower rooms, shower stalls, and bathrooms. 
• Hotel, motels, and dormitories.  
• Kitchens & bathrooms.  
• Institutions, schools and colleges, churches, classrooms, community colleges, 

universities, athletic facilities and locker rooms, exercise rooms, exercise facilities, gyms, 
and gymnasiums. 

• Heath clubs and day spas.  
• Recreational facilities, sports arenas, and sports complexes.  
• Veterinary clinics, animal life science laboratories, kennels, dog/cat animal kennels, 

breeding and grooming establishments, pet animal quarters, zoos, and other animal care 
facilities. 

• Boats, ships, and barges, and cruise lines.  
• Commercial florist and flower shops. 
• Basements, crawl spaces, cellars, bedrooms, attics, and living rooms.  
• This product may be used as a cleaner and deodorizer or for water/flood damage clean 

up, sewage backflow cleaning, and trauma scene cleaning.  
• Enameled surfaces, (painted) (finished) woodwork, vinyl and plastic, and upholstery.  
• Foundations, stops, plumbing fixtures, finished baseboards and windowsills, washable 

walls, tables, floors, and cabinets.  
• Studs, wallboards, joists, beams, trusses, underlayment, sub-flooring, wood framing, 

plywood, oriented strand board, ceilings and ceiling tiles. 
• Refrigerated storage and display equipment. 

 
Based on the performance of Sporicidin Disinfectant Solution, the EPA has approved the 
following applications for this disinfectant solution. 
 
• Hospital Disinfectant 
• Broad Spectrum Disinfectant 
• Mold & Mildewcide 
• Mildewstat 
• Bactericide 
• Bacteriostat 
• Fungicide 
• Fungistat 
• Deodorant and Disinfectant 
• Antimicrobial 

 
* Please see product label for the individual Sporicidin products for full organism list 
 
Additional information on these products can be found at www.sporicidin.com 
!

continued) 
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continued) EPA Approved Cleaning and Sanitizing Marketing Claims 

- Police stations, courthouses, correctional facilities, jails, prisons, municipal government 
buildings, forensic laboratories, animal research and lab facilities. 

- Institutional facilities, laboratories, factories, business and office buildings, restrooms, 
hotels and motels. 

- Public restrooms, public facilities, shower rooms, shower stalls, and bathrooms. 
- Hotel, motels, and dormitories. 
- Kitchens & bathrooms. 
- Institutions, schools and colleges, churches, classrooms, community colleges, 

universities, athletic facilities and locker rooms, exercise rooms, exercise facilities, gyms, 
and gymnasiums. 

- Heath clubs and day spas. 
- Recreational facilities, sports arenas, and sports complexes. 
- Veterinary clinics, animal life science laboratories, kennels, dog/cat animal kennels, 

breeding and grooming establishments, pet animal quarters, zoos, and other animal care 
facilities. 

- Boats, ships, and barges, and cruise lines. 
- Commercial florist and flower shops. 
- Basements, crawl spaces, cellars, bedrooms, attics, and living rooms. 
- This product may be used as a cleaner and deodorizer or for water/flood damage clean 

up, sewage backflow cleaning, and trauma scene cleaning. 
- Enameled surfaces, (painted) (finished) woodwork, vinyl and plastic, and upholstery. 
- Foundations, stops, plumbing fixtures, finished baseboards and windowsills, washable 

walls, tables, floors, and cabinets. 
- Studs, wallboards, joists, beams, trusses, underlayment, sub-flooring, wood framing, 

plywood, oriented strand board, ceilings and ceiling tiles. 
- Refrigerated storage and display equipment. 

Based on the performance of Sporicidin Disinfectant Solution, the EPA has approved the 
following applications for this disinfectant solution. 

- Hospital Disinfectant 
- Broad Spectrum Disinfectant 
- Mold & Mildewcide 
- Mildewstat 
- Bactericide 
- Bacteriostat 
- Fungicide 
- Fungistat 
- Deodorant and Disinfectant 
- Antimicrobial 

* Please see product label for the individual Sporicidin products for full organism list 

Additional information on these products can be found at www.3poricidin.com 
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BLEACH ACTIVITY AND DWELL TIMES: 

Broad-Spectrum Efficacy Against 50 
Microorganisms 

Effective Against: 

Acfnelcbacter baumanmi 

Bordere/Ia penusms 

Campy/obacrer/ejuni 

C/osmdlum dlfflcr/e spores 

Enlerobacter aerogenes 

Enlembacler cloacae (NDM-1) 

Vancomycin-Resistant Enzerococcus faecalrs (VRE) 

Mullidrug resws‘anl Enterococcus faecium 

Vancomycin resistant Enterocnccus faecium (VRE) 

Enterococcus hires 

ESBL producmg Escher/Chis calf 

Escherichia calf (MOM-1) 

K/ebsfe/la pneumoniae 

ESBL producmg K/SDS/e/la pneumon/ae 

K/ebsfe/la pneumoniae 1NDM-1) 

Carbapenum resistant KlebsIeI/a pneumonlae 

Proteus mlrab/l/s 

Pseudomonas aerug/‘nosa 

9580A1 

View All 9 

Kill Time 

1 min 

1 min 

1 min 

3 mm‘ 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

1 min 

8/31/2017 
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EXHIBIT #10 000125

VALIIEQg—__ 
ASEPTIC TECHNIQUE VALIDATION SYSTEM 

RL-2 

ASEPTIC TECHNIQUE VALIDATION KIT 

INSTRUCTIONS AND CONTENTS 

© 1999, 2013 LAB SAFETY CORPORATION 
ALL RIGHTS RESERVED 

EXHIBIT #10 
_ 

000125
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EXERCISE 1: RISK LEVEL-1 (RL-l) SIMPLE PROCEDURE, (6-MANIPULATIONS, 3 PER RL—2 KIT) 

This exercise requires proper use of a dispensing pin, reconstituiion and Orunsfer of a large volume without a dispensing pin, use 
of a single-dase vial, and an ampule. Perform 'he following procedures, ironsferring all components ’0 a 100ml cupccify empfy 
evacuated confininer or IV bag. Reconsmufion of VM-20R is to be accomplished using 20ml s‘erile Water For Iniection (WFI). 

L Vial 1 VM-30, using a dispensing pin, transfer 10ml 
2‘ Vlal 2 VM-ZOR, without dispensing pin, reconsmule and transfer 20ml 
3. Wu! 1 VM-30, second withdrawal, transfer 10ml 
4. Ampule VM-1OA, iransfar 

’ 

10ml 
5‘ Vial 3 VMJO, wi'hout dispensing pin, irunsfer 10ml 
6. Wal 1 

> 

VM»30, 1hird withdrawal, transfer 10ml 

EXERCISE 2: RISK LEVEL.2 (RL—Z) SIMPLE PROCEDURE, (B-MANIPULATIONS, PLUS FLUID TRANSFER, 3 PER RL-’Z KIT) 

This exercise requires proper ironsfer of s'erile Water For Iniedion (WFI), using a compounder, gruvi'fy Oransfer set, or u 60ml 
syringe, whichever is most represemafive of insli'ufional procedures, in addiiion to the manipulations in EXERCISE 1. 

1. WFI Transfer via pump, graviw, or syringe into a 100m] con1ainer 50ml 
2‘ Vial 1 VMv30, using a dispensing pin, transfer 5ml 
3. Vial 2 VM-ZOR, Wiihouf dispensing pin, reconstituie and transfer 5ml 
4‘ Via] 3 VM-l O, wivhouQ dispensing pin, iransfer 10ml 
5‘ Via] 1 VM-30, second withdrawal, yronsfer 5ml 
6‘ Via! 2 VM-ZOR, second withdrawal, transfer 5ml 
7‘ Ampule VMJ 0A, transfer 10ml 
8. Vial 1 VM-30, ihird wi'hdruwal, Orunsfer 

‘ 

5ml 
9‘ Vial 2 VM-2OR, third withdrawal, transfer 5m| 

EXERCISE 3: RISK LEVEL~2, (RL-2) COMPLEX PROCEDURE‘, (50-MANIPULATIONS, REQUIRES 1 RL-2 KIT PER EXERCISE) 

This exercise provides mulfiple repeti'ions of all procedures above, plus ”Y-set” transfers and syringe prepurclion. Using 100ml 
(or larger) empty evacumed containers or bugs, prepare :1 mm] of 6 bags (bags 'I through 6) as follows: 

'I‘ WFI Transfer via pump, gravity, or syringe 35ml X6 Bugs 
2. Viol 1 VM-30, using a dispensing pin, transfer 5m| X6 Bugs 
3. Vial 2 VM-ZDR, wiihom a dispensing pin, recansmuie and iransfer 3m| X6 Bugs 
4. Viol 3 VM-l 0, without dispensing pin, iransfar 5m| X6 Bugs 
5. Vial 1 VM-30, second withdrawal, Orunsfer 5m| X6 Bugs 
6. Vial 2 VM-20R, second withdrawal, ironsfer 3m] X6 Bugs 
7. Vial 1 VM—30, trd withdrawal, vrunsfer 5m] X6 Bags 
8. Vial 2 - VM-ZOR, third withdrawal, 1runsfer 3m! X6 Bags 
9. Using Y-type transfer sets, ’ransfer bugs 1 and 2 into a 250ml (or larger) evacuated container or bug (bag 7). 
10. Repeat wi'h bugs 3 and 4 to make bag 8 
11. Repeat with bags 5 and 6 to make bag 9. 
12. Ampule VM~1 0A, transfer to bag 7 10ml 
13. Ampule VM-'| 0A, transfer to bag 8 10ml 
14 Ampule VM—'| 0A, transfer to bag 9 10ml 
From each bag 7 through 9, prepare 2 each 20ml syringes (6 fowl), and 2 each 10ml syringes (6 total). Incubate all syringes 
and bags 7 through 9. (Additional syringes may be prepared from the bags to increase ”12 number of manipulations.) 
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Medical Technology Associates, Inc.
6840 Cross Bayou Drive
Largo, FL 33777
Voice:  727-548-8600        Fax:  727-548-8622

Quotation

Date Created 8/30/2017

Quote # QT35528

Quoted To:

Axelacare Davie
15951 SW 41st Street, Suite # 500
Davie FL 33331
United States

Ship To:

Axelacare Davie
15951 SW 41st Street, Suite # 500
Davie FL 33331
United States

Good Thru 12/28/2017
Sales Rep Kevin Humble
Terms Net 30

Quantity

1

1

2

4

1

1

Part Number

Scope: Pharmacy & ...

Surface Sampling

TSA Surface

Travel Svc Chrg PhL...

Freight, NDA Viables

Lab Analysis & Ident...

Description

MTA is pleased to provide you with this proposal for your

review.

SCOPE OF WORK: Re sample TSA surface on IV Room Cart.

This proposal and terms are hereby accepted. You are

authorized to proceed with service(s) described herein.

Signature:________________________

Print Name: _______________________

Date: __________

PO#: _____________________________

Surface Sampling (Bacterial & Fungal)

TSA (Bacterial) Surface Sample

Travel Service Charge, Pharmacy & Lab Services

Overnight shipping cost of Viable Media Samples

Additional Lab Fees apply if the Lab finds mold/bacteria on the

testing plate after incubation. Cost determined by quantity of

Isolates identified and determined after incubation of Plates.

Rate

0.00

0.00

55.00

85.00

80.00

0.00

Amount

0.00

0.00

110.00

340.00

80.00

0.00

Subtotal
Sales Tax

Total

530.00
6.60

$536.60

This Quote Does Not Include Freight Charges.
Cancellation and restocking fees may apply.

Remit To:  Medical Technology Associates, Inc.
                   6840 Cross Bayou Drive
                   Largo, FL  33777
                   Fax:  727-548-8622

EXHIBIT #11 000127

MEDICAL TECHNOLOGY ASSOCIATES 

Medical Technology Associates, Inc. 
6840 Cross Bayou Drive 
Largo, FL 33777 
Voice: 727-548-8600 Fax: 727-548-8622 

Quoted To: 

Axelacare Davie 
15951 SW 41 st Street, Suite # 500 
Davie FL 33331 
United States 

Quotation 

Date C reated 
Quote # 

Good Thru 
Sales Rep 
Terms 

Ship To: 

Axelacare Davie 

8/30/2017 
QT35528 

12/28/2017 
Kevin Humble 
Net 30 

15951 SW 41 st Street, Suite # 500 
Davie FL 33331 
United States 

ntity Part Number Description Rate Amount 

1 Scope: Pharmacy & MTA is pleased to provide you with this proposal for your 0.00 0.00 

review. 

SCOPE OF WORK: Re sample TSA surface on IV Room Cart. 

This proposal and terms are hereby accepted.You are 

authorized to proceed with service(s) described herein. 

Signature: 

Print Name: 

Date: 

PO#: 

1 Surface Sampling Surface Sampling (Bacterial & Fungal) 0.00 0.00 

2 TSA Surface TSA (Bacterial) Surface Sample 55.00 110.00 

4 Travel Svc Chrg PhL... Travel Service Charge, Pharmacy & Lab Services 85.00 340.00 

1 Freight, NDA Viables Overnight shipping cost of Viable Media Samples 80.00 80.00 

1 Lab Analysis & Ident... Additional Lab Fees apply if the Lab finds mold/bacteria on the 0.00 0.00 

testing plate after incubation. Cost determined by quantity of 

Isolates identified and determined after incubation of Plates. 

This Quote Does Not Include Freight Charges. Subtotal 53000 
Cancellation and restocking fees may apply. Sales Tax 6.60 

Remit To: Medical Technology Associates, Inc. Total $53650 
6840 Cross Bayou Drive 
Largo, FL 33777 
Fax: 727-548-8622 

EXHIBIT #11 000127



EXHIBIT #12 000128

“CONFIDENTIAL INFORMATION” 

ISU LABELED/SEALED CD 

RECORDS SEALED* 
Patient records which identify patient by name are sealed pursuant to 

Section 456,057(9)(a), Florida Statutes. 

CASES NO.: PH 2017—15122&2017-15123_ 

SUBJECT: AMBIENT HEALTHCARE & ENRIQUE HERNANDEZ, R Ph 

INVESTIGATOR: SYLMA STINSON 

EXHIBIT : # ~ One (1) CD containing Nine (9) post-inspection pictures received via email 

from AMBIENT HEALTHCARE/ENRIQUE HERNANDEZ. 

THE CD WILL BE FORWARDED IN A SEPARATE PACKAGE TO PSU, VIA 

FEDERAL EXPRESS. 

PAGES: 

*See (1) CD in Exhibit # 

EXHIBIT #12 000128
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EXHIBIT #13 000130

Gloved Fingertip Sampling (GFS) Log DOV/P ‘ g? 
Branch 

- . J
7 J ‘ 

» O L/ / 
Employee Name Date Initiated 

Nutrient Agar: LOT/EXP: 

l 83/ 
Date Date Date

1 

2

3

4

5

6

7 

8

9 

HI—IHH 

UJND-‘C 

14 

Note: 3 GFS's required for new employee {initial competency); 1 GFS required annual / semi-annual competence, GFSs are to be observed for 72 hours 3! 

m nufacturer‘s ecommended temperature. See policy 9710 

Iffail - repeat test; 2nd fail - Retrain & 

Document; repeat inixial 3 GFS process 
FA“- must pass prior to compounding 

resumption 

RPh/Tech 5 I if {I q’ 
Signature of Compounder 

/Signature of Reviewer (P or designee) I Date 
RP. §/7/// 7 

9710.F6 REV: 2/2017 

EXHIBIT #13 000130



000131

Gloved Fingertip Sampling (GFS) Log 

PUQVEMQ 0&q 
Employee Name 

Nutrient Agar: 

"“754p $<~y A3“ w/ Lec-‘v‘ “A'WO 

Date Date Date

1

2

3 

4

5

6

7

8

9 

b—II—ID—IH 

WNHC 

14 

'b «vie 
Branch 

S‘QIV—J 
Date Initiated 

LOT/EXP:
. 

\005537.\°\o % kzlxv 

Nuke: 3 GFS's required for new employee (initial competency); 1 GFS required annual / semiannual competence. GFSs are to be observed for 72 hours at 

man '5 recommended temperamre. See policy 9710 

if fail — repeat lest; 2nd fail 7 Relrain & 

Document repeat initial 3 GFS process 

PASS FA"- must pass prior to compounding 

resumption W m RPh/Tech She‘ll? 
Signature of Compounder Date 

I} RPh/Tech .§///J// 7 
na ure of Reviewer (PIC or desflnee) Date I I 

9710‘F6 REV: 2/2017 
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Assessment of Cleaning and Disinfection Practices 

{MSCVWHQ F‘eischéz 
Employee Name

I 

Branzh: 

Date: 

; 1151296 (98 

Dally Tasks. 

Prepares correct concentration of disinfectant solution according to 
manufacturer’s instructions —U5e RTU solution when available 

Uses appropriately labeled container for the type of surface to be cleaned (floor, 

wall, production bins, etc) 

\\ 
Documents disinfectant solution 

Follows proper garbing procedure when performing any cleaning activifies 

At the beginning of the day, cleans all ISO Class 5 PEC's prior to compounding in 

the following order: side surfaces, IV bar, automated compounder, work surfaces 

Uses a lint free wipe soaked in sterile 70% IPA or other approved disinfectant 

solution and allows to dry completely 

Removes compounder components that may have been left from the previous 

day 

Discards all partially used vials and containers that may have been left from the 

previous day 

Cleans all counters and easily cleanable work surfaces 

\\\\\‘\ 

Mops floors, using (he dedicated clean room mop, starting at the wall opposite 

the room entry door; mops floor surface in even strokes toward the operator. 

Moves carts as needed to clean entire floor surface. Use of a microfiber cleaning 

system is an acceptable al‘ernative to mops

\ 
In the ante area, cleans sink and all contact surfaces; cleans floor with a 

disinfection solution and clean room dedicated map or microfiber cleaning 

system 

Monthly Tasks: Weekly for California 

Performs monthly (weekly) cleaning on designated day. Prepares disinfectantr 

solution as stated in daily tasks that is appropriate for the surfaces m be cleaned 

Cleans buffer area ceiling, walls and storage shelving with a disinfectant solution 

and a mop or uses a microfiber cleaning system then repeats process in ante area 

Once ISO Class 5 area is clean, cleans compounding room ceiling, followed by 

walls and ending with the floor, Uses appropriate labeied mops or microfiber 

cleaning system 

Cleans all buffer area totes and storage shelves by; removing contents, use of 
germicidal detergent on lint free wipe. Cleans inside surfaces and then entire 

exterior surface of tote. Allows to air dry. Prior to replacing coments, wipes tme 

with sterile 70% IPA to remove disinfectant residue. Uses new wipes as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, and storage bins 

using disinfectant solution soaked lint free wipe 

Documents all cleaning activities as to who performed such acfivities with date 

and time noted

/
/
/
/
/
// 

100% c "WW m, M /> n 
Signature of Compounder/W l -/ .. 

L W v ?7 Signature of Reviewer (PIC Wesignee) 

9710,F4 

RPh/Tech 

RPh/Tech 

REV: 2/2017 
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Assessment of Aseptic Technique and Related Practices 

\ 10W: 6: \Hew‘gdne?‘ 
Emplo‘yee Name

‘ 

Performs proper hand hygiene, garbing and gowning according to PP 

Disinfects ISO Class 5 PEC surfaces with an appropriate agent 

Disinfects components/vials with an appropriate agent prior to placing into ISO 

Class 5 work area 

4‘?” 
Introduces only essential materials in a proper arrangement in the ISO Class 5 / work area 

Does not interrupt, impede or diven flow of first-air to crifical sites 

Performs manipulations only in the appropriate direct compounding area of the 

ISO Class 5 work area 

Does not expose critical sites to contact contamination or worse than ISO Class 5 / air ‘2 

Disinfects stoppers, injection ports and ampule necks by wiping with sterile 70% 

IPA and allows sufficient time to dry 
Affixes needles to syringe without contact contamination 

Punctures vial stoppers and spikes infusion pans without contact contamination 

Disinfects sterile gloves routinely by wiping with sterile 70% IPA during prolonged 

compounding manipulations or after touching items or surfaces that may 

contaminate gloves 

Disinfects sterile gloves with sterile 70% IPA when leaving the ISO 5 area and prior to 
re-entering the ISO 5 area

V 

Cleans, sets up and calibrates automated compounding devices (3g, TPN 

compounder, syringe filling pump] according m manufacturer’s instructions 

Filters used per policy and when appropriate ((34; glass ampules) 

Every complexed admixture inspected for thorough mix of contents, presence of 
particulate matter, evidence of incompatibilixy, comainer closure integrity 

Compounding accuracy checks performed per policy when technicians 

compounding, including use of compuunding device(s) 

Completion of compounding sheets per policy by pharmacists and technicians (lot 

numbers (verified), signatures, dates, times, drug wastage] \\ 

‘\ 

\\\\ 

\\' 

Disposes of sharps and waste according to policy or recognized guidelines 

100% compliance required 

mg. Mk "EQUQO’UK RPh/Tech S ‘ 53) VA- 
Signature of Compounder Date W W «pm <2 I 
Signature of Reviewer (PIC or designee) Date 

9710.F2 REV: 02/2017 
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Assessment of Hand Hygiene & Garbing Practices 

Mic-WU HQ F\P'\SQ\(\QK 
Employee Nam 

Presents in cean, approprla e attire and manner 

Wears no cosmetics or jewelry upon entry into the ante area 

Brings no food or drink into the sterile products complex (SPC) 

Dons shoe covers, wears only in SPC 

Dons beard cover if necessary 

Dons head cover assuring that all hair is covered, wears only in SPC 

Dons face mask to cover bridge of nose down to include chin 

Performs hand hygiene procedure by wetting hands and forearms and washing 

using soap and warm water. Thoroughly washes hands for at least 30 seconds per 

P&P 9516 

Dries hands and forearms using lint-free towel or hand dryer‘ 

.E. 

§\§\\\ 

use, W16 41> 

Close «m s'm If sink is not hands free, shuts off water using towel (used in hand drying above) 

or elbows such that the bare hands are no! used to shut off the water 

Selects the appropriate sized gown examining for any holes, tears or other defects 

Dons gown and ensures full closure. Wears only in SPC, 

Enters the buffer area ensuring to no‘ touch door handle 

In the buffer area, disinfecLs hands utilizing waterless alcohol-based surgical hand 

gel/foam; allows hands to dry thoroughly prior to donning sterile gloves 

Prior to compounding, in the buffer area dons sterile gloves utilizing appropriate 

technique; ensures a tight fit with no excess glove material at the fingertips 

Examines gloves ensuring that there are no defects, holes or tears 

While engaging in sterile compounding activities, routinely disinfects gloves with 
sterile 70% IPA prior to work in the direct compounding area and after touching 

items or surfaces that may contaminate gloves 

Removes PPE in the ante area 

Removes gloves and performs hand hygiene 

Removes gown and discards it or hangs it on hook if it is to be reused within the 

same work shift 

ssx 

\\ 
\ 
KSS 

\\
\

Q 9K 
Removes and discards mask, head cover and heard cover (if used) 

Removes shoe covers upon exiting the SPC. C 
100% compllance yequlmd 

W‘QWA M RPh/Tech 8 l ’6‘ ‘ 
Signature ofC mp0 er Dam 

’ 
RPh/Tech 

2” / 
Signature of Reviewer (PIC or designeé) I Date 

9710.F1 REV: 2/2017 
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SNG TP D S C NTAN R D 

. Beyond-use time does not exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or No 

cleaner air after initial opening or entry, unless specified otherwise by the manufacturer. [SINGLE-DOSE 
AND MULTIPLE-DOSE CONTAINERS] 

Multiple single use SWI were in the PEC's with no puncture date or time. 

e ill reeducate all compoundin Personnel and document any discrepancies to our policies 
to clearly mar Puncture date and time on all ial or containers open or compoundin 

Beyond-use time does not exceed 1 hourfor closure sealed single-dose containers afler being opened No 
or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Entered pharmacy bulk package of vancoymycin Lot # 772953A in refrigerator with no time or date of 
puncture. 

This as a patient that as mixed that mornin ith a particular dose 0 ancomycin and lab 
here recei ed a ter compoundin had occurred hich indicated a need to chan e the 

compounded dose a counter in Technician mista enly placed this medication ba bac into the 
Re ri erator to a ait the chan e in dose order e i" reeducate all compoundin Personnel and 
document any discrepancies to our policies to clearly mar Puncture date and time on all ial or 
containers open or compoundin 

EXHIBIT #14 000135



AC T D SGNANDC RT CAT N 

Certification and testing of primary (LAFWs, BSCs, CNS and CACIs) and secondary engineering controls (buffer and 
ante areas) have been performed by a qualified individual no less than every six months and whenever the device or 
room is relocated, altered, or major sen/ice to the facility is performed. Corrective action for deficiencies are 
documented. Certification procedures such as those outlined in the CETA Certification Guide for Sterile Compoundin 9 
Facilities (CAG-OO3-2006) are conducted under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL : 

Environmental Nonviable Particle 
Testing Program] 

MTA 7-14-17 tested PECs and SECS ; ante room did not pass with the required 20 ACPH - room had 15 THIS IS 
YOUR SECOND ADVISORY; 

Se eral endors that can repair or replace air handler in Ante or u er Room ha e been contacted e i" 
select and contract a ender ithin days or less ith a detail or order that in correct the de iciencies in 

the ACP readin to acceptable le els that “I meet the re uirements 

there are 4 X ISO 5 HLF hoods ; Hood # 2298 HEPA filter failed on this date with multiple leaks; a new HEPA filter 
was shipped on 7-27 and replaced on 8-7-17 and the PEG was recertified on this date. Per PDM HH, facility continued 
to compound in the PEG after filter failure and before new filter was replaced (7-14 thru 8- 7). 

The our S hoods are located inside the mixin room hich is a certi ied class sterile en ironment 
ne 0 the our hood ailed the PA ilter inte rity test This same hood did pass Air elocity ni ormity and 

Smo e test The only de iciency as in the PA ilter hich as ound to ha e lea s concentrated only in the 
lo er let uadrant o the ilter sur ace The upper and entire ri ht side 0 the PA hood ilter did not contain 
any lea s as demonstrated on Section # o the TA report dated Please see attached Doc. “ TA 
report Q need section hood testin ailure" 

e established a line 0 demarcation ith a Red laminated tape and did not use or conduct any compoundin 
in the entire le tside 0 this hood hile aitin or PA ilterto arri e 

The PA ilter as ordered immediately by TA and they ere contracted to chan e ilter and recerti y hood 
as soon as it arri es mm the manu acture n the uture this occurrence here to present a ain e i" turn 
0 hood and uarantine until recerti ication is established 

N0 

The primary engineering controls are placed within a buffer area in such a manner as to avoid conditions that could 
adversely affect their operation. 
The PEC is placed out of the traffic flow and in a manner to avoid disruption from the HVAC system and room cross 
drafls. [ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

The door from the IV room to ante room is a double swing door. When the ante room door opens, the clean room 
swing doors open; 

ne 0 the clean room doors has a return sprin hin e that is de ecti e e ha e contacted a ospital door 
ender “ Med Work Services” and they came in on and ill be i in us an estimate on replacin the 

Clean room doors ith a metal ramed sin le door hich ill be hands ree operational and in automatically 
close at all time e in supply a copy 0 the or order hen this ender “ Med Work Services” i e us there 
estimate or your records and ill commence or on this replacement ithin days 

e ha e immediately installed a Ice in latch on the inside 0 these double doors hich i" hold the de ecti e 
door in place so it i" not s in open hich “I maintain pressure di erential 0 inch ater column 
bet een the cleanroom and ante room and mm the ante room to the eneral en ironment outside the 
compoundin area pharmacy prep stora e area please see attached picture “Clean room Door with ne 
pass loc installed” 
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During inspection, employees were exiting and entering clean room into the ante room while the ante room door was 
left open, letting dirty air enter through the main pharmacy into the ante room and IV room. 

The Ante Room door “I be ept close at all time hile the Clean Room door is bein open All ixin Personal ha 9 
been educated and in armed e ha e also added as part 0 the scope 0 or that ill be conducted by the abo e 
mentioned ospital door ender an automatic return arm hin e to be installed on the Ante Room door so it “I 
automatically return to its closed position and remain close at all times hich “I maintain pressure di erential 0 

inch ater column bet een the cleanroom and ante room and mm the ante room to the eneral 
en ironment outside the compoundin area pharmacy prep stora e area 

AC T D SGNANDC RT CAT N Secondary n ineerin Controls 

. Only the furniture, equipment, supplies, and other material required for the compounding activities to be No 
performed are brought into the buffer room. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls ] 

Clean room is cluttered with multiple half empty bins, storage containers and an empty plastic tray stored under 
cart; 

e attempted to explain to the inspector that e only eep the essential e uipment and supplies 
necessary or daily compounded acti ities in the Clean room area No more stoc items then hat is needed 
or that days compoundin acti ities e urther explained that hen she had arri ed to do her inspection 

early in the mornin this is the time 0 day hen most 0 our re illin o stoc acti ities are bein per armed 
and the reason hy she had obser ed so many empty or hal empty supply bins in the clean room This can 
also demonstrate that e eep only minimum stoc supplies in the clean room or daily mixin acti ities due 
to the act that so many empty stoc bins here empty at this time o the day ur Clean room is inspected 
and recerti ied e ery months and e ha e not had a report that has demonstrated any type 0 obstruction 
o lo or turbulences to interrupt S conditions Please see attached picture “Inside Clean Room area” 

a radio is stored under a hood 
This Radio as located under the hood not bloc in any unctional inte rity o the S ood The radio 

has been remo ed mm the Clean room and sta has been reeducated on the impedance 0 only eepin 
the essential e uipment and supplies necessary or daily compoundin acti ities in the Clean room area 

. Surfaces and essential furniture in buffer rooms or zones and clean rooms are nonporous, smooth, non- No 

shedding, impermeable, cleanable, and resistant to disinfectants. [ENVIRONMENTAL QUALITY AND 
CONTROL : Facility Design and Environmental Controls] 

There are three chairs in the clean room that are dirty; 
All items in the clean room are iped and clean daily ith their respecti e cleanin solutions these 

older Chairs had om do n mar s on sur aces They ha e been replaced ith ne ly purchased chairs 
as demonstrated in be are and a ter attached pictures 0 “Chairs in clean room” 

the door on the inside of the clean room is filthy. 
n the bottom 0 the clean room door no ic plate is in place so the appearance 0 scu mar s are 

present as personnel use their le s to push open door oth doors ha e been resur aced and painted 
As demonstrated in attachment “ nside picture 0 resur aced and painted Clean Room Doors” 

The surfaces of ceilings, walls, floors, fixtures, shelving, counters, and cabinets in the buffer area are smooth, No 
impervious, free from cracks and crevices, and non-shedding, thereby promoting cleanability, and minimizing spaces 
in which microorganisms and other contaminants may accumulate. [ ENVIRONMENTAL QUALITY AND CONTROL : 

Facility Design and Environmental Controls] 
The inside door of the clean room has remnants of sticky material stuck onto glass window; 

n one o the Clean Room doors in the inside lass o the ie in indo on this door there ast 0 
pieces 0 le to er clear tape This has been remo ed oth doors ha e been resur aced and painted As 
demonstrated in attachment “ nside picture 0 resur aced and painted Clean Room Doors” 
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The buffer area does not contain sources of water (sinks) or floor drains. Work surfaces are constructed of 
smooth, impervious materials, such as stainless steel or molded plastic, so that they are easily cleaned and 
disinfected. [ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and 
Environmental Controls] 

The wheel attachments on PEC is showing signs of rust. 

The mentioned heel has been remo ed treated or rust on sur ace disin ected and replaced as 
demonstrated in attached picture “wheel attachments on PEC 

Storage shelving, counters, cabinets and carts/casters in the buffer area are smooth, impen/ious, free from 
cracks and crevices, non-shedding, non-porous, cleanable, and disinfectable. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmental Controls] 

Bins containing sterile drug via/s are dirty and have sticky material on the outside; 

All medication Bins have been replaced with new ones as demonstrated in picture attached ”New IV Meds 

Bins replaced old” 

N0 

. An appropriate environmental sampling plan has been developed for airborne viable particles based on a risk 
assessment of compounding activities performed. Volumetric air sampling is conducted every six months and sites 
include locations within each ISO Class 5 environment and in the ISO Class 7 and 8 areas, and the areas at 
greatest risk of contamination (e.g., work areas near the ISO Class 5 environment, counters near doors, pass- 
through boxes). The plan includes sample locations, method of collection, frequency of sam pling, volume of air 
sampled, and time of day as related to activity in the compounding area and action levels. [ENVIRONMENTAL 
QUALITY AND CONTROL: Environmental Viable Airborne Particle Testing 
Program—Sampling Plan] 

Your viable sampling plan states that PASSIVE air sampling must be conducted monthly and does not mention 
USP<79 7> requirements of VOLUME TRIC air sampling and the volume of air to be sampled in each ISO 
classified area; Surface sampling policy does not state that 33 shall be conducted at the conclusion of 
compounding, rather at the end of cleaning - also, plates must contain polysorbate 80 and lechitin to deactivate 
disinfectants and cleaning agents - include this in your policy 

The policy that is related to this recommendation has been re ie ed and re ised by or corporate 0 ice 
Clinical team Please see re ised policy # attached e i" reeducate all compoundin Personnel 
and document any discrepancies to our policies chan es 

N0 

The number of discrete colonies of microorganisms is counted and reported as colony-forming units (cfu) and 
documented on an environmental monitoring form. Counts from air monitoring are transformed into cfu/cubic 
meter of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubation Period] 
An n ironmental onitorin arm in be created to tac by mappin out and monitor any past TA 
reportso colony ormin unit e in supply documentationo this orm ith in days or less 

N0 

. Surface sampling is accomplished in all ISO classified areas on a periodic basis using TSA contact plates with 
lecithin and polysorbate 80 and/or swabs and is done at the conclusion of compounding. [ENVIRONMENTAL 
QUALITY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessment] 

Facility conducts month/y surface sampling in addition to semi annual/y through certification company; 
Company policy is to conduct surface sampling after cleaning and does not mention that it shall be done at the 
conclusion of compounding. 

The policy that is related to this recommendation has been re ie ed and re ised by or corporate 0 ice 
Clinical team Please see re ised policy # attached e i" reeducate all compoundin Personnel 
and document any discrepancies to our policies chan es 

N0 
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Competent microbiology personnel are consulted if an environmental sampling consistently shows elevated 
levels of microbial growth. If any mold, yeast, coagulase positive staphylococcus, or gram negative rods are 
detected immediate remediation and investigation into the cause and source was conducted. [ENVIRONMENTAL 
QUALITY AND CONTROL : Action Levels, Documentation and Data Evaluation] 

M TA surface sampling on 7-14 in the clean room revealed chrysosporium sp. which is a fungus. The 

resampling was done on a TSA plate that is not fungal specific. 

1. MTA has been contacted to schedule a retesting with a fugal specific TSA plate. Please see attached 

document ”Quote Axelacare Davie - TSA Surf. Resample" 

Cleaning and disinfecting agents and methods of application are in accordance with written SOPs and 
followed by custodial and/or compounding personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning 
and Disinfecting the Sterile Compounding Areas] 

. Your policy states you should be using RTU agents however MF RPT informed inspector that a capful of Lph 
se is mixed with a bucket of water. 

The policy that is related to this recommendation has been re ie ed and re ised by or corporate 0 ice 
Clinical team Please see re ised policy # attached e ill reeducate all compoundin Personnel 
and document any discrepancies to our policies chan es 

N0 

. Cleaning materials, such as wipes, sponges, and mops, are non-shedding, preferably composed of synthetic 
micro fibers, and dedicated to use in the buffer area, ante-area, and segregated compounding areas and are not 

removed from these areas except for disposal. If cleaning materials are reused ( e.g., mops), there are procedures 
based on manufacturer recommendations that ensure that the effectiveness of the cleaning device is maintained 
and repeated use does not add to the bioburden of the area being cleaned. [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] dedicated mops are stored in ante room 
with mop head in direct contact with floor and are not mounted. 

A han in rac has been installed in Ante Room and all dedicated mops are stored o the loor as 
demonstrated in attached picture “ Mop rack in Ante Room" 

No 

. Supplies and equipment removed from shipping cartons are wiped with a suitable disinfecting agent (e.g., 
sterile 70% IPA). [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile 
Compounding Areas] 

.Technician placed a dirty pair of scissors on direct compounding area without wiping down with sterile alcohol. 
The pair 0 scissors mentioned in this report are dele ated to the Clean Room “ They do not leave the 

room at any time”. A ne pair 0 scissors ha e been introduced e i" reeducate all compoundin 
personnel and document any discrepancies to our policies on Cleanin and Disin ectin Sterile 
Compoundin Areas 

N0 

Q A T ANDC NTR Secondary n ineerin Controls 

. Shelving, walls, and ceilings in ante-areas and buffer areas are cleaned and disinfected at least No 
monthly. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Month/y cleaning records show walls , ceilings and outside of hoods were not cleaned; ceilings were not 
cleaned in may; 

.Apri/ records show there was no monthly cleaning 
e ha e identi ied the personnel that or at to document the monthly cleanin acti ities or the 

month in uestion e i" reeducate all compoundin personnel and document any discrepancies 
to our policies on Cleanin and Disin ectin Sterile Compoundin Areas 
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PRS NN C ANSNGGAR NG C PTNC A AT N 

. Compounding personnel remove personal outer garments; cosmetics; artificial nails; hand, wrist, and No 

body jewelry that can interfere with the fit of gowns and gloves; and visible body piercing above the neck. 

[ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 
Technician GT was observed wearing a large neck/ace , earrings, make up and false eye/ashes. 

Technician GT is a recently hired Technician less thant o ee 5 As part 0 her initial trainin 
she as in the Clean room obser in procedures but as not per ormin any compoundin acti ity 
and as reeducatin Personnel and document any discrepancies to our policies chan es 

Technician FS has a heavy beard and was compounding sterile products without donning a beard cover 
Technician 8 does not ha e a beard or any acial hair ut e ill reeducate all compoundin 

personnel and document any discrepancies to our policies on Personnel Cleansin and Garbin 

Facility has adequate supplies to meet PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY 
AND CONTROL : Personnel Cleansing and Garbing] 

Male technician RS has a beard and was compounding without beard covered; No beard covers 
available at facility 

Technician RS did ha e a beard at the time o inspection he has remo ed all acial hair since e 

do supply eard co ers and e i" reeducate all compoundin personnel and document any 
discrepancies to our policies on Personnel Cleansin and Garbin 

Low/Medium Risk media-fill tests that closely simulate the most challenging or stressful conditions No 
encountered during compounding are completed at least annually by compounding personnel. Media-filled 
vials are appropriately incubated for 14 days. [CSP MICROBIAL CONTAMINATION RISK LEVELS 
: Medium-Risk Level CSPS] 

compoudning records show morphine sulfate / NS 4mg/4m/ RX #280177040 requires 64 entries into a 

IV bag however media fill conducted by facility uses only 6 manipulations. 
e are currently usin alite R alidation it n this it there are three exercises each 

exercise contain a di erent amount 0 manipulation xercise one has manipulation xercise 
t 0 has manipulation xercise three has manipulation This ma es a total 0 
manipulation This should comply ith the media "I tests that closely simulate the most challen in or 
stressful conditions. Please see attached Doc. “ allite Q R 2" 

Documentation indicates compounding personnel have successfully completed didactic training, passed No 
written competency assessments, undergone 
skill assessment using observational audit tools (hand hygiene, garbing, aseptic technique) and media-fill 
testing annually or semiannually (high risk) and before any compounding personnel begin to prepare CSPs 
. [ENVIRONMENTAL QUALITY AND CONTROL 

: Personnel Training and Competency Evaluation of Garbing, Aseptic Work Practices and 

Cleaning/Disinfection Procedures] THIS IS YOUR SECOND ADVISORY. See #98 
All Technicians alidation ill be undated ithin days or less and Documentation to con irm 
ill be supplied ithin the time period mentioned 

Compounding personnel and other personnel responsible for cleaning routinely undergo performance No 

evaluation of proper hand hygiene, garbing, and all applicable cleaning and disinfecting procedures 
conducted by a qualified aseptic compounding expert. Visual observation of hand hygiene, garbing and 
cleaning is documented and maintained to provide a permanent record and long-term assessment of 
personnel competency. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and 

Competency Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 
All compounding technicians are overdue on all observational assessments ; employee folders have 

blank checklists dated for 2016 that have not been completed. Last observational assessments for aseptic 
technique, cleaning and disinfecting and hand hygiene and garbing were completed in 2015 

All Technicians alidation ill be undated ithin days or less and Documentation to con irm 
ill be supplied ithin the time period mentioned 
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. Immediately aflerthe compounder completes the hand hygiene and garbing procedure, the evaluator No 
collects a gloved fingertip and thumb sample from both hands of the compounder onto appropriate agar 
plates. The plates are incubated at 150-35" for 2—3 days. All compounding personnel have 
successfully completed an initial competency evaluation and gloved fingertip/thumb sampling procedure (0 
cfu) no less than three times before initially being allowed to compound CSPs for human use. 
[ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

GT Rpt informed inspector she did not complete any GFT and yet she was observed compounding in 
the IV room during the time of this inspection. 

Technician GT is a recently hired Technician less than one ee As part 0 her initial trainin she 
as in the Clean room obser in procedures but as not per ormin any compoundin acti ity 

The inspector said that she sa her hand 0 er a unopened ial o medication to the Technician that 
as settin up a compoundin at 
e attempted to explain to the inspector that she as there or obser ational purpose only and did 

not enterthe Compoundin ood or manipulated any syrin es ials or needles to pre orm any type 
0 compoundin acti ity 

e urther spo e to both Technicians GT and RS to in uire about the obser ed acti ity o the 
inspector and both Technicians GT and RS con irmed that there as no compoundin acti ity 
bein per ormed by GT 

MF RPT was hired in 4-2017 and documentation shows only 1 GFT was completed. 
RPT has complete her initial trainin o G T The documentati n as not in the binder at the 

time o the inspection Please see attached Doc “ RPT Completed initial trainin " 

. Re-evaluation of glove fingertip testing onto appropriate agar plates (Twpticase soy agar (TSA) with No 
lecithin and polysorbate 80) for all compounding personnel occurs at least annually for Iow- and medium- 
risk level CSPs and semiannually for high-risk level CSPs before being allowed to continue compounding 
CSPs. Gloves shall not be disinfected with sterile 70% IPA prior to testing. The cfu action level is based on 
the total number of cfu on both gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: 
Gloved Fingertip Sampling] 

Per PDM HH, all Rphs are validated for Sterile compounding however their documentation was not 
available at the time of this inspection; 

PD con irms that all Pharmacist alidation ill be undated ithin days or less and 
Documentation to con irm ill be supplied ithin the time period mentioned 

All technicians are overdue for their GFT with the exception of KP Rpt. 

all Technicians alidation ill be undated ithin days or less and Documentation to con irm 
ill be supplied ithin the time period mentioned 

000141



PCPRCDR 
. Written procedures detail cleaning and disinfecting the sterile compounding areas including cleansers, No 

disinfectants, and non-shedding wipe and mop materials. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting the Sterile Compounding Areas] 
Cleaning policy is vague and does not detail method of cleaning buffer room or PEC's; In addition, your 

policy references USP <797> for cleaning agents rather than including specific agents in your policy. 
Include agents, method of application, dwell time and mixing procedures in your cleaning policy so that 
anyone reading this policy will be able to clean all areas without question. 

The policy that is related to this recommendation has been re ie ed and re ised by or 
corporate 0 ice Clinical team Please see re ised policy # # A # attached e ill 
reeducate all compoundin Personnel and document any discrepancies to our policies chan es 

. A written procedure is in place for cleaning and disinfecting the Direct Compounding Areas. No 
[ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting the Sterile Compounding Areas] 
Policy should be easily understood so anyone that reads policy would understand. 
The policy that is related to this recommendation has been re ie ed and re ised by or 

corporate 0 ice Clinical team Please see re ised policy # attached e ill reeducate all 
compoundin Personnel and document any discrepancies to our policies chan es 

000142



000143

Stinson, lma 
From: Hernandez, Enrique] <ejhernandez@briovarxinfusion.com> 
Sent: Friday, September 1, 2017 5:38 PM 

To: Stinson, Sylma 
Cc: Desaules, Beverly A; Hayes, Dan B 

Subject: FW: Notification Letter email #1 

Attachments: BOP INSECTION 8.24‘17 Corrective Actiondocx,’ MTA report 71417 051 need section?» 

hood testing failurepdf 

From: Hernandez, Enrique] 
Sent: Friday, September 01,2017 5:32 PM 

To: 'Stinson, Sylma' 

Cc: Hayes, Dan B; Desaules, Beverly A 

Subject: RE: Notification Letter 

Ms. Sylma 

Please see attached response to the Notification Letter you sent on 8.29.17 
Please call or email me with any question you may have of this document 
I will send you several separate email due to the size of the document attached. 
Thank you Sincerely‘ 

Enrique (Henry) Hernandez 
| 
BriovaRx Infusion Services 

Director of Pharmacy 
15951 S.W. 41st Street Suite 500, Davie, Florida 33331, USA 
T 1-954-389-1126 
F 1-954-389—1129 
1-800-670-6922 e'Hemandez@briovarxinfusion.com 

From: Stinson, Sylma [mailto:Sy|ma.Stinson@f|health.gov] 
Sent: Tuesday, August 29, 2017 3:02 PM 

To: Hernandez, Enrique] 
Cc: Hayes, Dan B 

Subject: RE: Notification Letter 

Thank you for verifying receipt of the letters. It was a pleasure speaking with you earlier. I look forward to hearing from 
you &/or Mr. Hayes. If you have any question or concerns, please do not hesitate to contact me. 

Regards, 

Medical Quality Assurance Investigator 
Florida Department of Health | Division of Medical Quality Assurance I Bureau of Enforcementl 
Investigative Services Unit 
North Broward Regional Building 
1400 West Commercial Boulevard, Ste. 130-J 
Ft. Lauderdale, FL 33309 
(954) 267-4511 (Desk) 
(954) 213-9527 (Cell) 
(954) 202-3254 (Fax) 
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Hfli‘flw 
Megdtca! Q»;1a§:?‘,< 

Mission; To protect, promote and improve the health of all people in Florida through integrated state, county and community 
efforts‘ 

httpz/lsurvev.doh.state.fl.us/survev/entrv.isp?id=1282149360105 
flaw am 5 Camnumicafing? W m Swami/.301 

NOTE: Florida has a very broad public records law‘ Most written communications to or from state officials regarding state business 
are public records available to the public and media upon request. Your e-mail communications may therefore be subject to public 
disclosure. 

There have been changes to the license renewal process. Please visit www.CEAtRenewal.com to learn more. 

From: Hernandez, Enrique] [mailto:e]hernandez@briovarxinfusion.com] 
Sent: Tuesday, August 29, 2017 2:56 PM 

To: Stinson, Sylma <S |ma.Stinson flhealth. 0V> 

Cc: Hayes, Dan B <dha es briovarxinfusion.com> 
Subject: RE: Notification Letter 

Hayes, Dan B dhayes@briovarxinfusion.c0m 

From: Stinson, Sylma [mailto:Sy|ma,Stinson@flhealth.gov] 
Sent: Tuesday, August 29, 2017 2:49 PM 

To: Hernandez, Enrique] 
Subject: Notification Letter 

Good Afternoon, 

lam forwarding the a letter and attachments for review by Mr. Dan Haase, as stated. Kindly confirm receipt. Thank 

you. 

Rega rd 5, 

Medical Quality Assurance Investigator 
Florida Department of Health I Division of Medical Quality Assurance l Bureau of Enforcement I 

Investigative Services Unit 
North Broward Regional Building 
1400 West Commercial Boulevard, Ste. 130-J 
Ft. Lauderdale, FL 33309 
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STATE OF FLORIDA 
BOARD OF PHARMACY 

CASE NUMBER: 2017-23347 

DATE OF COMPLAINT: December 28, 2017 

COMPLAINT MADE BY: DOH/ISU 

SUBJECT: Hybrid Pharma, LLC 

Permit No. PH29374 
1015 W. Newport Court Drive, #106-A 
Deerfield Beach, Florida 33442 

SUBJECT A'I‘I'ORNEY: Steven G. Goerke, Esq. 

5300 W. Atlantic Avenue, Suite 412 
Delray Beach, Florida 33484 

REVIEWED BY: Andrew Pietrylo 
Assistant General Counsel 

RECOMMENDATION: Dismiss (4097) 
ReconsiderationN 

THE COMPLAINT: The Administrative Complaint alleges that 
Respondent violated section 465.023(1)(c), Florida Statutes (2017), through 
a violation of rule 64Bl6-27.797(1)(a), Florida Administrative Code, which 
governs the minimum practice standards for sterile compounding. 

THE FACTS: On or about December 19, 2017, the Department 
conducted a sterile compounding inspection of Respondent, which found that 
Respondent failed to conduct endotoxin testing on a lot of testosterone 
cypionate, a high-risk level compounded sterile preparation (“CSP”). On 
January 9, 2020, the Department filed an Administrative Complaint alleging 
that Respondent violated USP Chapter 797, based on this conduct. 
Respondent disputed the allegations and requested a formal hearing.



Respondent’s counsel submitted a written response to the allegations 
in the Administrative Complaint, which explained in detail that Respondent 
was not required to perform endotoxin testing on batches of testosterone 
cypionate because USP Chapters 797 and 85, and the official monograph for 
testosterone cypionate, do not provide an endotoxin limit or any suitable 
method for performing testing on oil-based CSPs. 

USP Chapter 797 provides, in pertinent part, that: 

Bacterial Endotoxin (Pyrogen) Testing 
All high-risk level CSPs, except those for inhalation and 
ophthalmic administration, that are prepared in groups of more 
than 25 identical individual single-dose packages . . . shall be 
tested to ensure that they do not contain excessive bacterial 
endotoxins (see Bacterial Endotoxins Test<85) and Pyrogen Test 
(151)). In the absence of a bacterial endotoxins limit in the 
official monograph or other CSP formula source, the CSP shall 
not exceed the amount of USP Endotoxin Units (per hour per 
kilogram of body weight or square meters of body surface area) 
specified in Bacterial Endotoxins Test<85) referenced above for 
the appropriate route of administration. 

The official monograph for testosterone cypionate does not contain a 

bacterial endotoxin limit. USP Chapter 85 provides a formula for calculating 
the endotoxin limit for a CSP based on the route of administration, drug, and 
body weight/surface area. 

In describing how endotoxin tests are performed, USP Chapter 85, 
provides that that sample solutions of drugs to be tested are prepared by 
dissolving or diluting drugs using sterile water or another aqueous solution. 
However, as explained by Respondent’s counsel, this method is not suitable 
for oil-based CSPs, as they cannot be dissolved in water, and therefore the 
results of the test would not be accurate. Because the USP does not offer a 

suitable method for performing endotoxin testing on this particular class of 
CSPs, Respondent’s counsel argues that such testing is not required under 
USP Chapter 797. 

DOH v. Hybrid Pharma, LLC 2 
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Respondent’s counsel also explains that Respondent has attempted to 
use third-party test methods to extract endotoxins from a sample for testing, 
but no such method has been validated or incorporated into the USP. 

Following the Department’s inspection, Respondent agreed to perform such 
third—party testing on testosterone cypionate going forward, but in the 
absence of an officially validated method, there is no way for Respondent to 
verify that such test results are accurate. To date, Respondent is still 
performing these tests until further guidance regarding an appropriate test 
method is available. 

Because USP Chapter 85 does not contain a suitable endotoxin testing 
method for testosterone cypionate, and no alternative method has been 
validated or adopted by the USP, the Department will likely not be able to 
meet its burden of proof by clear and convincing evidence that Respondent 
violated rule 64Bl6-27.797(1)(a), by failing to comply with the requirements 
of USP Chapter 797. Additionally, Respondent has been permitted as a 

special sterile compounding pharmacy since September 2015, with no history 
of discipline, and no patient harm has been reported in relation to this CSP. 

THE LAW: Although there was sufficient evidence to support a finding 
of probable cause at the time of the filing of the Administrative Complaint in 
this case, in light of the circumstances set forth above, the Department 
recommends that the previous finding of probable cause be reconsidered 
and this case be dismissed without further prosecution. 

Based on the foregoing facts and findings, and pursuant to section 
456.073(4), Florida Statutes, the Probable Cause Panel dismisses this case 
with no further action to be taken. 

It is, therefore, ORDERED that this matter should be and the same is 

hereby DISMISSED. 

DONE and ORDERED this day of , 2020. 

CHAIRPERSON, PROBABLE CAUSE PANEL 

BOARD OF PHARMACY 

DOH v. Hybrid Pharma, LLC 3 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2017-23347 

HYBRID PHARMA, LLC, 

RESPONDENT.
/ 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Hybrid Pharma, LLC, and in 

support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to section 20.43, Florida Statutes; chapter 

456, Florida Statutes; and chapter 465, Florida Statutes. 

2. At all times material to this Administrative Complaint, 

Respondent was a permitted special sterile compounding pharmacy within 

the state of Florida, having been issued permit number PH 29374.



3. Respondent’s address of record is 1015 West Newport Court 

Drive, #106—A, Deerfield Beach, Florida 33442. 

4. At all times material to this Administrative Complaint, 

Respondent was engaged in sterile compounding. 

5. On or about December 19, 2017, the Department conducted a 

sterile compounding inspection of Respondent. 

6. During the Department’s inspection, the following deficiency 

was found: 

a. No endotoxin testing conducted on testosterone cypionate, a 

high—risk level compounded sterile preparation (CSP), not for 

inhalation or ophthalmic administration, prepared in batches 

of more than 25 identical containers, or exposed longer than 

12 hours at 2° to 8° and 6 hours at warmer than 8° before 

being sterilized 

7. Section 46S.023(1)(c), Florida Statutes (2017), provides 

violating any of the requirements of Chapter 465 or any of the rules of the 

Board of Pharmacy constitutes grounds for discipline. 

8. Rule 64Bl6—27.797(1)(a), Florida Administrative Code, provides, 

in relevant part, that all sterile compounding shall be performed in 

DOH v. Hybrid Pharma, LLC 2 
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accordance with the minimum practice and quality standards of the 

following chapters of the United States Pharmacopeia (“USP”), 36th 

revision, Second Supplement, incorporated and adopted by reference with 

the effective chapter dates of December 1, 2013: Chapter 797, 

Pharmaceutical Compounding-Sterile Preparations. 

9. USP Chapter 797 provides bacterial endotoxin testing shall be 

conducted for all high—risk level CSPs, excluding those for inhalation and 

ophthalmic administration, prepared in batches of more than 25 identical 

containers, or exposed longer than 12 hours at 2° to 8° and 6 hours at 

warmer than 8° before being sterilized. 

10. As set forth above, Respondent violated a provision of USP 

Chapter 797 through the deficiency identified during the Department’s 

inspection conducted on or about December 19, 2017. 

11. Based on the foregoing, Respondent has violated section 

465.023(1)(c), Florida Statutes, through a violation of rule 64B16— 

27.797(1)(a), Florida Administrative Code. 

[ Remainder of page intentionally left blank. ] 
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WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent’s license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 10th day of January, 2020. 

Scott A. Rivkees, MD 
State Surgeon General 

151 Anthonz Brian Conig/io 
ANTHONY BRIAN CONIGLIO 
Assistant General Counsel 
Fla. Bar No. 1002943 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 

Tallahassee, FL 32399-3265 
FILED Telephone: (850) 558-9870 

”EPASQEENCC’LZEEALT” Facsimile: (850) 245-4662 
CLERK Mgeflwm Email: anthony.coniglio@flhealth.gov 
”"TE JAN 1 0 2020 

PCP Meeting: January 9, 2020 
PCP Members: Montgomery & Bisaillon 

DOH V. Hybrid Pharma, LLC 4 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be 
conducted in accordance with Section 120.569 and 120.57, 
Florida Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum issued on his or her behalf if a hearing is requested. 

A request or petition for an administrative hearing must be 
in writing and must be received by the Department within 21 
days from the day Respondent received the Administrative 
Complaint, pursuant to Rule 28-106.111(2), Florida 
Administrative Code. If Respondent fails to request a hearing 
within 21 days of receipt of this Administrative Complaint, 
Respondent waives the right to request a hearing on the facts 
alleged in this Administrative Complaint pursuant to Rule 28- 
106.111(4), Florida Administrative Code. Any request for an 
administrative proceeding to challenge or contest the material 
facts or charges contained in the Administrative Complaint must 
conform to Rule 28-106.2015(5), Florida Administrative Code. 

Please note that mediation under Section 120.573, Florida 
Statutes, is not available to resolve this Administrative Complaint. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 

disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

DOH v. Hybrid Pharma, LLC 5 
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Attorneys At Law 

MCRAE LAW OFFICES, P.A. 
5300 West Atlantic Avenue, Suite 412 

Delray Beach, Florida 33484 
Phone: 56176386600 

Fax: 88830876020 
Mitchel] T. McRac 
Steven G. Gocrke * 

‘ Board (Jcmficd Civil Trial Imwcr 

Via email to AndrewPiet/jvlo@fll1ealth gov 

Augmst 19, 2020 

Andrew J. Pietrylo, Jr; 

Assistant General Counsel 
Office ofthe General Counsel 
Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, FL 32399-3265 

Re: DOH v. Hybrid Pharma, LLC, Case No. 2017-23347 

Dear Mr. Pietrylo: 

Please accept this writing as a supplemental response on behalf of respondent. Hybrid Pharma, 
LLC. On behalf of Hybrid Pharma, LLC request is made that this matter be dismissed. In the 

event this matter is not dismissed, Hybrid Pharma, LLC requests a timely hearing before an 

Administrative Judge. It is my belief that Hybrid Pharma’s prior written responses which are 

incorporated herein, as supplemented by this writing, demonstrate both legal and factual grounds 
for the dismissal ofthis claim. 

The documents forwarded to me by your office confirm that the inspection report was prepared 
reflecting that the Date of Inspection was December 19, 2017. Despite the date of the written 
inspection report, an Administrative Complaint was not filed until January 10, 2020, more than 
two years after the inspection report. The extensive delay in filing the Administrative Complaint 
has caused prejudice to Hybrid Pharma as this claim hinders its ability to obtain licensure in at 

least one other state. Hybrid Pharma requests that the Administrative Complaint be dismissed as 

untimely under Florida Statute §456.073(2). 

Hybrid Phanna also disputes the accuracy of the probable cause meeting information contained 
in the Administrative Complaint. The Administrative Complaint reflects a Probable Cause Panel 
meeting date of January 9, 2020, although there appears to be no public information supporting



Andrew J. Pietrylo, Jr. 
Assistant General Counsel 
August 19, 2020 

that a PCP meeting was held on this date. Additionally, the PCP Members listed are Mr. 
Montgomery and Mr. Bisaillon. It is my client’s beliefthat Mr. Bisaillon resigned from the 

Board of Pharmacy in advance of this date. Consequently. my client is of the opinion that if the 

PCP information in the Administrative Complaint is incorrect, the Administrative Complaint 
should be dismissed as inaccurate and/or untimely. 

The Administrative Complaint should also be dismissed as it contradicts the inspection report 
upon which the violation is pulportedly based. Paragraph 32 of the inspection report 
affirmatively states that “Testosterone lot #171006a 2000 ml has not been testedfbr endotoxz'ns.” 

Despite the inspector’s specific reference that lot #1 7100621 was “Testosterone”, the 

Administrative Complaint contradicts the inspector’s finding and instead alleges that “During the 
Department’s Inspection, the following deficiency was found: a) No endotoxin testing was 
conducted on testosterone cypionate ....” It is elementary that Testosterone and Testosterone 
Cypionate and different chemicals. Nowhere within the inspection report does the inspector 
make any reference to Testosterone Cypionate. Consequently, the violation alleged in the 

Administrative Complaint is not found within the Department’s own inspection report. 

It is noteworthy that the Department conducted its inspection of Hybrid Pharma simultaneously 
with the FDA as Hybrid Pharma is FDA approved‘ The FDA, which also uses the US. 
Pharmacopeia as its reference guide, did not find any violation relating to lot #1710063 as the lot 
contained Testosterone Cypionate and not Testosterone. I have attached as Exhibit A information 
relating to lot #1710063 confirming that the proper chemical compound in the lot was 
Testosterone Cypionate. 

The USP Official Monographs also reflect the difference in the chemical compounds. The USP 
Official Monograph for Testosterone Injectable Suspension, a copy of which is attached as 

Exhibit B, contains specific information addressing “Bacterial endotoxins” as well as “pH”. The 
USP Official Monograph for Testosterone Cypionate Injection, a copy of which is attached as 

Exhibit C, does not make any reference to bacterial endotoxins or pH. From a scientific 
standpoint, the lack of mention of bacterial endotoxins and/0r pH relating to the Testosterone 
Cypionate Injection is completely logical. The Testosterone Cypionate injection uses a “suitable 
vegetable oil” instead of water. Vegetable oil is anaerobic and, therefore, cannot support 
bacterial or fungal growth. In the absence of such growth, there would be no endotoxins within 
the oil. Further, vegetable oil has no pH. 

The difference in water-based and oil»based injectable vehicles is also evidenced in USP <l>. 
USP <1> provides in part: “Aqueous Vehicles v The vehicles for aqueous Injections meet the 

requirements of the Pyrogen Test <I5l> or the Bacterial Endotoxins Test <85>, whichever is 
specified.” The paragraph following “aqueous vehicles” in USP <l> provides in part: “Other 
Vehicles 7 Fixed oils used as vehicles for nonaqueous Injections are of vegetable origin, are 

odorless or nearly so, and have not odor suggesting rancidity.” Nowhere within the section on 
“Other Vehicles” is there any reference to need to meet the requirements of the Pyrogen

[O



Andrew J. Pietrylo. Jr, 

Assistant General Counsel 
August 19, 2020 

Test <151> or the Bacterial Endotoxins Test <85>. The complete absence of reference to the 

Bacterial Endotoxin Test <85> in that portion of USP <1> relating to “Other Vehicles" confirms 
that Hybrid Pharma did not violate the USP as it relates to its Testosterone Cypionate testing. 

The inapplicability of USP <85> to oil-based compounds if funher supponed in the wording of 
USP <85>. Particularly, that portion of USP <85> entitled “Preparation of Solutions” provides 
in part as follows" “Sample Solutions ~ Prepare the Sample Solutions by dissolving or diluting 
drugs using WEI/erfor BET. Some substances or preparations may be more appropriately 
dissolved, or diluted in other aqueous solutions If necessary, adjust the pH ofthe solution to be 

examined (or dilution thereof) so that the pH of the mixture of the lysate and Sample Solution 
falls within the pH range specified by the lysate manufacturer, usually (yo—8.0. The pH may be 

adjusted by use of an acid, base, or suitable buffer ....’ It is elementaly that oil and water do not 
mix rendering the use of water to determine endotoxin levels in oil-based compounds untested, 

unproven, unreported and unreliable. 

Hybrid Pharma is aware that USP <797> provides that if the official monograph does not contain 
a bacterial endotoxin limit, such as is the case with the Official Monograph for Testosterone 
Cypionate Injection, “the C SP shall not exceed the amount of USP Endotoxin Units (per hour per 
kilogram of body weight or square meters of body surface area) specified in Bacterial 
Endotoxins Test <85> referenced above for the appropriate route of administration.” However, 
for the reasons set forth above, testing pursuant to USP <85> is not conducive to oil-based 
Injections. 

Of great importance is the fact that the inspection report reflects that the Department’s inspector 
answered “Yes” to Item 33 “Endotoxin testing process indicates that it is compliant with USP 
<85> [BACTERIAL ENDOTOXINS TEST USP<85>].” The Department’s inspector also 
answered “Yes” to Item 34: “High Risk CSP‘S are within allowable limits for bacterial 
endotoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial 
Endotoxin (Pyrogen) Testing]. These answers confirm that Hybrid Phamla was in fact compliant 
at the time of the inspection. 

Hybrid Pharma has tried to follow unwritten approaches to test endotoxin levels suggested by 
third parties in adding water to its oil—based compounds for testing, but the results cannot be truly 
verified as the various factors such as ingredients, water volume, etc, have not be properly 
established by nor incorporated into the USP. Hybrid Phamm references the American 
Pharmaceutical Review article attached hereto as Exhibit D, in support of its position. 

The USP does not address or is not clear on what testing endotoxin testing is applicable to oil— 

based Injections. More importantly, the inspection report (Items 33 and 34) completed by the 

Department confirm that Hybrid Pharma was compliant with its bacterial endotoxin testing. As 
such, Hybrid Pharma cannot be held to have committed a knowing violation of Section 

465.023(1)(c), Florida Statues, or a knowing Violation of rule 64B16-27.797(])(a), Florida



Andrew J‘ Pietrylo, J1". 

Assistant General Counsel 
August 19, 2020 

Administrative Code. Accordingly, Hybrid Pharma respectfully requests that this matter be 

dismissed. Altematively, Hybrid Pharma requests that this matter be timely scheduled for an 

Administrative Hearing. 

The Department’s decision to dismiss a parallel Claim against Jeff Goldrich, Hybrid Phanna’s 
former pharmacist, confounds my client‘ If Mr. Goldrich as the pharmacist was facing identical 
claims for the same allege violation, why was the claim against him dismissed. While I 
recognize the Depanment is free to determine what claims to pursue against which persons/ 
entities, this action leads Dr. Rajalingam to believe a prejudice exists against him personally‘ 

Thank you for considering the above. My client and I would appreciate the opportunity to 
discuss this matter with you directly at your earliest convenience. 

Very truly yoursV 

MCRAE LAW OFFICES, P.A. 

/‘ Byfi 
Steven Goerke 

Cc: Hybrid Pharma
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HYBRID PHARMA PRODUCTION SHEET TESTOSTERONE CYPIONATE ZOOMG/ML INJECTABLE NDC 26436-5074 —10 

TESTOSTERONE CYPIONATE 200MG/ML 
7 

ISO 7 Buffer Room 
j

u 

LINJECTABLE . ‘ 

;PREPARATION DATE /o/ 6/17 Temperature F [Range 68 —77F] '71 F 

iBATCH SIZE 2900 M Humidity % [Range 30 -65%] 3 b y_ 

§LOT#/ BATCH# / 7/0064 Pressure Gauge -[>0,02]”w.c 
__ 003 " 

? , 

:BEYOND USE DATE Biological safety cabinet, ISO 5 

i/Maxnnum BUD* y/éflg ‘/ 
RPH INITIALS 

l 
Tan-L. 

{RPT INITIALS M 
* Labelled BUD may be less than the Maximum BUU 

MATERIALS REQUIRED; 
CALIBRATED BALANCE WEIGH BOATS/ WEIGHING PAPERS/SPATULAS 

MAGNETIC STIR PLATE, STIR BAR, 2-3” OVERHEAD STIRRER, STIR ROD 

BEAKERS WITH MARK [N IT OR SUITABLE GLASSWARE DEPYROGENATE ALL THE GLASSWARES AND STERILIZE THE 
TUBES AND ACCESSORIES 

STERILE 0. 2MICRON MEMBRANE FILTERS OR STERILE CAPSULE FILTER 

BUBBLE POINT TESTER/FILTER INTEGRITY TESTER 

CALIBRATED TRANSFER PUMP/DISPENSER PUMP STERILE TRANSFER TUBES 

STERILE DEPYROGENATED VIALS CAPS ,CAPPER 

STERILE AND DRY RUBBER STOPPERS 

CONFIDENTIAL 

RINSE WITH 2% DISODIUM EDETATE SOLUTION, RINSING WITH 
DISTILLED WATER. AUTOCLAVE STOPPERS.



HYBRID PHARMA PRODUCTION SHEET TESTOSTERONE CYPIONATE 200MG/ML INJECTABLE NDC 26436-5074 -10 

Batch # 

Wan-m the oil, Benzyl benzoate and benzyl alcohol to 90 -110 0F and add the powder to the oil solution‘ Stir the solution at this 

temperature for about 10 minutes to make the solution clear and pre-filter through 0.45 micron filter. 

Weigh and transfer the powder inside the Powder hood. 

VW’EIGHING TESTOSTERONE CYPIONATE 200MG/MLINJECTABLE 

FORM MEASURE UNITS MANUFACFURER/ LOT NUMBER EXPIRY DATE WEIGHT 
WHOLESALER/ NDC T AKEN 

. 

TOTAL QUANTITY MADE LIQUID 100 i mL 
' V 

2000 
, 

mL 

:Testosterone Cypionate POWDER 20 gm AP158597—0078-8 032117A-1 / 01/21/2019 / 400.00 gm 

Benzyl Benzoate LIQUID 22.4 gm Medisca/38779103ll 140026A 08/30/2018 / ‘450.00 gm __> 
_,__. 

1 f ‘ 500 
Benzyl alcohol LIQUID 0.945 mL Medisca 140195C / 11/30/2018 / 19 mL 

38779102984
1 

Grapeseed oil LIQUID 64 gm Medisca/387792089l 143150A / 3/31/2019 / 1280.00 gm 1 530 . 

Mixing Speed rpm Minutes 2000m1 qs 

, 
’0 . ‘ ~ . 

3-3 ‘ 0p”: H\ is‘mpw 0&v 'TahJ. 3-.‘2MPM L\.§MW~ 
"ha/ul— 

§Fa¢ \ WW 
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HYBRID PHARMA PRODUCTION SHEET TESTOSTERONE CYPIONATE ZOOMG/ML INJECTABLE NDC 26436-5074 -10 

COMPOUNDING/ PRODUCTION DIRECTIONS: 
1 . MEASURE AND/OR WEIGH ACCURATELY THE REQUIRED QUANTITY FOR THE TOTAL AMOUNT TO BE 

PREPARED. 

2. INCORPORATE THE SOLID INTO OIL, WARM THE SOLUTION, STIR AND ALLOW COMPLETE DISSOLUTION 

FOR ABOUT 45 MINUTES. 
3. ALLOW IT TO COOL DOWN TO ROOM TEMPERATURE. 

MEMBRANE FILTRATION: 
4. Stagel: 0.45 MICRON FILTER FOR PARTICLES. 

5. Stage 2: STERILE 0.22MICRON FILTER AND RECORD THE DETAILS BELOW IN THE TABLES 

ISO 7 Buffer Room Temperature F [Range 68 -77F] 7!? 
IPféssurc Gauge - [>0.02]” w.c .. 0.03" ‘Humidrity % [Range 30 -65%] 

i’ISOWS HOOD Biological Safety cabinet 3 V 
6. 

367. 

DETAILS OF 0.2 MICRON MANTACTURER/ 

FILTER (0.45 MICRON +0.2 LOT # 

MICRON) 

MDI Capsule filter 
Sterile 
DTL—S DT3786E 2021—07 

BUBBLE POINT /FILTER 

INTEGRITY AFTER 

FILTRATION, PSI 

DISPENSING/ DOSING INTO VIALS: 
7. DISPENSE lOML INTO DEPYROGENATED IOMLAMBER TYPE IVIALS 
8. USE STOPPERS PREVIOUSLY STERILIZED IN AN AUTOCLAVE TO STOPPER THE VIALS. 

9. STERILE FILL AND STOPPER WITHIN ISO 5 DESIGNATED HOOD UNDER HEPA FILTER AND THE 

PREPARATION SHOULD BE PREPARED USING STRICT ASEPTIC TECHNIQUES. 

10. AT THE FINISH OF COMPOUNDING, TAKE GLOVED FINGERTIP SAMPLING AND GOWN SAMPLING OF THE 

COMPOUNDING PERSONNEL AND SUBMIT FOR QC TESTING. 

11. RECORD THE NUMBER OF VIALS MADE. 1;” ' ' ' ' 
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HYBRID PHARMA PRODUCTION SHEET TESTOSTERONE CYPIONATE ZOOMG/ML INJECTABLE NDC 26436—5074 -10

\ 

DATE DATE 

GLASSWARES, TUBES & ACCESSORIES: MEMBRANE FILTRATION O . «l M 
AUTOCLAVED / DEPYROGENATED \/ /TR_ANSFER fl 
WEIGHIN G IN MINUTES N [ 5 ”“1“ DISPENSING INTO VIALS; volume ‘ 10 ML 4: 5‘ 

MIXING TIME IN MINUTES A [+n w STOPPERING //) M 3 A 
FILTER INTEGRITY TESTING, HOLD PREfimEP' 

9 
57 W CAPPING 

LABEL PRINTING LABELLIN G IN THE VIALS 

QUALITY CONTROL —STERILITY TEST QUALITY CONTROL- STERILITY 

WW 

M»; // 

TIO .
. PREPARA N 27(s girl RELEASING 

TOTAL NUMBER OF FINISHED VIALS / ?,,‘2,x10ML REJECTED SAMPLES (0,51%?) A 

NUMBER OF VIALS SUBMITTED FOR STERILITY m XIOML NUMBER OF VIALS SUBMITTED 

TESTING FOR ASSAY 

RETAINED SAMPLES AT 20 —25 °C[ 68-77 0F] /a XIOML STERILITY TEST /§iai1 
QC RELEASED DATE AND NUMBER OF VIALS IN XIOML ASSAY LIMIT [ 90 -110%] o 6135)l 
INVENTORY FOR SALES/DISPENSING flifi‘ [a 

V” 

25x 5N? 
V ‘ a , 

i 7&1c 
7% 5 9» ‘75 :“fli‘Efi-‘f QVE’EEa‘vglr 
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HYBRID PHARMA 

Quality Control 
Product Specification: Compounded 

Drug Form lnjectable oil 
Sample Lot Number 
Preservative YES 

Storage AT 20 -25 “C[ 68-77 OF] 

PRODUCTION SHEET TESTOSTERONE CYPIONATE ZOOMG/ML INJECTABLE NDC 26436—5074 —10 

Test Parameters Product Specification 
Appearance of the product: Liquid 

Packing Size & packing appearance :éajv’ ______________ ml Amber Glass Vial ( 10ml 

Color 

Clarity CIear 

Particulate Matters None 

Leak Proof/Cap Tight Yes/:\ 
Quality & Purity: Grade Active Pharmaceutical Ingredients < USP) NF 

In house / Theoretical Calculated Assay 90 >116 % m 
Label /BUD 3months /6 $0nths+®53§2months ------------ "WM s”ame 
Custom Compounding/Drug Shortage/Dosage Form/Strength 

Manufacturer / Literature Reference /lp’(ouse TestingAssaV/F / Third party Testing 
Testing conducted in accordance with current Good boratory Practic .

“ 

Signed by Quality Control Date 

5 CONFIDENTIAL



HYBRID PHARMA PRODUCTION SHEET TESTOSTERONE CYPION 

ITEMS CHECK LIST Batch # DEPYROGENATE OR AUTOCLAVE CYCLE 

SPATULA 

MAGNETIC STIR BAR 

3000/4000 ML BEAKER DP L 8 l 36 

10 mL graduated CYLINDER DP L R ,2 [L 

250 ML BEAKER 
DP 0m; :72 .7 

ATE ZOOMG/ML INJECTABLE NDC 26436-50744 0

I 

Baxter “ 

Sterile REPEATER Pump F 

E‘en‘er REPEAfiR Pumpen-Smiauchsat Cmmnk 

555 de tubes smespcu' porwe REPEATER Sen. 

Univelsal X‘Spike < Luer Lock 

H9381 1 12146, 

E 20204 

(CHOU 
5541247572111UHEMSTGUHZ 

2000ml bottle 
DP L..rL I? I. 

0.45 pm PRE FILTER NON STERILE 

00537 

FOR STKGiE 1 EILTRATION 

STERILE TRANSFER SET 

~Luer Lock , REF: 

Sterile Repeater Pump Fluid Transfer Tube set, Universal Spike 

H93811 1193584 2020-01-31 

0.2 pm STERILE FILTER 
STAGE 2 STERJLE FILTRATION 

MDI Aseptivent TF Capsule filter Sterile DTL—S DT3786E 2021-07 

10 ML VIAL Amber DP #5135137 
FORCEPS/ TWEEZER 

RUBBER STOPPERS 
20mm AC 

VIAL CAPS [5M 
CRIMPER 

TSA PLATES AIR 
W64 Hardy 15 XIOOmm TSA 26ml USP H17177 2017-10-14 

LT‘SA PLATES SURFACE P34 Hardy TSA w lecithin/Tween 15 x60mm , USP H17205 2017 10 22 
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Label Printing, Tracking & Verification Log 

Date: 

Batch /Lot: 

Name: Size: 

Total Labels Required (YIELD + 5) = "72 7'5 

Pre-Label Design check QL/Z; 
a? 

(Signature) 

Label Element Checked 
lot or batch number; 
dosage form and strength; 
quantity or volume 
date compounded; 
expiration date; 
storage and handling instructions; 

7; Total Labels Printed EH + L, Verified By 

J.Hylwri4( 5‘“ : 'Each ml cwams a n 
Nomsmsmu Esluswkmggam 

/ L fig S 
Tzs‘ros'rmonzglfiflifmm S's; :1 g ‘gg : 
CYFIONATE Glapzstedonqs 5 .. '2' o 
Unifl‘nr "I Hclziltanuqv‘led Euié ° 
ZOOMG/ML §Tsffiifiif¥a 

d 333% .5 g 
' . 10 

w “My 
”EEEEZLCL E g .1 2 

Complete after labeling operation a Z: 

Label audit: Left over or short Labels NO YES 

If Yes Explain: 

Final Inspection by 9/ 
Pass a 

4‘ Fail
a 

vbrid Hm. ,w EachmlCcMams 9 g g“ E D :- 
r733] 124365071705 Tczi‘gfis‘gqauamg/Mu 

:3, E g 03} Eta E 
TESTOSTERGNEBenzytAIc‘mZSNE g, g ,‘. 13:5; 3 
cvONATE 03 

“‘“m gggé gag; Es < "Wm" mamlzm mun ‘: 3: m 
' ; u 

misfmd 2 «a? 3;? Egg 
5ML 

mm” mu: mmm .: 
E E g 5



HYBRID PHARMA PRODUCTION SHEET TESTOSTERONE CYPIONATE ZOOMG/ML INJECTABLE NDC 26436-5074 ~10 

ASEPTIC MONITORING DURING COMPOUNDING: 

Environmental/Personnel monitoring during production as completed and write comments. 
Form 75a 

Batch details, Name of the drug, strength 
‘ , 

Batch size and Vial size 1‘ m1, vials 

Details of settle plate TSA, collection time batch, expiry, manufacturer used to gH17177 2017-10—14 
collect air in the LAFH W64 Hardy 15 x100mm TSA 26ml USP i 

iDuring Compounding ISO 5 Hood settle air 
F¢ 

Cfu/date @) Fail 
7 

;Start dateIEnd Daie 
‘Plates 

‘ /a//7; [,9 lo 7 

@34; control 
' ,,,,7fi,___w_fl_ 7777777 

gfi Cfu/date 
M’*’V_@/ @361 

_,,,_ 
~ 

' W ' '

7 

‘Details ofTSA W/LEC &P80 batch, expiry, manufacturer Temp: 30- 350C HI7205 2017 10 22 
P34 Hardy TSA w lecithin/Tw een 15 x60mm USP

‘ 

Post Compounding LEFT RI T HOQ E SURFACE Start date ‘End Date 
Gloved fingertip fu Cfu Cfu / /~/ 
Personnel: (1’ 1" 

C 
a s/ Fail (@Fail ‘3' Fail /”/’/7 /° N ’ 

Sleev 
V Negflafive control 

Cfu Cfu 

<® Fail 
< 

as /Fail 

7 CONFIDENTIAL



/ 
HYBRID PHARMA 
Sterility Test Inspection Log TSB w/L& T20 20-250C [68—77F] Incubator 1 Form 122A 

Indicate X if cloudy. For accelerated early release of the batch, follow it up on Day 1 to Day 14. If it is not monitored these 

days [holidays or missed] they shall be followed asap. 

“Baked-Wu; ogpiti héwflrflw 
§Broth iot# U261 

: Days of Inspection" 
, 7 

ResultE ,, g 

Broth Expiry 17194 
1 3 

fi 
7 j 14 Pass 3 Fail I 

‘Date 2017-11—10 
j 

I

g 

i W 
, , z _ _v

i 

3‘ Sample Lot # 
J / ? 

Start Date 
!' 

l'TlOOéfi’ ‘ 1 

- I ’0/5lll7 
Negative 

3 

I l/ 3 

Finish Date 

Control 
f 

._ _ V > 

; i 
/o/25//7 

Sterility Test Inspection Log FTM 30 - 350 C Incubator 2 Form 1223 

[Broth Lot# U41 H17156 Days of Inspection Resultsr 
r .. 

iBroth Expiry 2017-12-02 
1 3 

7 

g 7 14 Pass“ 
_ 

Fail 
‘

: 

Date 
7

i 

Sample Lot # \/ Star} Date
g 

(7100“ ,, 
i {3/6/ " 7 ‘ 

Negative 
1 ‘/ Finish Date 3‘ 

Eontrol ' M/zs/a '1 

1 CONFIDENTIAL



HYBRID PHARMA , 

HYBRID PHARMA ON—SITE STERILITY TESTING lMEMBRAN E FILTRATION DOCUMENTATION 

1* (VlooeA 

FORM 122C_Rev.2 

lw’vst’w-L 0613:113t my“? IWJ' 

Batch details, Name of the drug, strength, Batch size, 

number of vials 

2000 m1, 10ml vials vials used 1n sterility test 

10 X 10ml vials 

During Sterility test 159 SAHood setqe 51i Plaitreisi (j Cfu @/ Fan 
, 
Start date End Date 

Negative Control i 
Q'Cfu @Fail ’01, g, 1 

,L7 [0//0//7 

Post sterility test L FT RI HTa HOOD SURFACE Incubation 

Personnel Gloved Cfu ass Fail Cfu Fail fl Cfu 
’ 

ail Temp. fi/v -
o 

fingemp UM Negative Control g Cfu ass Fail 
’ 3O '35 C 

Details of Fluid D, USP Details of the membrane, Details of settle plate TSA to Details of TSA W/LEC &P80 

batch, expiry, manufacturer collect air in the LAFH 

U110 H17144 Thermo Scientific CN147-0045 H17177 2017-10-14 H171205 2017-10—22 

2017-11-20 0.45 1192096 12-28-18 

CONFIDENTIAL



5326 Testosterone / Official Monographs 

quantity, in mg, of Cn2902 in the portion of Testosu 
taken by the formula: 

10C(Au / As) 

in which C is the concenlration, in mg per mL, of USP Tes~ 

tosterone R5 in the Standard preparation; and Au and A; are 
the absorbances of the solutions from the Assay preparation 
and the Standard preparation, respectively. 

Testosterone Iniectable Suspension 

» Testosterone lnjectable Suspension is a sterile 
suspension of Testosterone in an aqueous me- 
dium. It contains not less than 90.0 percent and 
not more than 110.0 percent of the labeled 
amount of C19H2302, 

Packaglng and stora e'—Preserve in singledose or multi~ 
pie-dose containers, pre erably of Type I glass. 

USP Reference standards (11)— 
USP Endotoxin RS 

USP Testosterone RS 

ldentlfication—Jhe testosterone obtained by filtration and 
washing, as directed in the Assay, and dried at 105° to con~ 
stant weight, meets the requirements for Identification tests 
A and 8 under Testosterone. 

Bacterial endotoxins (85)——It contains not more than 3.5 
USP Endotoxin Units per mg of testosterone. 
Uniformity of dosage units (905): meets the require- 
ments‘ 
pH (791): between 4.0 and 75‘ 
Other requirements—It meets the requirements under In- 
jections (1). 
Assay—Transfer an accurately measured volume of previ- 
ously well-mixed |njectable Suspension, equivalent to about 
100 mg of testosterone, to a fine-porosit , sintered-glass fil- 
tering crucible, previously dried at 105“ or 1 hour, and filter 
with suction. If the filtrate is not clear] again gas it through 
the same fiIter into a second receiver. Wash 1 e residue in 
the filter with several 5-mL portions of water until 2 mL of 
the last washin , when evaporated on a steam bath, leaves 
a negligible resudue. [NOTE—If the lnjectable Suspension is 

passed through the filter twice, rinse the first receiver with 
the portions of water before passing them through the fil» 

ter.] Dry the crucible and the collected testosterone at 105° 
for 1 hour. Completely dissolve the testosterone with five 
ZS—mL portions of methano|, passing each portion through 
the crucible under gentle suction, and transfer the com- 
bined methanol solution to a 200-mL volumetric flask. Rinse 
the crucible and receiver with two ZS-mL portions of metha- 
nol, add the rinsings to the main solution, dilute with meth- 
anol to volume, and mix. Transfer 50 mL of this solution to 
a ZSO‘mL volumetric flask] dilute with methanol to voiume, 
and mix. Concomitantly determine the absorbances of this 
solution and a Standard solution of USP Testosterone RS, in 
the same medium having a known concentration of about 
10 ug per mL in 1—cm cells at the wavelength of maximum 
absorbence at about 241 nm, with a suitable spectropho- 
tometer, using methanol as the blank. Calculate the quan- 
tity, in mg, 0 C.;H2302 in each mL of the lnjectable Suspen- 
sion taken by the formula: 

(10C/ V)(Au/ As) 

in which C is the concentration, in pg per mL, of USP Tes~ 

iosterone RS in the Standard solution, V is the volume, in 
mL, of Injectable Suspension taken, and AU and A; are the 

EXHIBIT B e lniectablef 
'ely‘ 

Testosterone Cypionate 

“‘3 
H

o of 
C27H4903 41260 ‘ 

AndroB—4-en-3—one, 1 7-(3-cyclopentyI-1-oxopro‘ 
(17 -‘ 

Testosterone cyclopentanepropionate [SB-ZO-E 

» Testosterone C pionate contains not I 

97.0 percent an not more than 103.9 
C27H4003, calculated on the dried baSIs. 

Packaglng and storage—Preserve in well-Clo: 

sistant containers. 

USP Reference standards (11)— 
USP Cholesteryl Cap late RS 

CasHsoOz 512‘ 6 
USP Testosterone Cypionate RS 

Ident ation, Infrared Absorption (197K). 

Meltlng range (741): between 98° and 104 

Speclflc rotation (7815): between +85° anc 

Test solution: 20 mg per mL, in chloroform 

Loss on drying (731)—D it in vacuum over. 
4 hours: it loses not more t an 0.5% of its weig 

Residue on ignltion (281): not more than 4 

Free cyclopentanepropionk add—Dissolve 
10 mL of alcohol that previously has been neutl 
faint blue color following the addition of 2 or 3 

bromothymol blue TS, and promptly titrate witl 
dium hydroxide VS: not more than 070 mL ofl 
dium hydroxide is required (020% of cyclopen: 
pionic acid). 
Assay— 

Internal standard solution—Dissolve 80 mg of 

teryl Caprylate R5 in a mixture of methanol ant 

(4:1) in a 100-mL volumetric flask, then add th‘ 

vent mixture to volume. 
Standard preparation—Weigh accurately abo‘ 

USP Testosterone Cypionate RS into a suitable\ 
pipet 10 mL of Internal Standard solution, and n 

Assay preparation—Prepare as directed for SI 

oration, using an accurately weighed portion 0! 

10 m of Testosterone Cypionate instead of ths 

Stan ard. 
Procedure—In}ect 1 pL of the Assay preparatll 

Standard pre arutian, successively, into a suitab 
matograph itted with a flame-ionization detect 

typical conditions, the instrument contains a 3; 

lass column packed with 1% (w/w) phase 66 
g1AB. The column temfmature is maintained a 

the helium carrier gas fows at 50 mL per minu 
b!e chromatogram, the resolution factor, R (Sgt 

raphy (621)), IS not less than 3 between the ml 
dard and testosterone cypionate peaks, and fur 

in'ections of a single Standard reparation show 

02 variation of not more than % in the peak; 
testosterone cypionate to internal standard M( 

eas under the peaks for testosterone cypionate 
teryl caprylate in each chromatogram‘ Calcula‘ 

RU, of the area of the testosterone cypionate pt



USP 36 

d peat; ir} the chromato rarn 
r_n t e Assay preparation, and Slmvlarly calculate t e ratio tulate the quantity, in m , o C27H4003 in the portion of 

Testosterone 
Cypionate taken by the formula: 

W(Ru/ Rs) 
'nwhich Wis the weight, in mg, of USP Testosterone Cy- 

pionate RS in the Itandard preparation, and the other terms 

we as defined therein. 

Packaging and store E~Preserve in single-dose or multi- 
gedose containers, pre erably of Type I g ass, protected 

m light. 
USP Referente standards (11)— 

g/late RS
6 

Identification~Dilute 
a suitable volume of Injection with 

' 
' 

‘ 

concentration of 
about 400 ug of testosterone 

cypionate er mL‘ Prepare a 
t ‘ 

chromatographic 
Plate (see Chroma- 

Iography (621)), coated with a 0.25-rnrn ayer of chromato- 
gemphic siliceous earth, by placing it in a developing cham- 

r containing and equilibrated with a mixture of 
(hloroform and corn oil (90:10), and allowing the solvent 

nt to move about three-fourths of the length of the plate‘ r rm to evaporate. n under test and of a solu~ pionate R5 in chloroform con— 

bining about 400119 per 
e e, on a line about 

2.5 cm from the bottom edge and abo t 1.5 cm apart. 
Place the plate in a dev ' 
ha: been 

ments~lt meets the requirements under In~

C d extracts with the dilute meth- the contents of the flask to 

romatogram from the Standard preparation. Call- 

EXHIBIT C 

—8°. Remove the flask from the freez 

_ 

‘ 

d immi at 

filter a portion of the contents‘ Allow he filtrate he} 
room t rnperature, tra sf a ponio 

, equiva‘m 
about 3 g f testostero 

pionate,to 
suitabkviat 

evaporat to dryness. A b pipet of mternal‘lah 

so ut/‘on and sh ke vigorou y to dissofi the residue 
rocedure‘Proc ed as due 

edure in thlAssa 

under Testosterone 
Cyp/onate, Calculat t 9 q tity, ilvrn , 

27 40 3 in the portion of Injection taken b he fomu a 600(C/ V)(Ru / R5) in which C is the concentration] In mg per mL, of USP T 

tosterone 
Cypionate RS in the Standard 

preparation; and 

the volume, In mL, of the filtrate used in the Assay prep 
t/on. 

H,c f‘ 

OW mc
n no“.

a 

C26H4003 400.59 
ndrost~4 en~3~o 

Enanthate contanns not less than n t more than 103.0 percent of Packaging and storage‘Preserve in well-closed contain~ 

ers, and store in a cool place. USP Reference standards (I 1)— USP Testosterone 
Enanthate RS ldentlfitatlon~ 

A: Infrared Absorption (197K). B: Ultraviolet Absorption (197U}‘ Solution: 10 pg per mL Medium: 
‘ alcohol. 

Absorpttvmes at 240 sis, do not (1’ 

etween 34° and not exceeding 20°. Specific rotation (7815) between +77“ and +82“. 
Test xo/ution: 20 mg per mL, in dioxane. ater, Method / (921): not more than 0.5%. 

Free he ‘ 

39", the initial
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Bacterial Endotoxins Testing in Lipid~Based Drug 
Formulations Using Liquid-Liquid Extraction\ 

ffiumday, December19, 2019 
N 

Tweet Facebook 

J Innoihy Ramsay 

Jonathan 5. Sa/Sbury 

Abstract 

Llpidbased drug products present complicaflons for bacteriai endowxins testing became the Limuius-based 

detecfion system functions only in an aqueous environment. By taking advantage 0f the amphipathic nature of FOUOW APR 
lipopolysatcharides, an oil-water Extracllon process may be used to separate endoloxins from uily dmg formmaliansv 

Keep up with nur latesx artides, 
This ankle presents the results of an endutoxin spikmg study that demonstrates the Effectiveness of this method. wirh

. 

92: spam! offers and mare dehx 
consideration of the tesuhg parameters “at (an aflect endotnxm recovery. 

Your Email Address 

Introduction ' 

Bacteria Endozoxins Testing (BET) ls cutically impmtanl for demonstrating the safew and purity of paventera! drug Connect With US 

producxs. The test dawn: and quantifies endotoxins from Gram-negative bacteria using Limulus Amoebocyxe Lysate 

HAL), an Enzymatic detection system derived from the horseshoe clab‘ Limulus polyphemus T Like a” biological 

systems, the LAL enzyme complex has evolved to operate in an aqueous environmenn This presents technical 

challenges for BET when the lest anida m be examined is Insuluble in wafer.2 tnsoluhdity of the test anide can be 

considered a farm a! physical Inxert‘erence, which prevents the LAL enzymes from maklng :omact with Endolcxins in Related Categories 
thesample. 

‘ > ‘ ‘7‘»- 

Microbial Detection Systems 

Endozoxzns canals: chiefly of Hpopolysacchalide (LP53, a componem 5f the outer plasma membrane in GramAnegafive 

bacteria. LPS is an amphipa‘hic moiecule. consisting of polar sacdmayide chains and a pmysaccharide coye‘ attached to Pharmamutical Microbiofog: 

a highlyfonservcd lipid tamponenl known as lipid A} Due to Rs amphipaihk nature, LPS forms micelles in every 

soivent, both aqueous and organic. and its lipid A component allows ix to bind to naular materials.“ Endmoxin Detection and Tea 

Because the polysaccharide chains comprise ‘he majority of (he chemicafl swuctuxe of LPS endotmins ate more Endotcxin Detection and T25 

soluble In water than In nonpoiay solvems‘ It is themfote passnble to extraci endotoxms ham nonpalar {Iqmds by 

means of liquid-liquid exvacuon‘ It has been demonstrated that endotoxins spiked into unrapure paraffin oil could be 

extracted into an equai volume of wa‘er, w'nh recoveries of 94 2% to 111%.: EFF analysis of nonpolar test amdes is 

017 5’H/2020. 17‘17’ PIV' ,___._——-_—



ljamenal hndomxms lesnng m Lipid~UflS€d Drug formulations UH. Imps:I/wwwamerlcanpnax‘maceuucalrcvxew.com/i-eatureu~Amcles.. 
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therefore posslbte, provided that the endotoxins can be exuacted efficiently into an aqueous snluiion, 

We set out to determine the feasibility of performing BET on a lipid-based drug product and placebo, using quld' 
liquid extracmm to separate endotoxins from (he lest articles 

Method Feasibility 

The product under examination is a sterile soNtion of active drug substance in trigflycevides. currenfly in Phase 1 

clinical (rlal, A method was desired that cauEd be used m perform BET on both the active drug product and the 

placebo, which consists only of ‘he triglyceride vehiclev In order to conserve sample material, initial feasibility testing 

was pelformed using unflavored. fracfionated coconut nil as a mock sampha. 

USP (85> s‘ates mm when samples are subgectad m a treatment in order m overcome inmrference. standard 

endotoxin must be added to a sampie pviorm (reatmeni In ovder :0 demonstrate the? the interference can be 

overcome without loss of endolaxins.‘ in older [0 be Considered free of lnlevierence‘ me measured cancenuauon of 

andomxin must be wimin 5020096; of the known added endomxin concentration, after subtraction of any endomxin 

detected in the solution without added endoxoxin. Howevel, because contro| standard endomxln (CSE) is apically 

reconstituted in water, this presented a problem for the validfly of such a study: if the added endotaxin remalned 

assotialed with the water in whlth K had been reconstituted, then a true exxraction event wouid not have taken plate; 

the endotoxin would not have been in the oil to begin wkh. 

Subscrme m oure‘Newslelkers N“ WW fl _ 

Stay up to date with the latest news. arrives, and events. Plus, get speciat offers 3 ,
l 

\ nn up now. .MM/ 

from American Pharmaceutical Review - all delivered right to your inbox! 

This technicaf obstacle was overcome by mmnsfituting CSE In dimethyl sulfuxide (DMSO). as described by Schlbssens 

DMSO is a polar aprotic when! that is fully miscible In both oi; and waxer. A vial mmainmg 500 ng ofCSE was 

reconstitmed with 50 ml. DMSO, yielding a soluxion of 100 ng CSE/mL, 10D 31!. of thi; (SE solution was then added to 

990 pl. of oii, in: a final endutoxln (oncemlation of] ng ESE/ml. 

The pI'e-exuauion endotoxin content of me CSE/oi!sulu1lans.m endotoxin units pel mL (EU/mL), could not be direcuy 

determined, because (he adivity ofthis 500 ng/via! CSE had not been quantified with the tuvbidime‘ric LAL mat would 

be used in the assay. To accoum for this, an extraction control solution was prepared by adding 100 pL of CSE solution 

10 990 pL of lysaSe reagent water (LRW), The endotoxin activny of the oil sampies was therefore assessed in a relative 

manner. as a percentage of the activity observed in [he EXHBC’JOR mnlrol (% extracmn efficiency) A sample negative 

contwl, to which no endotoxin had been added, was also subjected to the extraction procedure. To ensure 

homogeneity, 3!! samples were vonexed for 30 seconds prior to use. 

To perform :he exuaction, 05 mL of each sample repllcate was added u: 4.5 mL LRW in separaxe 15-mL, pyrogen-free 

centrifuge tubes: thIs consmmed a 1:10 sample dilution. The fourCSE/oll tubes were rapped and vonexed fat 5. ‘5, 30, 

and 50 minutes‘ The water sample (ex‘racllon comm!) and negative conuol were both vortexed for 50 minutes. After 

vanexing, the oi! samples showed an extensive emulsion at the iipidaqueuus boundary. This emu|sion did no! 

disperse after one bout of res‘ time, so an tubes were centrifuged in! 10 minutes at Mauve centrifugal force (RCF) : 
2900 9, which forced the complete separation of the lipid and aqueous layer: 

Initially, vunexing was performed with depyrogenated g$ass beads to ensure thorough humogenlzalion: howeven this 

resulted in the formation of a solid white precipitate upon vonexing, I! was concluded that zhls solid matter was 

produced by fliclion between the glass beads and the wan; 0f the centrifuge tube. Subsequent anempts omrtted the 

beads, and no {unher piecipitale formation was observed. 
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For each sample, 200 pL a! (he aqueous phase was withdvawn ham the lube and added to L8 mL Law for a 1:100 

sample dilution, which was vonexed far 30 seconds prior {0 use. All 1:300 sampledrlutions were tested vIa the USP 

<BS> kineflc turbidimemc technique, using four unspiked sample wail: and four we“: spiked to contain 0.5 EU/mL as 

a positive product control (PFC). The purpose of the PFC was to demonstrate (ha! nn interfering substances from the 

original test artide remained In the moo ten suiun‘on. Per USP <85>, the acCepled range for PFC recovery ls 50~200%. 

Testing also was attempted at [he 1:10 dilution, but small amounts atresidual on weve wansferred to the microplale in 

each sample we”, and PPC recovery was low (43—65%), so further (esting a this dlluflwn was discontinued 

‘1 fcggfime} Value(EUlmU 
Ppc Recovery (96) 

g 
Eggggyzw 

csemmso min) 12.4 107% 691% 
‘ 

CSEIoilBO min) 5.7 106% 

‘ w 

1’§§;J}}’§~m7§1m:ffiuW-“ "70%;” 

15607175 min) < 
0'5”“ 

99% 

gimj‘3fifm .1:a 
. 

118% 

R WA.“ _ “I 
Sampie NC (50 min) < 0.5 124% 

The initial feasibility test demonstra‘ed that endomxins cauId be vecweled from an 0i test amcle (Table 1).Tne 1:100 

sample dilution did not interfere wikh me assay, as evidenced by PPC recovery values near 100% for all samples. 

Extraction elficiency was acceptable wk?» 50 minutes ofvonexingl but was markedly lower with oniy 30 mmuxes of 

extraction,and fell K0 undetectable levels t aniy 5 minutes of extraction, 

Feasibilny lesfing alsa demonstra‘ad lhal the endotaxin activity of [SE reconstituted in DMSO declined sharply over 

time, from 25,! EU/mL on the day of reconstitution to 17.8 EUlmL after 1 day of storage at 2—HT. (DMSO has a fveerJng 

point of I 9'C. so (SE was vortexed forS minukes lo Iasuspend after thawing.) Because of (his subsequent testing used 

CSE in DMSO that had been freshly prepared on We day of use. 

Product-Specific Method Verification 

Method vermcallon for drug produci and placebo formulations pmceedad aiang the same general approach 

described for method feasibiliw, Fm each formulation, the ail-wane! extracfion was performed on an unspiked sample 

[sample A), a sample spiked with CSE In DMSO 10 contain l ng CSE/mL [sample BL and an equlvalent volume of LRW 

spiked to cuntaln 1 ng CSEImL (sample C). To improve the aczuracy of the CSE spike, the volume was increased m 50.0 

pL of CSE in DMSO. added In 495 mL of sample. 

As In the feaslbflky ten. 0.5 mL of sample was added to 4.5 mL LRW (or a 1:10 dilution. vonexed at high speed for 50 

minutes. then centrifuged at RCF = 2900 g for 10 minutes In sepavate the 0H and water phases. Afler centrifugation, 

the Iipid phase of each sample A and sample B was drawn off with an aummatic plpene, and the aqueous phase ofan 

samples was vortexed 30 seconds to ve-humogemze ‘he endotaxin. 

A test dilution of 1:100 was prepared from the aqueous phase, as describad for the feasibil'cty lest Addxflonafly, a 

Mgher "pass polnt" dilution of 1:400 was prepared {tom the 1:1 00 dilution, In order to establish a validated range of 

dilutions at which ‘he mexhud could be performed. The use of higher dilutions of 1:800 and HUGO was anemptedl but 
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results were ‘nconsiskem at ‘hese dilutions because of high variablllty In the amount of endoloxln recovered from 

samples 8 and E. and these eff arts were discontinued. Dilutions higher than 1:1000 wexe not tes‘ed. because the 

estimated activity of the splked CSE In DMSO would fall below the “mi! of detection (01305 EU/mL}. 

All samples were lesled by the USP <BS> kinenc (urbldimetric technique Equivalent dilukions of samples A' B. and C 

were tested on the same microplate to ensun: comparability of resuks. The test was performed Independently by 

three analysts to demonsuaze intevmediam precisiun. 

Extraction Efficiency- 

, Formulation Diiutlon , 

- Analyst! Analystz Analysts 

1:100 89% 88% 79% » 

; 
Drug Product -_.. rm ~ ~ » — --—— -—--—~--— 

; 
1:400 51% 72% 80% 1‘ 

1:100 104% 94% H196 

Placebo 
E400 65% 75% 104% 

0. L 

'Extracflon Efficiency = (Endotoxin Vaiue of Spiked Sample B) + (Endmoxin Value of Sked 
; Sampfe C)x100%.

: 

All analysts obtained extraction eff! ciencles Kn the range of 50—20091: required by USP <85> (Tame 2).The measured 

endomxln acflviry of the spiked watev comm! (sampte C) was uniformly lower than In the feasibmty test, rangxng from 

5] to 8.3 EU/mL; thls ls amlbutable ta Khe use ofa new 101 of LAL reagent duling xhe method verificaflon. Endomxln 

content in the unsplked sample (sample A) was below me Iimfl of detection for all analysts. 

None ofthe tested sampie dilutions exhibited fimerference wlth the positive pvoduu contrms. Acmss all dilutions and 

"$335, PFC recovery ranged from 100% m 138% fordmg product. and from 101% to127‘h‘xfor placebo. 

Conclusion 

The results of the method vellficatlon demonstrate that endoloxins can be successfully recoveved from a lipid Eample 

matrix by liquidliquld exuaclion. ESE recunsfltuted 6n DMSO can be effectively and homogeneouslydlssolved Into 

lipid samples, and this spiked :ndmoxin migrates efficiently into the aqueous phase when diluted 1:10 with wa(em This 

extracflon pmcess can be performed simply by vortexing at high speeds, but time is a critical factor; comment 

recovery was not ubsewed for vortax times below 50 minutes. 

This study highfights a number 0( addltlonal technical chailenges that muszbe considered when vandating the 

endomxln extractlun proceduve fora new product. Unllke natural endctoxlns, CSE settles out of solution over lime‘ so 

the Hpid and aqueous layers must be separated after extraction so that CSE can be resuspended‘ Emulsion of the Sayers 

can be quickly overcame thvough centrifugallon. provided that the aqueous layef ls than vortexed m re-humogenize 

the CSE. 

After exmaction, direcx testing of the aqueous layer pruved inadvisabie, as enough residual oil remained to interfeve 

wlth the assay. A ken-fold dHution from this layer. for a 1:100 overail dilution, proved effective in preventing this 

Interference; however, subsequent serial dilutions introduced Wide variability In results. The most likefy explanation (0! 
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[his )5 that the CSE adhered to the pipeues mm were med In mesa subsequent dilution steps. This suggests that 

swdiES with spiked high<pmency CSE should involve as few serial dHutions as possible‘ Any dilutions that are 

necessary should be performed in borosilizate glass pipettes, rather than with automatic pipenors, bemuse the lipid A 

porllon ofihe LPS molecube has a high affinity for nonpolar plastk pipette tips. 

USP <85> allows for samples to be tested at dilutions up to the maximum valid dflutlon (MVD), which is a functlon of 

the endomxin timit for the test article in quesxfion‘ When vaiidating an extraction memod such as this one. however, 

the dilution range is further constrained by the need to quantify the mcovered endotcxln‘ D‘flerent lms of CSF vary In 

their activily. and difielenl lots of LAL vary in their responsivzness to difierenr Iol: 0! (SE; and even when CSE activity 

has been quantified for a given [at pairing K is done mm CSE reconstituted in waten nm in DMSO. Because ofall mew 

factors] the exact acfivily of endotoxin being spiked into a sampie will not be known unm the mast is run. The use of an 

extraction control, in which an equal amount of CSE is spiked into water and tested alongside the lipid samples, 

ensures a more accufine determination of extraction effi ciency than assuming a theoretical value of EU/mL thak has 

been invoduced into the sample. A maximum dilution can then be determined based on the leve! of endotoxin 

activlty observed. 
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Pietrylo, Andrew 

From: Steven Goerke <sgoerke@mcraelawfirm.com> 
Sent: Monday, September 21, 2020 3:49 PM 

To: Pietrylo, Andrew 
Subject: DOH v. Hybrid Pharma, Case No. Case No. 201723347 » Corrected 
Attachments: Endosafe Test Recordpdf 

Mr. Pietwlo: 

My client requested a rewording in one sentence. I am therefore resending this email with a rewording of the last 

paragraph. 

Thank you for your email. I wanted to confirm that after receipt ofthe December 19, 2017 inspection report, Hybrid 
Pharma’s principal made great effort to try to try to determine what kind of endotoxin testing could be undertake on 
Testosterone Cypionate despite Hybrid Pharma’s firm belief that the USP does not spell out an appropriate BET. Despite 
the holiday season, the Dr. Rajalingam contacted multiple individuals in the scientific community. Based on 

conversations with others in the scientific community, Hybrid started a new test on Januaw 4, 2018 on the very 
Testosterone Cypionate lot citied by the DOH inspector. A copy of the Test Record slip on the cited lot is attached. The 
lot in question passed the test that was implemented. Hybrid Pharma continues to run this same test on Testosterone 
Cypionate to this date. 

Dr. Ponswany Rajalingam has a Master of Science in Chemistry and a PhD in Physical Organic Chemistry. Dr. Ponswamy 
Rajalingam has decades of experience as a research chemist. His wife, Dr. Umarani Rajalingam, has a Ph.D. in 

Organic/Medicinal Chemistw. Dr. Umarani Rajalingam worked in University of Texas at Arlington, Queens University in 

Kingston, Canada, University of Weston Ontario, Canada. She was a Visiting Faculty in University of Lille, France. 

Teaching Faculty in South University, West Palm Beach and Palm Beach State College. She is a registered technician for 
Hybrid. Dr. Umarani Rajalingam has over thirty years’ experience in quality control in the pharmaceutical 
industry. Hybrid Pharma uses highly educated and experienced individuals well versed in science. 

Please note that I need to make a correction regarding my correspondence to you of August 19, 2020. | inadvertently 
stated that the 2017 inspection was a joint inspection with the FDA. This statement was in error. Thejoint inspection 
occurred at a later date. Please disregard my reference to a joint inspection. 

Hybrid Pharma is FDA registered. Hybrid continues to search of an effective BET for Testosterone Cypionate and has 

discussed the issue with numerous persons in the scientific community. As recently as today, representatives of Hybrid 
participated in an FDA presentation in which the presenters confirmed that as a 503B facility Hybrid SHOULD NOT follow 
USP <797> as the inspection method for Testosterone Cypionate‘ The FDA presenter stated that Hybrid should follow 
the GMP (Good Manufacturing Practice) protocols as it states in the USP monograph. Based on the position of the FDA 

that USP <797> is not a proper production and inspection technique for the Testosterone Cypionate and that Good 
Manufacturing Practice is the proper method as described in the USP monograph. Accordingly, the Administrative 
Complaint against Hybrid Pharma should not stand as Good Manufacturing Practice was at all times followed. 

Regards, 

Steve Goerke 

Steven G. Goerke 
Board Certified Civil Trial Lawyer by The Florida Bar 

McRae Law Offices, PA. 
| 

5300 W. Atlantic Avenue, Suite 412 
| 

Delray Beach, FL 33484

1



Phone 561.638.6600 
| 

Toll Free 888.262.0208 
| 

Fax 888.308.6020 
sgoerke@mcraelawfirm‘com 

| 
www.mcraelawfirm‘com
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, memm summer; Test Record nmxm 
\mzr 3/26/2015 

Batflile: .....u~. 01/04/18 9 04:29:29”! 
Device: H... 313? 

Operator“): 336 

Cartridge: Endotoxin 
Tuperature: .. Start: 37.0(2 End: 37.05 
Heft'had: .. KX-122 

Cartridge Lot”: ................ 76101313 

Cartridge Cal Cede: ....... 511436756800 

Range; . 543.05 

Range Tine: ............... Sec: 114-767 

Onset Tiles: .u..." >767 212 >757 262 

Slope: 43.414 ........ Intercept: +2.l6 
Dilution: ..........................180 
Sample Lot: .................... ”MOM 
Sample ID: ........ TEST CYPIUNATE 200 

Sample Rxn Tine CV: mu...“ 0.701 Peas 

Spike Game: ............. 0.8M ELI/a}. 

SpikeRxn Tine CV: 14.91 Pass 

_ 
Spike'fiecavery: 9171 Pass 

Test Suitability: ................. Pass 

Sample Value: {5.00 EU/IL



DOH Inspector’s comments ‘in italics 

9. A 0.2-um certified sterilizing membrane filter is used that is chemiéallv and phvsicallv compatible with 

the CSP. Filtration is camn‘lete'd rapidlv without filter replacement-V Sterilization method is verified to 

achieve sterili ' for the uant' and . e of containers. VERIFICATION 0F COMPOUNDING ACCURACY 

AND STER'MTY : Sterilization of Hi'
' 

Compounding record for Zinc salfate 10mg/mlf7nal volume of 300 ml was sterilized by filtration with a 

Baxter Super 32 mm syringefilter. Manufacturer recommended volume far this filter is less than 150 ml. 

RESPONSBWhile the manufacturer lists 150 m1 as a recommended vglume for this filter, It does. notgive 

a maximum recommended volume. The manufacturer also fails to mention the conditions or criteria 

used to detennineithe “recommended” volume. 

The volume any given flIter can process and still maintain its integrity is based upon many factors 

including substrate viscosrtv, solLibility, structure, pressure, purity, and size to name a few. The 

validation test performed at the end of every hatch (known as bubble point or pressure holding test) IS 

the determining factor when assessing. a filters failure point. 

' 

We have neither! any premature failure of'the Sugar 0.2 micron filter after processing 300ml of Zinc 

Sulfate. 

Action Plan: Although :10 offidél'maximum filtered volume is given for this filter, we will use 150ml as. 

the maximum allowed volume going forward. 
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15‘ Dry heat depvrogenation is uSed to render glassware or containers, such as vials free from pvrogens 

as well as viable microbes. The description of the drv heat denvrogenation cycle 5nd duration for specific 

load items is induded in written documentation in the compounding facility. The effectiveness of the dry 

heat depvroaenation ,cvcle is verified using endotoxin challenge vials ( ECVSL [VERlFlCATlON 0F 

COMPOUNDING ACCURACY AND STERILIW: Dépyrogenation by Drv Heafl 

Firm is using distilled warm to rinse glassware not sterile water; SECOND ADVISORK 

Response to June 14;. 2017 DQH Inspection Report; 

All the nan-sterile glassware .is washed with tap water to remove any. suspended partictes, and then 

washed with-distilled waterin the, cleaning process. Next, it is rinsed with'sterile water for injection. We 

explained the cleaning procedure to the inspector-s, We have many cases of sterile water for injection 

(Baxter product) in thevinventory room within the pharmacy. We only take from inventory the necessary 

amount to use during the sterilizatién process. 

Response ”to December 191.2011 OOH Inspection Report: 

The inspector claim-s again. that‘we are using distilled water for the final rinse of glassware. This is 

incorrect. Distilled water. is used in the cleaning process but not. in' the final rinse stage“ Sterile water'is 

transported from the starége momafterbeing removed fl-ém its cardboa r-d shipping conxainers. Wedo 

not store sterile water in‘thelprep, room. See on the next pagevthe SOP rggarding the procedure to wash 

glassware and vials prior to d'epyrogenat‘ion. 

IT/Efl'd UNHUHd GIBHAH 89:28 BEBE—SI-NUI



@ndotoxin testing is canducted for High-risk level CSP's that are prepared in batches of more than 25 
‘ entica! containers, or exposed longer than 12 hours ml" to 8°, and 6 hours at warmer than 8°, before 

bein sterilize or in multidose containers for administration toimulti le tienfs; excludih those for 

inhalation. and ophthalmic administration) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: 

Bacterial Endotuxin 
' 

en Tes i 

Testosterone lot #171006a 2000 mlhas not been tested for endOtoxins. 

Response: 

The USP monograph fqestosterone-Cypionate does not reference anyfendotoxin value requirement for 

thfs‘ product. 

The USP contains maximum allowable endotoxin levels for all, Qfficial water soluble ,injectable products. 

The USP describes the methods used to ,dét'enninethese valuesThe’ USP datas not list any method to test 

oil soluble'prbducts. The USP fails to list the maximuma‘llowable endotoxin level-for oil based iniectable 

drugs, most notabry TESTOSTERONE CYPIONA'TE. 

While doing research into this we found some labs were doing .entoxin testing on Testosterone 

Cypionate utilizing their ownunofficial methods. These methods all invplve. adding water to the oil and 

extracting solution from the Water based lava-after shaking; The‘h‘epe is that the e'nd'otoxin wlli be drawn 

into the Water layer and the extracted water layer wouid b‘e'fi’efé. from oiivcontamin'ation. 

No validation of this methad exists and is most likely the reason it is'not mentioned in the USP <797>, 

<71>,<85> or any of the other references listed below. 

The test methods refer to. dilution withLAL Reagent Water; These ,metjhads work fine with water 

soluble drugs. 

The USP gives no guidance, methods or pmcuresito determine endotin leVIels involving 'oil bas‘ed 

preparations which can interfere with the gel clotting and photbmetric Methods. 

We’ do endatoxin testing far all water based batchesas-per USP><85>; 

We have tested the‘ Testosterone batch in question {low 17,1006A) usingan unofficial water extraction 

method found common in many 'iestihg labé. It shows a sampie ya’lue of '<5.'00 EU/mL which calculates 

’into: 

(5700.E'U-[mg _ . 

200, EU/ml 
' ‘0'025 EU/mg (PASS) 

III/QT ‘cl UNHUHd GIHHAH ES :28 BZEZ—BT—NUL‘
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Suggested limits for unlisted, unofficial drugs is calculated: 

*Endotoxin Limit K = 5.0 EU/kg for parenteral drugs. For an average body weight of 70kg the endotoxin 

limit is 350EU, This value (0.05 EU/mg) is expressed in Endotoxin Units per mg of product. In order to 

convert this value to an enddtaxin unit cohcentrafion per ml, multiply it (0.5EU/mg) by the product 

potency 10mg/ml. 10mg/ml x 0‘05 EU/mg=0.51EU/m'l. 

Common references which omit Testosterone Cypianate endotoxin information. 

gregarationsashx 

htt : www. halmac 'ia.cn v29240 us 29nf2450 é85.html 

Action Plan: We will perform the water extraction endotaxin values On all futurebatches even' though this 

method is not documenteddn any official documents. 

I 1/1 T 
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Contains Nonbinding Recommendations 

Guidance for Industry1 
Pyrogen and Endotoxins Testing — 

Questions and Answers 

This guidance represents the Food and Drug Administration's (FDA'S) current thinking on this topic. It 
does not create or confer any rights for or on any person and does not operate to bind FDA or the public. 
You can use an alternative approach if the approach satisfies the requirements of the applicable statutes 
and regulations If you want to discuss an alternative approach, contact the FDA staff responsible for 
implementing this guidance. If you cannot identify the appropriate FDA staff, call the appropriate 
number listed on the title page of this guidance. 

I. INTRODUCTION 

This guidance provides recommendations for biological product, drug, and device firms on 
FDA’s current thinking concerning the testing recommendations and acceptance criteria in the 
United States Pharmacopeia (USP) Chapter <85> Bacterial Endotoxins Test,2 USP Chapter 
<161> Transfusion and Infusion Assemblies and Similar Medical Devices,3 and the Association 
for the Advancement of Medical Instrumentation (AAMI) ST7222002/R2010, Bacterial 
Endotoxins—Test Methodologies, Routine Monitoring, and Alternatives to Batch Testing 
(AAMI ST72).4‘5 These three documents describe the fundamental principles of the gel clot, 
photometric, and kinetic test methods, and recommend that appropriate components and finished 
products be tested for the presence of pyrogens and endotoxins. 

This guidance does not cover the entire subject of pyrogen and endotoxins testing. Instead, it 
addresses those issues that may be subject to misinterpretation and are not covered in compendial 
procedures or in currently available guidance documents You should already have a thorough 
understanding of these documents when using this guidance. 

1 This guidance has been prepared by the Division of Manufacturing and Product Quality, Office of Compliance, in 
the Center for Drug Evaluation and Research (CDER) in cooperation with the Center for Biologics Evaluation and 
Research (CBER), the Center for Veterinary Medicine (CVM), the Center for Devices and Radiological Health 
(CDRH), and the Office of Regulatory Affairs (ORA) at the Food and Drug Administration. 
2 United Statex Pharmacopeia (USP), 201 1, Chapter <85>, Bacterial Endotoxins Test. 
3 

USP, 2011, Chapter <161>, Transfusion and Infusion Assemblies and Similar Medical Devices. 
4 Association for the Advancement of Medical Instrumentation (AAMI), 2002/R2010, Bacterial Endotoxins 7 Test 
Methodologies, Routine Monitoring, and Alternative [0 Batch Testing. 
5 Veterinary drug requirements parallel the human drug requirements in safety evaluation for pyrogenicity (21 CFR 
514.1(b)(5)(v), and 514.1(b)(5)(vii)(b)).
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FDA’s guidance documents, including this guidance, do not establish legally enforceable 
responsibilities. Instead, guidances describe the Agency’s current thinking on a topic and should 
be Viewed only as recommendations, unless specific regulatory or statutory requirements are 

cited. The use of the word should in Agency guidances means that something is suggested or 
recommended, but not required. 

11. BACKGROUND 

For more than 30 years, FDA has accepted the use of a Limulus Amoebocyte Lysate (LAL) test 
for endotoxins in lieu of the rabbit pyrogens test. In a November 4, 1977, Federal Register 
notice (42 FR 57749), FDA described conditions for using LAL as a finished product test.6 By 
1983, FDA indicated in guidance that an LAL test could be used as a finished product test for 
endotoxins. These tests were described in a series of draft and final guidance documents. The 
last guidance document, Guideline on Validation of the Limulus Amebocyte Lysate Test as an 
End—Product Endotoxin T est for Human and Animal Parenteral Drugs, Biological Products, and 
Medical Devices, was published in 1987 (the 1987 Guidance). 

FDA has found that the published USP and AAMI documents describing methods and 
calculation of pyrogen and endotoxins testing limits7 provide industry with appropriate 
information. We also note the continued development of USP Chapters <85> and <161> and 
FDA guidance documents. The Agency has withdrawn the 1987 Guidance because it no longer 
reflects the Agency’s current thinking on the topic. However, because the compendial chapters 
and standards do not address certain regulatory perspectives, FDA is providing supplemental 
information in this guidance to explain our current thinking regarding the submission and 
maintenance of pyrogen and endotoxins testing for FDA-regulated products. 

111. QUESTIONS AND ANSWERS 

1. How do I establish a sampling plan for in-process testing and finished product 
release? 

The current good manufacturing practice (CGMP) regulations for finished 
pharmaceuticals and the medical device quality system regulations require development 
of controls that include scientifically sound and appropriate sampling plans.” 

6 “Licensing ofLimulus Amebocyte Lysate, Use as an Alternative for Rabbit Pyrogen Test" (42 FR 57749, 
November 4, 1977). 
7 

USP, 2011, Chapter <85>, Bacterial Endotoxins Test; USP, 2011, Chapter <161>, Transfusion and Infusion 
Assemblies and Similar Medical Devices, Association for the Advancement of Medical Instrumentation (AAMI), 
2002/R2010, Bacterial EndotoxinsiTest Methodologies, Routine Monitoring, and Alternatives to Batch Testing. 
8 

See 21 CFR 211.160. 
9 

See 21 CFR 820.70, and 21 CFR 820.250.



Contains Nonbinding Recammendations 

Sampling plan information is addressed in AAMI ST72, but not USP Chapter <85>. 
Firms should include a sampling plan as part of their application documentation. In the 
sampling plan, firms should consider the potential for contamination in raw materials, in- 
process materials, and the finished product. Specifically, firms should take into account 
aspects of the manufacturing design, including consistency of a manufacturing process, 
impact of in-process hold times, endotoxins removal steps, and finished product 
endotoxins specifications. The sampling plan should be considered dynamic; firms 
should begin with maximum coverage and adjust their sampling plans as they gain 
confidence in the prevention of endotoxins in their manufacturing processes. Firms 
should update their regulatory filings when adjusting sampling plans. For drugs and 
biological products, in-process changes to sampling plans are annual reportable 
changes.10 For devices, a 30-day notice“ may be appropriate for in-process changes to 
the sampling plan.12 

2. When is retesting appropriate? 

When conflicting results occur within a test run, firms should consult USP Chapter <85>, 
Gel Clot Limits Test, Interpretation, for guidance on repeat testing. As specified in 
Chapter <85>, if the test failure occurred at less than the maximum valid dilution (MVD), 
the test should be repeated using a greater dilution not exceeding the MVD. A record of 
this failure should be included in the laboratory results. If a test is performed at the MVD 
and an out-of-specification (008) test result occurs that cannot be attributed to testing 
error, the lot should be rejected. 13 All testing procedures, including those for retesting 
within the above limits, should be specified in advance in written standard operating 
procedures approved by the firm’s quality control unit. 

3. Is sample storage and handling important? 

Yes. The ability to detect endotoxins can be affected by storage and handling. Firms 
should establish procedures for storing and handling (which includes product mixing) 
samples for bacterial endotoxins analysis using laboratory data that demonstrate the 
stability of assayable endotoxins content. Protocols should consider the source of 

‘0 
See 21 CFR 314.81(b)(2)(iv). “ 
21 CFR 814.39“). 

‘2 For guidance regarding when and how to submit a 30-day notice, please refer to the FDA Guidance for Industry 
and FDA Staff; 30-Day Notices, 135-Day Premarket Approval (PMA) Supplements, and 75-Day Humanitarian 
Device Exemption (HDE) Supplements for Manufacturing Method or Process Changes (isyued April 13, 2011). 
http://mvwfda. gov/dawnloads/MedicalDevicex/DeviceRegulationandGuidance/GuidanceDocuments/UCMOS {)1 94. )7 

4f. 
13 For guidance regarding how to examine results that are above acceptable limits, please refer to the FDA guidance 
for industry on Investigating Out-ofSpecification (005) Test Results for Pharmaceutical Production. Although this 
guidance is not intended to address biological assays, many of the concepts in the guidance are applicable to 
bacterial endotoxins testing. We update guidance documents periodically. To make sure you have the most recent 
version ofa guidance, check the FDA Drugs guidance Web page at 
hm)://www.fda.gov/Drugs/GuidanceComnlianceRcszulatorvlnformation/Guidances/dcfault.htm.
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endotoxins used in the study, bearing in mind that purified bacterial endotoxins might 
react differently from native sources of endotoxins. 

4. Can finished product samples for analysis of bacterial endotoxins be pooled into a 

composite sample prior to analysis? 

Yes. With some exceptions (see below), finished drug product units may be pooled into 
a composite sample and assayed for bacterial endotoxins‘ The composite sample may be 

represented by the entire unit or partial aliquots (equal volumes) of finished product 
containers from one manufactured lot of aqueous-based pharmaceuticals. Pooling would 
generally be accepted for small-volume parenterals (those with volumes of 100 mL or 
less) as long as the MVD is adjusted to a proportional, lower value because of the 
potential for diluting a unit containing harmful levels of endotoxins with other units 
containing lower, less harmful, levels of endotoxins. This “adjusted MVD” is Obtained 

by dividing the MVD computed for an individual sample by the total number of samples 
to be pooled. FDA suggests pooling no more than three units per composite in keeping 
with the concept of testing representative beginning, middle, and end finished product 
containers. If this reduction in MVD results in an inability to overcome product-related 
assay interference because of an insufficient dilution, then the samples should be tested 
individually. 

Finished medical devices may also be pooled into a composite sample and assayed for 
bacterial endotoxins. Testing for medical devices should be conducted using 
rinsing/eluting and sampling techniques as described in ISO 10993-114 and ISO 10993- 
12,15 as also used for inhibition/enhancement. Sampling can be adjusted for special 
situations. After a suitable eluate/extract pool is obtained from a finished production lot, 
this pooled extract should be kept under conditions appropriate for stability until it is 
tested in duplicate. 

FDA recommends that pooled samples be a composite of aseptically removed aliquots 
(after at least 30 seconds ofvigorous mixing) from each of the product containers.l6 In 
this way, the original, individual containers will be available for possible retesting in the 
event the pooled sample displays an 008 result. 

Some product types should not be pooled. Two examples are drug products that have an 

initial low MVD (see discussion above of “adjusted MVD”) and products that are 
manufactured as a suspension, because sample aliquot homogeneity may present 
significant interference issues. FDA also does not recommend pooling in-process 

‘4 ISO 10993-12009 Biological evaluation of medical devices Part 1: Evaluation and testing in the risk management 
process. 
15 ISO 10993-122007 Biological evaluation of medical devices Pan 12: Sample preparation and reference materials. 
‘6 

See 21 CFR 211.84(c)(3).
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samples from different in-process stages of the manufacturing process because it may be 

difficult to ensure the homogeneity of these materials. 

5. May a firm use alternative assays to those in the USP for a compendial article? 

Yes, firms may use alternative methods and/0r procedures if they provide advantages in 
terms of accuracy, sensitivity, precision, selectivity, or adaptability to automation or 
computerized data reduction, and in other special circumstances. Such alternative 
procedures and methods should be validated as described in the USP General Chapter 
<1225>, Validation of Compendial Procedures,”'18 and should be shown to achieve 
equivalent or better resultsw When a difference appears or in the event of a dispute, the 
final decision is made based upon the USP compendial gel clot method unless otherwise 
indicated in the monograph for the product being tested.20 

Below are two examples of alternative assays. 

(1) Recombinant Horseshoe Crab Factor C Assay 

If a manufacturer chooses to use a recombinant factor C-based assay, then method 
validation should be in accordance with the requirements of USP Chapter <85>, 
Bacterial Endotoxins Test, as described in the section for Photometric 
Quantitative Techniques, and USP Chapter <1225>, Validation of Compendial 
Procedures. 21 

(2) Monocyte Activation Type Pyrogen Test 

Product-specific validation is necessary to establish whether a particular test 
substance or material is appropriate for evaluation of the monocyte activation 
method. The validation should include, but is not limited to, interference testing, 
accurate detection of pyrogen in individual test samples, and, for devices, ability 
of test system to provide direct contact to the monocytes‘ 

6. What is the best process for transitioning from one alternate bacterial endotoxins 
test (BET) method to another? 

The transition between tests that measure the same entity (e.g., LAL cascade) can be 
made by comparing the two tests to verify the equivalence of the new method. 22 The 
comparison of the limit of detection and inhibition/enhancement is fundamental. The 

‘7 
USP, General Notices 6.30. Alternative and Harmonized Methods and Procedures. 

‘3 
USP, 2011, Chapter <1225>, Validation ofCompendial Procedures. 

‘9 
USP, General Notices 6.30. Alternative and Harmonized Methods and Procedures. 

2“ 
USP, 2011, Chapter <85>, Bacterial Endotoxins Test. 

2‘ 
USP, 2011, Chapter <1225>, Validation ofCompendial Procedures. 

22 USP, 2011, Chapter <1225>, Validation ofCompendial Procedures.
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sensitivity of the new method can be evaluated on spiked product samples. 
23 In addition 

to using spiked samples, a battery of field samples of product found to be positive may be 

a good source for comparing results from the methods. The method validation should 
also attempt to address the variability found in the normal use of the method and the 
manufacturing environment (e.g., source materials or seasonal changes). 

24 

For drug, animal drug, and biological products, the transition to a new method should be 
submitted in a prior approval supplement (PAS). Alternatively, once a firm has 

established a general method for making the transition between tests, it may submit the 
method for review in a PAS—comparability protocol (CP). The CP should describe, in 
detail, the methods used to transition between assays and the acceptance criteria used to 
establish the equivalence of the new method‘ After approval of the CP, results of 
implementation of the CP may be directed to be reported in a reduced reporting category 
(Supplement—Changes Being Effected or Annual Report or Special Report (21 CFR 
314.80». The firm should maintain the study protocol, final report, and all data at the 
facility for FDA review. The firm should confirm the filing process with the appropriate 
review division before submitting a CP. For Class III devices, the transition to a new 
assay requires a 30-day notice filed under 21 CFR 814.39(e). See FDA’s guidance, 
Modifications to Devices Subject to Premarket Approval (PMA) — The PMA Supplement 
Decision—Making Process, 
http://www.fda.gov/downloads/Medica[Devices/DeviceRegulationandGuidance/Guidanc 
eDocuments/UCM089360.pdf. Manufacturing changes for Class I and 11 devices should 
be in accordance with the quality system regulation, 21 CFR part 820. Design control, 
production and process control requirements can be found at 21 CFR 820.30, 21 CFR 
820.70, 21 CFR 820.72, and 21 CFR 82075. 

For devices, a 30-day notice may be appropriate for changes to quality control testing 
used on incoming components, raw materials, the in-process device, or the finished 
device, including performing end-product pyrogen testing on nonsterile samples prior to 
sterilization. 25 Manufactures of medical devices should demonstrate a sensitivity that is 
consistent with the route of administration for the device and the type of body contact. 
Manufacturers may use another endotoxin test after demonstrating a reproducible 
correlation between methods and the USP reference standard. 

7. What happened to the endotoxins limit table in Appendix E of the 1987 Guidance? 

The endotoxins limit table is out of date due to the increase in numbers of dosage 

(regimes) and drug strengths since the publication of the 1987 Guidance. The appropriate 

23 International Conference on Hamwnisation (lCH) Q2(R1) Validation ofAnalytical Procedures: Text and 
Methodology (1994); USP, 2008, Chapter <1225>, Validation of Compendial Procedures. 
24 Thompson, M. 61 211., 2002, “Harmonized Guidelines for Single-Laboratory Validation of Methods of Analysis: 
IUPAC Technical Report," Pure Appl. Chem, Vol. 74, N0. 5, pp. 835-855. 
25 

21 CFR 814.39“).
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way to establish the endotoxins limit is to use the calculation methods provided in the 
USP or AAMI standards. Monograph limits may also not account for current product 
strengths or dosage regimes; these should also be checked using the calculations 
recommended in the standards. 

If there are several components in a finished product, then the overall endotoxins limit for 
parenterally-administered products should not exceed the overall threshold limit specified 
in the USP <85> Bacterial Endotoxins Test, regardless of an individual component 
endotoxins limit. Intrathecally-administered products, ophthalmics, or devices (see 
question 1 1 for devices) may have endotoxins limit requirements that are not based on the 
calculation for parenterally administered products. FDA encourages firms to check with 
the appropriate office or review division about these products. 

8. How can Quality by Design concepts support endotoxins limits? 26 

When implementing Quality by Design concepts, the strategy for endotoxins testing 
should be based upon product and process understanding in combination with risk 
management to ensure consistent final product quality. The appropriate in-process 
testing should be used to evaluate the production process areas at risk of endotoxins 
formation or incursion. Many firms already have programs for monitoring incoming 
ingredients and components, including the processing water, for endotoxins 
contamination. The finished product release specification should be considered when 
determining in-process limits for each phase of manufacturing tested. For purposes of 
evaluating the relative risk of product contamination, quantitative testing may be 
preferable to limit testing to facilitate product quality trending and to identify and correct 
excursions before they exceed the specification and cause product failure. An endotoxins 
limit should be justified on a case-by-case basis, and will be evaluated as a part of each 
relevant marketing application or supplement. 

9. When is the USP Chapter <151> Pyrogenicity Test (the rabbit pyrogen test) 
appropriate? 

For certain biological products, 21 CFR 610.13(b) requires a rabbit pyrogen test. The 
requirement in 21 CFR 610.13(b) may be waived if a method equivalent to the rabbit 
pyrogen test is demonstrated in accordance with 21 CFR 6109. 

For human and animal drugs, some USP monographs still require a rabbit pyrogen test. 

Even with such monographs, a firm may substitute an endotoxins test or alternative cell- 
based test if the firm can demonstrate equivalent pyrogen detection. The appropriate 
FDA review division will consider alternative methods, such as monocyte activation, on a 

case-by-case basis‘ 

26 [CH Harmonised Tripartite Guideline, Q8(R2) Pharmaceutical Development, Step 4 Version (2009).
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For devices and drug materials, firms should assess the risk of the presence of non- 
endotoxin pyrogens. If the risk assessment indicates that non-endotoxin pyrogens may be 

present, it may be more appropriate to use the rabbit pyrogen test. 

Bacterial endotoxins assays are subject to a variety of interferences related to the physical 
and chemical properties of the test article. Where such interferences cannot be mitigated 
through sample dilution (up to the MVD) or other validated means of sample preparation, 
firms should use the rabbit pyrogen test. 

10. How would an appropriate endotoxins limit be determined for a veterinary product 
that targets multiple species? 

For a veterinary product labeled for use in multiple species, the limit should be based on 
the maximum product dose used on the smallest species. If the label indicates that the 
product may be used on juvenile and adult animals, the juvenile is considered the worst 
case. If the weight of the animal is required to calculate the dose, firms should use an 
average weight for that species‘ For a listing of some average animal weights, see the 
FDA draft guidance for industry on Waivers of In Vivo Demonstration afBiaequivalence 
of Animal Drugs in Soluble Powder Oral Dosage Form Products and Type A Medicated 
Articles. For animal weights not listed in that guidance, please contact FDA’s Center for 
Veterinary Medicine. 

11. What are the endotoxins limits for medical devices? 

The Center for Devices and Radiological Health (CDRH) has adopted the USP Endotoxin 
Reference Standard and limits for medical device extracts expressed in EU/mL. USP 
Chapter <16l> Transfusion and Infusion Assemblies and Similar Medical Devices 
provides the limits for medical devices within its scope. The endotoxins limit for a 

medical device is dependent on the intended use of the device and what the device 
contacts (e.g., blood, the cardiovascular system, cerebrospinal fluid, intrathecal routes of 
administration, permanently implanted devices, and devices implanted subcutaneously)27 

For medical devices, using the extraction volume recommendations described below, the 
limit is 0.5 EU/mL or 20 EU/device for products that directly or indirectly contact the 
cardiovascular system and lymphatic system. For devices in contact with cerebrospinal 
fluid, the limit is 0.06 EU/mL or 2.15 EU/device. For devices that are in direct or 
indirect contact with the intraocular environment, a lower endotoxins limit may apply. 
Please contact the appropriate review division for specific recommendations. 

The process of preparing an eluate/extract for testing may vary from device to device. 
Some medical devices can be flushed, some may have to be immersed, while others may 
need disassembly. Unless otherwise directed by another compendial standard, our 

27 USP, 2011, Chapter <161>, Transfusion and Infusion Assemblies and Similar Medical Devices.
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recommended rinse volumes include the following: (1) each of the 10 test units should 
be rinsed with 40 mL of non-pyrogenic water; (2) for unusually small or large devices, 
the surface area of the device that contacts the patient may be used as an adjustment 
factor in selecting the rinse or extract volume. The endotoxins limit can be adjusted 
accordingly. In any case, the rinse/extract procedure should not result in a greater 
dilution of endotoxin than recommended in USP <85>. For inhibition/enhancement 
testing, both the rinse/extract solution and the device eluate/extract should be tested. 

Examples of medical devices with testing or interference challenges include devices that 
are coated with anticoagulant, contain heavy metals, or that have particulates. In these 
situations, treatments for interferences can include digestion, dilution, and addition of 
buffers, centrifugation, or filtration. 

During the same surgical procedure or placement in the same surgical site, multiple units 
of the same device from one manufacturer should generally meet the same endotoxins 
limit as a single device administered during the procedure. In instances where multiple 
units of the same device are known or intended for use in a single procedure, 
manufacturers should justify any deviation from the overall endotoxins limit identified in 
this guidance. 

When a manufacturer of medical devices plans to use LAL testing that deviates 
significantly from this guidance or recognized standard, a premarket notification (510(k)) 
under section 510(k) of the Federal Food, Drug, and Cosmetic Act (the Act) or a 

premarket approval application (PMA) supplement under section 515 of the Act should 
be submitted. Significant deviations include, but are not necessarily limited to: higher 
endotoxin concentration release criteria, sampling from fewer than three (3) lots for 
inhibition/enhancement testing, lesser sensitivity to endotoxins, and a device rinsing 
protocol resulting in greater dilution of endotoxins than that recommended in this 
guidance. 

What is the FDA’s expectation for regular screening of therapeutic drug products? 

Ideally, the undiluted product should be screened as long as there is no 
interfering/enhancing property within the LAL test. However, in some product 
formulations, the ingredients interfere with the LAL test. For such formulations, the USP 
recommends that the product be diluted to overcome interference or enhancement 
properties. The calculated MVD is the dilution of a sample at which the endotoxins limit 
would be detected, but it should not be the regular testing dilution. When product 
interference is encountered during development, FDA recommends that the firm 
determine the lowest product dilution that would neutralize the interfering condition. 

FDA recommends that firms begin subsequent product screening at a product dilution 
just above the level that neutralized the interference. For example, if the product has an 

MVD of 1:100, and the product displays inhibition at the 1:10, but not at the 1:20, it may
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be best to screen product at 1:30. If bacterial endotoxins are detected at this level, then 
the firm should conduct full enumeration with the product to titrate the true amount of 
endotoxins. 

Are control standard endotoxins still acceptable for use in running bacterial 
endotoxins tests? 

Control standard endotoxins (CSEs) are endotoxin preparations other than the 
international or national reference standards that are traceable in their calibration to the 
international reference endotoxins standard. CSEs may be secondary or tertiary standards 
and are usually manufactured and certified by an LAL reagent manufacturer for use with 
a specific lot of reagent under defined assay conditions CSEs have become an accepted 
source for preparation of standard curve calibrators and as assay controls, and have 
provided a cost saving to LAL users and helped to preserve the inventory of primary 
standards FDA encourages the continued use of CSEs that are suitably calibrated to the 
international reference endotoxins standard.

10
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85  BACTERIAL ENDOTOXINS TEST

Portions of this general chapter have been harmonized with the corresponding texts of the European Pharmacopeia

and/or the Japanese Pharmacopeia. Those portions that are not harmonized are marked with symbols ( ) to specify this
fact.

This chapter provides a test to detect or quantify bacterial endotoxins that may be present in or on the sample of the
article(s) to which the test is applied. It uses Limulus Amebocyte Lysate (LAL) obtained from the aqueous extracts of
circulating amebocytes of horseshoe crab (Limulus polyphemus or Tachypleus tridentatus) which has been prepared and

characterized for use as an LAL Reagent. 1

There are two types of techniques for this test: the gel-clot techniques, which are based on gel formation, and the
photometric techniques. The latter include a turbidimetric method, which is based on the development of turbidity after
cleavage of an endogenous substrate, and a chromogenic method, which is based on the development of color after
cleavage of a synthetic peptide-chromogen complex. Proceed by any one of these techniques, unless otherwise indicated in
the monograph. In case of dispute, the final decision is based on the gel-clot techniques, unless otherwise indicated in the
monograph.

In the gel-clot techniques, the reaction endpoint is determined from dilutions of the material under test in direct comparison
with parallel dilutions of a reference endotoxin, and quantities of endotoxin are expressed in USP Endotoxin Units (USP-EU).
[NOTE—One USP-EU is equal to one IU of endotoxin.]

Because LAL Reagents have been formulated to be used also for turbidimetric or colorimetric tests, such tests may be used
to comply with the requirements. These tests require the establishment of a standard regression curve; the endotoxin
content of the test material is determined by interpolation from the curve. The procedures include incubation for a
preselected time of reacting endotoxin and control solutions with LAL Reagent and reading of the spectrophotometric light
absorbance at suitable wavelengths. In the endpoint turbidimetric procedure the reading is made immediately at the end of
the incubation period. In the endpoint colorimetric procedure the reaction is arrested at the end of the preselected time by the
addition of an enzyme reaction-terminating agent prior to the readings. In the turbidimetric and colorimetric kinetic assays the
absorbance is measured throughout the reaction period and rate values are determined from those readings.

APPARATUS AND GLASSWARE

Depyrogenate all glassware and other heat-stable materials in a hot-air oven using a validated process. 2  Commonly

used minimum time and temperature settings are 30 minutes at 250 . If employing plastic apparatus, such as microplates
and pipet tips for automatic pipetters, use only that which has been shown to be free of detectable endotoxin and not to
interfere with the test. [NOTE—In this chapter, the term “tube” includes any other receptacle such as a micro-titer well.]

PREPARATION OF THE STANDARD ENDOTOXIN STOCK SOLUTION AND STANDARD SOLUTIONS

The USP Endotoxin RS has a defined potency of 10,000 USP Endotoxin Units (EU) per vial. Constitute the entire contents of

1 vial of the RSE with 5 mL of LAL Reagent Water 3 , mix intermittently for 30 minutes, using a vortex mixer, and use this
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PREPARATION OF THE STANDARD ENDOTOXIN STOCK SOLUTION AND STANDARD SOLUTIONS 

The USP Endotoxln RS has a defined potency of 10,000 USP Endotoxin Units (EU) per vial. Constitute the entire contents of 

1 vial ofthe RSE with 5 mL of LAL Reagent Water+3+, mix intermittently for 30 minutes, using a vortex mixer, and use this 
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concentrate for making appropriate serial dilutions. Preserve the concentrate in a refrigerator for making subsequent
dilutions for not more than 14 days. Mix vigorously, using a vortex mixer, for not less than 3 minutes before use. Mix each
dilution for not less than 30 seconds before proceeding to make the next dilution. Do not store dilutions, because of loss of
activity by adsorption, in the absence of supporting data to the contrary.

Preparatory Testing

Use an LAL Reagent of confirmed label sensitivity.

The validity of test results for bacterial endotoxins requires an adequate demonstration that specimens of the article or of
solutions, washings, or extracts thereof to which the test is to be applied do not of themselves inhibit or enhance the reaction
or otherwise interfere with the test. Validation is accomplished by performing the inhibition or enhancement test described
under each of the three techniques indicated. Appropriate negative controls are included. Validation must be repeated if the
LAL Reagent source or the method of manufacture or formulation of the article is changed.

Preparation of Sample Solutions

Prepare sample solutions by dissolving or diluting drugs or extracting medical devices using LAL Reagent Water. Some
substances or preparations may be more appropriately dissolved, diluted, or extracted in other aqueous solutions. If
necessary, adjust the pH of the solution (or dilution thereof) to be examined so that the pH of the mixture of the LAL Reagent
and sample falls within the pH range specified by the LAL Reagent manufacturer. This usually applies to a product with a pH
in the range of 6.0 to 8.0. The pH may be adjusted using an acid, base, or suitable buffer as recommended by the LAL
Reagent manufacturer. Acids and bases may be prepared from concentrates or solids with LAL Reagent Water in containers
free of detectable endotoxin. Buffers must be validated to be free of detectable endotoxin and interfering factors.

DETERMINATION OF MAXIMUM VALID DILUTION (MVD)

The Maximum Valid Dilution is the maximum allowable dilution of a specimen at which the endotoxin limit can be determined.
It applies to injections or to solutions for parenteral administration in the form constituted or diluted for administration, or,
where applicable, to the amount of drug by weight if the volume of the dosage form for administration could be varied. The
general equation to determine MVD is:

MVD = (Endotoxin limit × Concentration of sample solution) / ( )

where the concentration of sample solution and  are as defined below. Where the endotoxin limit concentration is specified

in the individual monograph in terms of volume (in EU per mL), divide the limit by , which is the labeled sensitivity (in EU
per mL) of the LAL Reagent, to obtain the MVD factor. Where the endotoxin limit concentration is specified in the individual
monograph in terms of weight or Units of active drug (in EU per mg or in EU per Unit), multiply the limit by the concentration
(in mg per mL or in Units per mL) of the drug in the solution tested or of the drug constituted according to the label

instructions, whichever is applicable, and divide the product of the multiplication by , to obtain the MVD factor. The MVD
factor so obtained is the limit dilution factor for the preparation for the test to be valid.

ESTABLISHMENT OF ENDOTOXIN LIMITS

The endotoxin limit for parenteral drugs, defined on the basis of dose, is equal to K/M, 4  where K is the threshold human
pyrogenic dose of endotoxin per kg of body weight, and M is equal to the maximum recommended human dose of product
per kg of body weight in a single hour period.

The endotoxin limit for parenteral drugs is specified in individual monographs in units such as EU/mL, EU/mg, or EU/Unit of
biological activity.

GEL-CLOT TECHNIQUES
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The gel-clot techniques detect or quantify endotoxins based on clotting of the LAL Reagent in the presence of endotoxin.
The concentration of endotoxin required to cause the lysate to clot under standard conditions is the labeled sensitivity of the
LAL Reagent. To ensure both the precision and validity of the test, tests for confirming the labeled LAL Reagent sensitivity
and for interfering factors are described under Preparatory Testing for the Gel-Clot Techniques.

Preparatory Testing for the Gel-Clot Techniques

Test for Confirmation of Labeled LAL Reagent Sensitivity— Confirm the labeled sensitivity using at least 1 vial of the LAL
Reagent lot. Prepare a series of two-fold dilutions of the USP Endotoxin RS in LAL Reagent Water to give concentrations of

2 , , 0.5 , and 0.25 , where  is as defined above. Perform the test on the four standard concentrations in
quadruplicate and include negative controls. The test for confirmation of lysate sensitivity is to be carried out when a new
batch of LAL Reagent is used or when there is any change in the experimental conditions that may affect the outcome of the
test.

Mix a volume of the LAL Reagent with an equal volume (such as 0.1-mL aliquots) of one of the standard solutions in each
test tube. When single test vials or ampuls containing lyophilized LAL Reagent are used, add solutions directly to the vial or
ampul. Incubate the reaction mixture for a constant period according to directions of the LAL Reagent manufacturer (usually

at 37 ± 1  for 60 ± 2 minutes), avoiding vibration. To test the integrity of the gel, take each tube in turn directly from the

incubator and invert it through about 180  in one smooth motion. If a firm gel has formed that remains in place upon
inversion, record the result as positive. A result is negative if an intact gel is not formed. The test is not valid unless the
lowest concentration of the standard solutions shows a negative result in all replicate tests.

The endpoint is the last positive test in the series of decreasing concentrations of endotoxin. Calculate the mean value of the
logarithms of the endpoint concentration and then the antilogarithm of the mean value using the following equation:

Geometric Mean Endpoint Concentration = antilog (Se / f),

where Se is the sum of the log endpoint concentrations of the dilution series used, and f is the number of replicate test tubes.
The geometric mean endpoint concentration is the measured sensitivity of the LAL Reagent (in EU/mL). If this is not less

than 0.5  and not more than 2 , the labeled sensitivity is confirmed and is used in tests performed with this lysate.

Interfering Factors Test for the Gel-Clot Techniques— Prepare solutions A, B, C, and D as shown in Table 1, and perform the
inhibition/enhancement test on the sample solutions at a dilution less than the MVD, not containing any detectable
endotoxins, following the procedure in the Test for Confirmation of Labeled LAL Reagent Sensitivity above. The geometric
mean endpoint concentrations of solutions B and C are determined using the equation in that test.

Table 1. Preparation of Solutions for the Inhibition/Enhancement Test for Gel-Clot Techniques

Solution

Endotoxin Concentration/Solution to which
Endotoxin is Added

Diluent
Dilution
Factor

Initial
Endotoxin 

Concentration
Number of
Replicates

Aa none/sample solution — — — 4
Bb

2 /sample solution sample
solution

1
2 
4
8

2  
1

0.5
0.25

4
4 
4
4

a  Solution A: a sample solution of the preparation under test that is free of detectable endotoxins.
b  Solution B: test for interference.
c  Solution C: control for labeled LAL Reagent sensitivity.
d  Solution D: negative control of LAL Reagent Water.
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Solution

Endotoxin Concentration/Solution to which
Endotoxin is Added

Diluent
Dilution
Factor

Initial
Endotoxin 

Concentration
Number of
Replicates

Cc
2 /water for BET LAL Reagent

Water
1
2 
4
8

2  
1

0.5
0.25

2
2 
2
2

Dd none/LAL Reagent Water — — — 2
a  Solution A: a sample solution of the preparation under test that is free of detectable endotoxins.
b  Solution B: test for interference.
c  Solution C: control for labeled LAL Reagent sensitivity.
d  Solution D: negative control of LAL Reagent Water.

This test must be repeated when any condition that is likely to influence the test results changes. The test is not valid unless
Solutions A and D show no reaction and the result of Solution C confirms the labeled sensitivity.

If the sensitivity of the lysate determined in the presence of the sample solution under test of Solution B is not less than 0.5

and not greater than 2 , the sample solution does not contain factors which interfere under the experimental conditions
used. Otherwise, the sample solution to be examined interferes with the test.

If the sample under test does not comply with the test at a dilution less than the MVD, repeat the test using a greater dilution,
not exceeding the MVD. The use of a more sensitive lysate permits a greater dilution of the sample to be examined and this
may contribute to the elimination of interference.

Interference may be overcome by suitable treatment, such as filtration, neutralization, dialysis, or heating. To establish that
the chosen treatment effectively eliminates interference without loss of endotoxins, perform the assay described below using
the preparation to be examined to which USP Endotoxin RS has been added and which has been subjected to the selected
treatment.

Gel-Clot Limit Test

This test is used when a monograph contains a requirement for endotoxin limits.

Procedure— Prepare Solutions A, B, C, and D as shown in Table 2, and perform the test on these solutions following the
procedure in the Test for Confirmation of Labeled LAL Reagent Sensitivity under Preparatory Testing for the Gel-Clot
Techniques.

Table 2. Preparation of Solutions for the Gel-Clot Limit Test
Solution* Endotoxin Concentration/Solution to which Endotoxin is Added Number of Replicates

A none/diluted sample solution 2
B 2 /diluted sample solution 2

C 2 /LAL Reagent Water 2

D none/LAL Reagent Water 2
*  Prepare Solution A and positive product control Solution B using a dilution not greater than the
MVD and treatments as directed in the Interfering Factors Test for the Gel-Clot Techniques under
Preparatory Testing for the Gel-Clot Techniques. Positive control Solutions B and C contain the
standard endotoxin preparation at a concentration corresponding to twice the labeled LAL Reagent
sensitivity. The negative control Solution D is LAL Reagent Water.
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Interpretation— The test is not valid unless both replicates of positive control Solutions B and C are positive and those of
negative control Solution D are negative. The preparation under test complies with the test when a negative result is found
for both tubes containing Solution A. The preparation under test does not comply with the test when a positive result is found
for both tubes containing Solution A.

Repeat the test when a positive result is found for 1 tube containing Solution A and a negative result for the other one. The
preparation under test complies with the test when a negative result is found for both tubes containing Solution A in the
repeat result. If the test is positive for the preparation under test at a dilution less than the MVD, the test may be repeated at
a dilution not greater than the MVD.

Gel-Clot Assay

This assay quantifies bacterial endotoxins in sample solutions by titration to an endpoint.

Procedure— Prepare Solutions A, B, C, and D as shown in Table 3, and test these solutions by following the procedure in
the Test for Confirmation of Labeled LAL Reagent Sensitivity under Preparatory Testing for the Gel-Clot Techniques.

Table 3. Preparation of Solutions for the Gel-Clot Assay

Solution

Endotoxin Concentration/
Solution to which Endotoxin is
Added Diluent

Dilution
Factor

Initial
Endotoxin 

Concentration
Number of
Replicates

Aa none/sample solution LAL Reagent
Water

1
2
4
8

— 
—
—
—

2
2
2
2

Bb
2 /sample solution — 1 2 2

Cc
2 /LAL Reagent Water LAL Reagent

Water
1
2
4
8

2  
1

0.5
0.25

2
2
2
2

Dd none/LAL Reagent Water — — — 2
a  Solution A: a sample solution under test at the dilution, not to exceed the MVD, with which the
Interfering Factors Test for the Gel-Clot Techniques was completed. Subsequent dilution of the
sample solution must not exceed the MVD. Use LAL Reagent Water to make dilution series of four
tubes containing the sample solution under test at concentrations of 1, ½, ¼, and 1/8 relative to the
dilution with which the Interfering Factors Test for the Gel-Clot Techniques was completed. Other
dilutions may be used as appropriate.
b  Solution B: Solution A containing standard endotoxin at a concentration of 2  (positive product
control).
c  Solution C: two series of 4 tubes of LAL Reagent Water containing the standard endotoxin at a
concentration of 2 , , 0.5 , and 0.25 , respectively.
d  Solution D: LAL Reagent Water (negative control).

Calculation and Interpretation— The test is not valid unless the following conditions are met: (1) both replicates of negative
control Solution D are negative; (2) both replicates of positive product control Solution B are positive; and (3) the geometric

mean endpoint concentration of Solution C is in the range of 0.5  to 2 .

To determine the endotoxin concentration of Solution A, calculate the endpoint concentration for each replicate series of

dilutions by multiplying each endpoint dilution factor by . The endotoxin concentration in the sample is the geometric mean
endpoint concentration of the replicates (see the formula given in the Test for Confirmation of Labeled LAL Reagent
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Sensitivity under Preparatory Testing for the Gel-Clot Techniques). If the test is conducted with a diluted sample solution,
calculate the concentration of endotoxin in the original sample solution by multiplying by the dilution factor. If none of the

dilutions of the sample solution is positive in a valid assay, report the endotoxin concentration as less than  (if the diluted

sample was tested, less than  times the lowest dilution factor of the sample.) If all dilutions are positive, the endotoxin

concentration is reported as equal to or greater than the greatest dilution factor multiplied by  (e.g., initial dilution factor

times 8 times  in Table 3).

The article meets the requirements of the test if the concentration of endotoxin is less than that specified in the individual
monograph.

PHOTOMETRIC TECHNIQUES

The turbidimetric method measures increases in turbidity. Depending on the test principle used, this technique is classified
as either endpoint-turbidimetric or kinetic-turbidimetric. The endpoint-turbidimetric technique is based on the quantitative
relationship between the concentration of endotoxins and the turbidity (absorbance or transmission) of the reaction mixture
at the end of an incubation period. The kinetic-turbidimetric technique is a method to measure either the onset time needed
to reach a predetermined absorbance of the reaction mixture or the rate of turbidity development.

The chromogenic method measures the chromophore released from a suitable chromogenic peptide by the reaction of
endotoxins with the LAL Reagent. Depending on the test principle employed, this technique is classified as either endpoint-
chromogenic or kinetic-chromogenic. The endpoint-chromogenic technique is based on the quantitative relationship between
the concentration of endotoxins and the release of chromophore at the end of an incubation period. The kinetic-chromogenic
technique is a method to measure either the onset time needed to reach a predetermined absorbance of the reaction mixture
or the rate of color development.

All photometric tests are carried out at the incubation temperature recommended by the LAL Reagent manufacturer, which is

usually 37 ± 1 .

Preparatory Testing for the Photometric Techniques

To assure the precision or validity of the turbidimetric and chromogenic techniques, preparatory tests are conducted to verify
that the criteria for the standard curve are valid and that the sample solution does not inhibit or enhance the reaction.
Revalidation for the test method is required when conditions that are likely to influence the test result change.

Verification of Criteria for the Standard Curve— Using the Standard Endotoxin Solution, prepare at least three endotoxin
concentrations to generate the standard curve. Perform the test using at least three replicates of each standard endotoxin
concentration according to the manufacturer's instructions for the LAL Reagent (with regard to volume ratios, incubation
time, temperature, pH, etc.). If the desired range in the kinetic methods is greater than two logs, additional standards should
be included to bracket each log increase within the range of the standard curve. The absolute value of the correlation
coefficient, |r|, must be greater than or equal to 0.980 for the range of endotoxin concentrations indicated by the
manufacturer of the LAL Reagent.

Interfering Factors Test for the Photometric Techniques— Select an endotoxin concentration at or near the middle of the
endotoxin standard curve. Prepare Solutions A, B, C, and D as shown in Table 4. Perform the test on Solutions A, B, C, and
D at least in duplicate following the instructions for the LAL Reagent used (with regard to volume of sample and LAL
Reagent, volume ratio of sample to LAL Reagent, incubation time, etc.).

Table 4. Preparation of Solutions for the Inhibition/Enhancement Test for Photometric Techniques

Solution Endotoxin Concentration
Solution to which Endotoxin is

Added
Number of
Replicates
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Sensitivity under Preparatory Testing for the Gel-Clot Techniques). If the test is conducted with a diluted sample solution, 

calculate the concentration of endotoxin in the original sample solution by multiplying by the dilution factor. If none ofthe 

dilutions ofthe sample solution is positive in a valid assay, report the endotoxin concentration as less than 1‘ (ifthe diluted 

sample was tested, less than 1‘ times the lowest dilution factor of the sample.) If all dilutions are positive, the endotoxin 

concentration is reported as equal to or greater than the greatest dilution factor multiplied by 1‘ (e.g., initial dilution factor 

times 8times 1‘ in Table 3). 

The article meets the requirements ofthe test ifthe concentration of endotoxin is less than that specified in the individual 

monograph. 

PHOTOMETRIC TECHNIQUES 

The turbidimetric method measures increases in turbidity. Depending on the test principle used, this technique is classified 

as either endpoint-turbidimetric or kinetic-turbidimetric. The endpoint-turbidimetric technique is based on the quantitative 

relationship between the concentration of endotoxins and the turbidity (absorbance or transmission) of the reaction mixture 

at the end of an incubation period. The kinetic-turbidimetric technique is a method to measure eitherthe onset time needed 

to reach a predetermined absorbance of the reaction mixture or the rate of turbidity development. 

The chromogenic method measures the chromophore released from a suitable chromogenic peptide by the reaction of 

endotoxins with the LAL Reagent. Depending on the test principle employed, this technique is classified as either endpoint- 

chromogenic or kinetic-chromogenic. The endpoint-chromogenic technique is based on the quantitative relationship between 

the concentration of endotoxins and the release of chromophore at the end of an incubation period. The kinetic-chromogenic 

technique is a method to measure either the onset time needed to reach a predetermined absorbance ofthe reaction mixture 

or the rate of color development. 

All photometric tests are carried out at the incubation temperature recommended by the LAL Reagent manufacturer, which is 

usually 37 11°. 

Preparatory Testing for the Photometric Techniques 

To assure the precision or validity of the turbidimetric and chromogenic techniques, preparatory tests are conducted to verify 

that the criteria for the standard curve are valid and that the sample solution does not inhibit or enhance the reaction. 

Revalidation forthe test method is required when conditions that are likely to influence the test result change. 

Verification of Criteria for the Standard Curve— Using the Standard Endotoxin Solution, prepare at least three endotoxin 

concentrations to generate the standard curve. Perform the test using at least three replicates of each standard endotoxin 

concentration according to the manufacturer's instructions for the LAL Reagent (with regard to volume ratios, incubation 

time, temperature, pH, etc.). Ifthe desired range in the kinetic methods is greaterthan two logs, additional standards should 

be included to bracket each log increase within the range of the standard curve. The absolute value of the correlation 

coefficient, |r1, must be greater than or equal to 0.980 for the range of endotoxin concentrations indicated by the 

manufacturer of the LAL Reagent. 

Interfering Factors Test for the Photometric Techniques— Select an endotoxin concentration at or near the middle of the 

endotoxin standard curve. Prepare Solutions A, B, C, and D as shown in Table 4. Perform the test on Solutions A, B, C, and 

D at least in duplicate following the instructions forthe LAL Reagent used (with regard to volume of sample and LAL 

Reagent, volume ratio of sample to LAL Reagent, incubation time, etc.). 

Table 4. Preparation of Solutions for the Inhibition/Enhancement Test for Photometric Techniques 

Solution to which Endotoxin is Number of 
Solution Endotoxin Concentration Added Replicates 
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Solution Endotoxin Concentration
Solution to which Endotoxin is

Added
Number of
Replicates

Aa none sample solution not less than 2
Bb middle concentration of the standard

curve
sample solution not less than 2

Cc at least 3 concentrations (lowest
concentration is 
designated )

LAL Reagent Water each not less than
2

Dd none LAL Reagent Water not less than 2
a  Solution A: the sample solution may be diluted not to exceed MVD.
b  Solution B: the preparation under test at the same dilution as Solution A, containing added
endotoxin at a concentration equal to or near the middle of the standard curve.
c  Solution C: the standard endotoxin at the concentrations used in the validation of the method
described in Verification of Criteria for the Standard Curve under Preparatory Testing for the
Photometric Techniques (positive control series).
d  Solution D: LAL Reagent Water (negative control).

Calculate the mean recovery of the added endotoxin by subtracting the mean endotoxin concentration in the solution (if any)
from that containing the added endotoxin. In order to be considered free of interfering factors under the conditions of the test,
the measured concentration of the endotoxin added to the sample solution must be within 50% to 200% of the known added
endotoxin concentration after subtraction of any endotoxin detected in the solution without added endotoxin.

When the endotoxin recovery is out of the specified ranges, the interfering factors must be removed as described in the
Interfering Factors Test for the Gel-Clot Techniques under Preparatory Testing for the Gel-Clot Techniques. Repeating the
Interfering Factors Test for the Gel-Clot Techniques validates the treatment.

Procedure for the Photometric Techniques

Follow the procedure described in the Interfering Factors Test for the Photometric Techniques under Preparatory Testing for
the Photometric Techniques.

Calculation for the Photometric Techniques

Calculate the endotoxin concentration of each of the replicates of test Solution A using the standard curve generated by
positive control series C. The test is not valid unless the following conditions are met: (1) the results of control series C
comply with the requirements for validation defined under Verification of Criteria for the Standard Curve under Preparatory
Testing for the Photometric Techniques; (2) the endotoxin recovery, calculated from the concentration found in Solution B
after subtracting the endotoxin concentration found in Solution A is within 50 to 200%; and (3) the result of negative control
series D does not exceed the limit of the blank value required in the description of the LAL Reagent used.

Interpretation of Results from the Photometric Techniques

In photometric assays, the preparation under test complies with the test if the mean endotoxin concentration of the replicates
of Solution A, after correction for dilution and concentration, is less than the endotoxin limit for the product.

1  LAL Reagent reacts with some -glucans in addition to endotoxins. Some preparations that are treated will not react with -glucans and must

be used for samples that contain glucans.

2  For a validity test of the procedure for inactivating endotoxins, see Dry-Heat Sterilization under Sterilization and Sterility Assurance of

Compendial Articles 1211 . Use an LAL Reagent having a sensitivity of not less than 0.15 Endotoxin Unit per mL.

1/17/2020 General Chapters: <85> BACTERIAL ENDOTOXINS TEST 

Solution to which Endotoxin is Number of 
Solution Endotoxin Concentration Added Replicates 

Afl none sample solution not less than 2 

BE middle concentration of the standard sample solution not less than 2 
curve 

C2 at least 3 concentrations (lowest LAL Reagent Water each not less than 
concentration is 2 

designated 7t) 

Dg none LAL Reagent Water not less than 2 

a Solution A: the sample solution may be diluted not to exceed MVD. 

b Solution B: the preparation under test at the same dilution as Solution A, containing added 
endotoxin at a concentration equal to or near the middle of the standard curve. 
0 Solution C: the standard endotoxin at the concentrations used in the validation of the method 
described in Verification of Criteria for the Standard Curve under Preparatory Testing for the 
Photometric Techniques (positive control series). 
d Solution D: LAL Reagent Water (negative control). 

Calculate the mean recovery of the added endotoxin by subtracting the mean endotoxin concentration in the solution (if any) 
from that containing the added endotoxin. In order to be considered free of interfering factors under the conditions of the test, 

the measured concentration of the endotoxin added to the sample solution must be within 50% to 200% ofthe known added 

endotoxin concentration after subtraction of any endotoxin detected in the solution without added endotoxin. 

When the endotoxin recovery is out ofthe specified ranges, the interfering factors must be removed as described in the 

Interfering Factors Test for the Gel-Clot Techniques under Preparatory Testing for the Gel-Clot Techniques Repeating the 

Interfering Factors Test for the Gel-Clot Techniques validates the treatment. 

Procedure for the Photometric Techniques 

Follow the procedure described in the Interfering Factors Test for the Photometric Techniques under Preparatory Testing for 

the Photometric Techniques 

Calculation for the Photometric Techniques 

Calculate the endotoxin concentration of each of the replicates of test Solution A using the standard curve generated by 

positive control series C. The test is not valid unless the following conditions are met: (1) the results of control series C 

comply with the requirements for validation defined under Verification of Criteria for the Standard Curve under Preparatory 

Testing for the Photometric Techniques; (2) the endotoxin recovery, calculated from the concentration found in Solution B 

after subtracting the endotoxin concentration found in Solution A is within 50 to 200%; and (3) the result of negative control 

series D does not exceed the limit ofthe blank value required in the description of the LAL Reagent used. 

Interpretation of Results from the Photometric Techniques 

In photometric assays, the preparation undertest complies with the test ifthe mean endotoxin concentration of the replicates 

of Solution A, after correction for dilution and concentration, is less than the endotoxin limit forthe product. 

+1 LAL Reagent reacts with some B-glucans in addition to endotoxins. Some preparations that are treated will not react with B—glucans and must 

be used for samples that contain glucans.+ 

+2 For a validity test of the procedure for inactivating endotoxins, see Dry-Heat Sterilization under Sterilization and SterilityAssurance of 

Compendial Articles ( 1211 ) . Use an LAL Reagent having a sensitivity of not less than 0.15 Endotoxin Unit per mL.+ 
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3  Sterile Water for Injection or other water that shows no reaction with the specific LAL Reagent with which it is to be used, at the limit of sensitivity

of such reagent.

4  K is 5 USP-EU/kg for any route of administration other than intrathecal (for which K is 0.2 USP-EU/kg body weight). For radiopharmaceutical

products not administered intrathecally the endotoxin limit is calculated as 175/V, where V is the maximum recommended dose in mL. For

intrathecally administered radiopharmaceuticals, the endotoxin limit is obtained by the formula 14/V. For formulations (usually anticancer products)

administered on a per square meter of body surface, the formula is K/M, where K = 5 EU/kg and M is the (maximum dose/m2/hour × 1.80 m2)/70 Kg. 

Auxiliary Information— Staff Liaison : Radhakrishna S Tirumalai, Scientist
Expert Committee : (MSA05) Microbiology and Sterility Assurance
USP29–NF24 Page 2521
Phone Number : 1-301-816-8339
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+3 Sterile Water for Injection or other water that shows no reaction with the specific LAL Reagent with which it is to be used, at the limit of sensitivity 

of such reagentf 

+4 K is 5 USP-EU/kg for any route of administration other than intrathecal (for which K is 0.2 USP-EU/kg body weight). For radiopharmaceutical 

products not administered intrathecally the endotoxin limit is calculated as 175W, where Vis the maximum recommended dose in mL. For 

intrathecally administered radiopharmaceuticals, the endotoxin limit is obtained by the formula 14/V. For formulations (usually anticancer products) 

administered on a per square meter of body surface, the formula is K/M, where K = 5 EU/kg and M is the (maximum dose/mZ/hour x 1.80 m2)/70 Kg.

+ 

Auxiliary Information— StaffLiaison : Radhakrishna S Tirumalai, Scientist 

Expert Committee : (MSA05) Microbiology and Sterility Assurance 

USP29—NF24 Page 2521 

Phone Number: 1-301-816—8339 
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Search USP29    Go

Testosterone Cypionate Injection

» Testosterone Cypionate Injection is a sterile solution of Testosterone Cypionate in a suitable vegetable
oil. It contains not less than 90.0 percent and not more than 110.0 percent of the labeled amount of
C27H40O3. It may contain a suitable solubilizing agent.

Packaging and storage— Preserve in single-dose or multiple-dose containers, preferably of Type I glass, protected from
light.

USP Reference standards 11 — USP Cholesteryl Caprylate RS. USP Testosterone Cypionate RS.

Identification— Dilute a suitable volume of Injection with chloroform to obtain a solution having a concentration of about 400

µg of testosterone cypionate per mL. Prepare a 20- × 20-cm thin-layer chromatographic plate (see Chromatography 621
), coated with a 0.25-mm layer of chromatographic siliceous earth, by placing it in a developing chamber containing and
equilibrated with a mixture of chloroform and corn oil (90:10), and allowing the solvent front to move about three-fourths of
the length of the plate. Remove the plate, and allow the chloroform to evaporate. Apply 10 µL each of the solution under test
and of a solution of USP Testosterone Cypionate RS in chloroform containing about 400 µg per mL on the plate, on a line
about 2.5 cm from the bottom edge and about 1.5 cm apart. Place the plate in a developing chamber that contains and has
been equilibrated with a mixture of methanol and water (90:10) previously saturated with corn oil. Develop the chromatogram
until the solvent front has moved to about 10 cm above the line of application. Remove the plate, and heat in an oven at 105

 for a few minutes. Spray the plate with a mixture of alcohol and sulfuric acid (3:1), and heat in an oven at 105  for 1 to 2
minutes. Observe the plate under long-wavelength UV light: the RF value of the principal spot obtained from the solution

under test corresponds to that obtained from the Standard solution.

Residual solvents 467 : meets the requirements.
(Official January 1, 2007)

Other requirements— It meets the requirements under Injections 1 .

Assay—

Internal standard solution and Standard preparation—Prepare as directed in the Assay under Testosterone Cypionate.

Assay preparation— Transfer 1 mL of Injection, accurately measured, into a glass-stoppered, 50-mL centrifuge tube. Add 30
mL of a mixture of methanol and water (9:1), insert the stopper, and shake for 15 minutes. Centrifuge, remove the dilute
methanol layer without disturbing the oil, and transfer it to a 200-mL volumetric flask. Repeat the extraction with three
additional 30-mL portions of the dilute methanol, collecting the combined extracts in the volumetric flask. Dilute the combined

extracts with the dilute methanol to volume, mix, and chill the contents of the flask to 8 . Remove the flask from the
freezer, and immediately filter a portion of the contents. Allow the filtrate to reach room temperature, transfer a portion of it,
equivalent to about 3 mg of testosterone cypionate, to a suitable vial, and evaporate to dryness. Add by pipet 3 mL of
Internal standard solution, and shake vigorously to dissolve the residue.

Procedure— Proceed as directed for Procedure in the Assay under Testosterone Cypionate. Calculate the quantity, in mg, of
C27H40O3 in the portion of Injection taken by the formula:

600(C / V)(RU / RS),
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Search USP29 Go 

Testosterone Cypionate Injection 

» Testosterone Cypionate Injection is a sterile solution of Testosterone Cypionate in a suitable vegetable 
oil. It contains not less than 90.0 percent and not more than 110.0 percent of the labeled amount of 
CZ7H4OO3. It may contain a suitable solubilizing agent. 

Packaging and storage— Preserve in single-dose or multiple-dose containers, preferably of Type | glass, protected from 

light. 

USP Reference standards ( fl ) — USP Cholestery/ Cagry/ate RS. USP Testosterone Cyp/onate RS. 

ldentification— Dilute a suitable volume of Injection with chloroform to obtain a solution having a concentration of about 400 

pg of testosterone cypionate per mL. Prepare a 20- X 20-cm thin-layer chromatographic plate (see Chromatoggflyj fl) 
), coated with a 0.25-mm layer of chromatographic siliceous earth, by placing it in a developing chamber containing and 

equilibrated with a mixture of chloroform and corn oil (90:10), and allowing the solvent front to move about three-fourths of 

the length of the plate. Remove the plate, and allow the chloroform to evaporate. Apply 10 pL each ofthe solution under test 

and of a solution of USP Testosterone Cyp/onate R8 in chloroform containing about 400 pg per mL on the plate, on a line 

about 2.5 cm from the bottom edge and about 1.5 cm apart. Place the plate in a developing chamber that contains and has 

been equilibrated with a mixture of methanol and water (90:10) previously saturated with corn oil. Develop the chromatogram 

until the solvent front has moved to about 10 cm above the line of application. Remove the plate, and heat in an oven at 105 
O 

for a few minutes. Spray the plate with a mixture of alcohol and sulfuric acid (3:1), and heat in an oven at 1050 for 1 to 2 

minutes. Observe the plate under long-wavelength UV light: the R; value of the principal spot obtained from the solution 

undertest corresponds to that obtained from the Standard solution. 

Residual solvents ( fl) : meets the requirements. 

(Official January 1, 2007) 

Other requirements— It meets the requirements under LrIject/ons ( 1) . 

Assay— 

Interna/ standard solution and Standard preparation—Prepare as directed in the Assay under Testosterone Cyp/onateA 

Assay preparation— Transfer 1 mL of Injection, accurately measured, into a glass-stoppered, 50-mL centrifuge tube. Add 30 

mL of a mixture of methanol and water (9:1 ), insert the stopper, and shake for 15 minutes. Centrifuge, remove the dilute 

methanol layer without disturbing the oil, and transfer it to a 200-mL volumetric flask. Repeat the extraction with three 

additional 30-mL portions of the dilute methanol, collecting the combined extracts in the volumetric flask. Dilute the combined 

extracts with the dilute methanol to volume, mix, and chill the contents of the flask to ‘80. Remove the flask from the 

freezer, and immediately filter a portion ofthe contents. Allow the filtrate to reach room temperature, transfer a portion of it, 

equivalent to about 3 mg of testosterone cypionate, to a suitable vial, and evaporate to dryness. Add by pipet 3 mL of 

Internal standard solution, and shake vigorously to dissolve the residue. 

Procedure— Proceed as directed for Procedure in the Assay under Testosterone CyD/onateA Calculate the quantity, in mg, of 

C27H4003 in the portion of Injection taken by the formula: 

600(C/ V)(RU/ Rs), 
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in which C is the concentration, in mg per mL, of USP Testosterone Cypionate R8 in the Standard preparation; and Vis the 

volume, in mL, ofthe filtrate used in the Assay preparation 

Auxiliary lnformation— StaffLiaison : Daniel K; Bemmgam, Scientist 

Expert Committee : (MDPSOS) Monograph Development-Pulmonary and Steroids 

USP29—NF24 Page 2088 

Phone Number: 1-301-816-8143 
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V712F 3/2612015 

DateTime: •••• ,,,, 01/04/18@ 04:29:29PM 
DeYice: ..•.•..••....••....••.•.••. 3187 
OperatoriD: •..•....•.•.•••.••••.•.• JSG 
C-3rtridge: .•••••• , , , , • , , , , •• , Endotm:in 
Temper-3ture: • , Sbrt: 37. OC End: 37. OC 
Method: •••.•••••.••.•..•••....•. KX-122 
Cartridge LotH: •••••••••••••••• 7610173 
Cartridge Cal Code: ••••••• 511436756800 
Range: ••••..•••••.•..•....•.... 5-0.05 
Range Time: •••.....••..••. Sec: 114-767 
Onset Times: ,,,,,,,, >767 212 >767 262 
Slope: -0.414 •••••••• Intercept: +2.346 
Dilution: •••••••••••.•••••••••••••• 100 
Sample Lot: •••••••••••••••••• •• 171006A 
Sample ID: •••••••••• TEST CYPIONATE ZOO 
Sample Rxn Time CV: •••••••••• 0.0% Pass 
Spike Value: •••••••••••••• 0.803 EU/mL 
Spike R~<n Time CV: CIICII·=··· 14.9% Pass 
Spike Recovery: ••.•.••....•• 91% Pass 
Test Suitability: ••••••••• •••••••• Pass 
Sample Value: •••••••••••••• <5.00 EU/mL 

xmxxxxx ENDUSAFE Test Retard "NIH“! 
V71“ F 3/26/2015 

Date-Time: = ..... .. 01/04/18 8 04: 29:2 9PM 

De' : 

.IJrIII: J56 

Cartridge: Endctoxin 

.. .................. 3137 

Temperature: .. Start: 37.0E End: 37.35 
Hethad: ........‘.=....u....n.. KX-122 

Eartridge Luth: 7610173 

Cartridge Cal Code: . ...... 511436756800 

Range: :. 5—0.05 

114-1247 Range Time: .. . 

Unset Times: >767 212 - 

Slape: 43.414. Inten. 
flilutian: “W _ z = 

Sample Lat: 
Sample ID: TEST EYFIUNATE 

Sample Run Time EU: [LUZF 
Spike “glue: [LSD EL 

Sfiike Run Time C : W. 14" 
Spike Recovery; ..... u 
Test Smtsbility: 
Sample Ualue: ..... : <5 [“3 EU/MLL¥



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH. 

PETITIONER, 

v. 

HYBRID PHARMA, LLC, 

RESPONDENT 

CASE NO. 2017-23347 

STIPULATION FOR THE SUBSTITUTION OF COUNSEL 
FOR RESPONDENT. HYBRID PHARMA, LLC 

IT IS HEREBY STIPULATED AND AGREED that the law firm of McRae Law Offices, 

P.A., is hereby substituted in place of Panza Maurer & Maynard, P.A., as counsel of record for 

Respondent, Hybrid Pharma, LLC. Panza Maurer & Maynard, P.A., and Thomas F. Panza, Esq‘ 

and Jennifer K Graner, Esq; of the firm, shall have no further responsibilities or representation in 

this case. All future correspondence, pleadings, and motions shall be directed to Steven Goerke, 

Esq, and Mitchell T. McRae, Esq. ocRae Law Offices, P.A. 

PANZA MAURER & MAYNARD, P.A. 
2400 E. Commercial Boulevard, Suite 905 

Ft. Lauderdale, FL 33301 

Tel: (954)-390-0100: Fax: (954) 390—7991 

By: fifig 
Thomas F‘ Panza, Esq. 

Fla. Bar No.: 138551 

lpunzaihpulwlmaurcr.cun'1 
Jennifer K. Graner, Esq. 

Fla‘ Bar Not: 907091 

jgrunmm punammurcrcom 

McRAE LAW OFFICES, PA. 
5300 W. Atlantic Ave, Suite 412 

Delray Beach, FL 33484 
Tel. (561) 638-6600, Fax (888) 308-6020 

By: 
Steven Goerke, Esq. 

Fla. Bar No: 494135 

sgucrkcfl; mcrnclawfirmwm 
Mitchell T. McRae, Esq, 

Fla, Bar No. 441759 
mmcmcz’rz mcruclmx firm.cum
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CONSENT 0F CLIENT 

I, Dr. Ponswamy Rajalingam, as Managing Member of Hybrid Pharma, LLC hereby 

consent to the substitution of counsel as set forth above. 

HYBRID P ARMA, LLC 

a 1 

By: DrXEalnsvy Rajalingam, Managing Member 

Dated: 21 :24 I 202 22 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a tme and correct copy of the foregoing was filed with the 

/_ N 

Department of Health, Agency Clerk, via fax (850) 413-8743 and a copy sent via e-mail thiszfi 

day of July 2020, to: 

Andrew J. Pietrylo, Jr. 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C—65 

Tallahassee, FL 32399-3265 
AndrewPiegyloKtDflhealthgov 

McRAE LAW OFFICES, PA. 
5300 W. Atlantic Ave, Suite 412 
Delray Beach, FL 33484 
Phone: (561) 638—6600 

Fax: (888) 308-6020 

// 
By: /’ X // 

Steven oerke, Esq. 
Fla. Bar No. 494135 
sgoerkefimcraelawfirmmm 

70;?0' I aun. nun-nu nI-‘u-vn 117117 5—5 '1r1r‘



From: stavan Goevke Fax: 1838262020! To: Fax: (850) 413-3743 Page: 2 of 3 B7I2312010 2:12 PM 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH

M 
e v a: 

DEPARTMENT OF HEALTH, CASE NO. 2017-23347 :5 E a: 
PETITIONER, : 

' 

g ‘ 
’ ‘ 

on I
1 

V. 
: 

> ‘0 ‘ 
i‘ 

I - ‘ 3 L) 

HYBRID PHARMA, LLC, ' '-‘-’ 

‘ ‘ ‘1 ,. .4. 

RESPONDENT. "‘
/ 

NOTICE OF APPEARANCE AS COUNSEL FOR 
FOR RESPONDENT, HYBRID PHARMA, LLC 

PLEASE NOTE the appearance of undersigned counsel as counsel of record for 

Respondent, Hybrid Phamla, LLC. in the above-captioned matter. 

MCRAE LAW OFFICES= RA. 
5300 W. Atlantic Ave, Suite 412 
Delray Beach, FL 33484 
Phone: (561) 638-6600 
Fax: (888) 308-6020 

By: ’/:«W 
Steven Goerke, Esq. 
Fla. Bar No. 494l35 
sgoerke@mcraelawfinn.com 
Mitchell T. McRae, Esq. 
Fla. Bar No. 441759 
mmcrae@mcraelawfu‘m.com
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CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a tme and correct copy of the foregoing was filed with the 

Department of Health, Agency Clerk, via fax (850) 413-8743 and a copy sent via e-mail this 28'“ 

day ofJuly 2020, to: 

Andrew J. PieLrylo, Jr, 

Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin (3-65 

Tallahassee, FL 32399—3265 

Andrew?ietrylo@flhea1th.gov 

Thomas F. Panza, Esq. 
Fla. Bar No.: 138551 

tpanza@panzamaurer.com 
Jennifer K. Graner, Esq. 
Fla. Bar Nor. 907091 

jgraner@panzamaurer.com 
PANZA MAURER & MAYNARD, PA. 
2400 E. Commercial Boulevard, Suite 905 
Ft. Lauderdaie, FL 33301 

McRAE LAW OFFICES, P.A. 
5300 W. Atlantic Ave, Suite 412 
Delray Beach, FL 33484 
Phone: (561) 638-6600 
Fax: (888) 308-6020 

:; ‘- 
.¢— Mag/’1’” 

By: a" 
Steven Goerke, Esq. 
Fla. Bar No. 494135 
sgoerke@mcraelawfirm.com 
Mitchell '1‘ 

. McRae, Esq. 
Fla‘ Bar No. 441759 

mmcrae@,mcrae1awfirmcom 

Notice of Appearance 
Case No, 2017—23347 

Page 2



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, CASE NO 2017-23347 

PETITIONER, 

v. 

HYBRID PHARMA, LLC, 

RESPONDENT. 

STIPULATION FOR THE SUBSTITUTION OF COUNSEL 
FOR RESPONDENT, HYBRID PHARMA, LLC 

IT IS HEREBY STIPULATED AND AGREED that the law firm of Panza Maurer & 

Maynard, RA. is here by substituted in place of Grossman, Furlow, & Bayé, as counsel of record 

for Respondent, Hybrid Pharma, LLC. Grossman, Furlow & Bayé shall have no further 

responsibilities or representation in this case. All future correspondence, pleadings, and motions 

shall be directed to Thomas F ‘ Panza, Esq. and Jennifer K. Graner, Esq. of the law firm Panza 

Maurer & Maynard, P.A. 

Grossman, F urlow, & Bayé Panza Maurer & Maynard, P.A4 

2022-2 Raymond Dichl Road 2400 E. Commercial Boulevard, Suite 905 

Tallahassee, FL 32308 Ft. Lauderdale, FL 33331 

By: By: 
Edwin A. Bayé, Esq. Thomas F. Panza, Esq. 

Florida Bar No.: 327727 Florida Bar No.2 138551 

(00842237,!)OCX. l }
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Hybrid Pharma, LL hereby consent to the substitution of counsel as set forth above. 

HYBRID PHARMA, LLCW 
Dr. Ponvny Malingam 

Dawd: 
‘1 SL1 20 20 W 
I HEREBY CERTIFY that a true and correct copy of the foregoing was filed with the 

Department of Health, Agency Clark, via fax (850) 413-8743 and a copy sent via e—mnil this _§,t_b_ 

day of June, 2020, to: 

Anthony Brian Coniglio 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-GS 

Tallahassee, FL 32399-3265 
An . 

' 
H v 

Respectfuuy submitted, 

PANZA MAURER & MAYNARD. P.A. 
2400 E. Conunercial Boulevard, Suite 905 
Ft. Lauderdale, FL 33301 
Tel: (954)-390~0100; Fax: (954) 390-7991 

By: ' 

Thomas F. Panza, Esq. 
Fla. BarNo.: 138551 Wm 
Jennifer K. 013nm, Esq. 
Fla. Bar No.: 907091 
‘ 
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STATE OF FLORIDA 4"”? 
~ 

'
I 

DEPARTMENT OF HEALTH 
‘ 

- 

g: N 

DEPARTMENT OF HEALTH, 
" 

31.? 

BOARD OF PHARMACY 
Petitioner, 

v. CASE NO. 2017‘23347 

HYBRID PHARMA, LLC 
Respondent.

/ 

PETITION FOR HEARING INVOLVING 
DISPUTED ISSUES OF MATERIAL FACT 

Respondent, HYBRID PHARMA, LLC, by and through the undersigned attorney and 

pursuant to Sections 120.569 and 120.57, Florida Statute, files herewith this Petition for 

Administrative Hearing Involving Disputed Issues of Material Fact, and as grounds therefore 

would state the following: 

1. The agency affected is the Board of Pharmacy, 4052 Bald Cypress Way, Tallahassee, 

FL 32399 (hereinafter “Board” or “Petitioner”) . 

2. Respondent is HYBRID PHARMA, LLC. For purposes of this proceeding, 

Respondents’ address and phone number will be that of the undersigned counsel. 

3. On January 17, 2020, by US. Certified Mail, Respondent and Counsel received an 

Administrative Complaint from agents of the Board of Pharmacy. 

4. Respondent’s substantial interests will be adversely affected by disciplinary action 

against its special sten‘le compounding pharmacy permit in Florida 

5. Respondent is a “small business party” as that term is defined by section 57.111, Fla 

Stat. 

6. Respondent asserts the existence of disputed issues of material fact, and requests an 

evidentiary hearing for determination and ruling on the disputed issues of material fact. The



disputed facts include, but are not limited to, whether Respondent violated Section 

456.023(1)(c), Fla. Stat, through a violation of Rule 64B16—27.797(1)(a), F.A.C. 

7. Respondent submits as ultimate facts that it did not violate Section 456.023(1)(c), Fla. 

Stat, through a Violation of Rule 64B16—27.797(1)(a), F.A.C. 

8. This Petition is filed less than 21 days from receipt of the Administrative Complaint. 

WHEREFORE, Respondent requests that they first be granted the opportunity for 

negotiating a suitable disposition with Petitioner, and hereby requests that this mafler not be 

forwarded to the Division of Administrative Hearings pending such negotiation. Respondent 

waives any time limits applicable. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing has been fumished by 

E—MAIL and US. Mail to Anthony Brian Coniglio, Assistant General Counsel, Department of 

Health, 4052 Bald Cypress way, Bin C-65, Tallahassee, FL 32399—3265 this :7— day of 

January, 2020. 

Respectfully Subrm 

Edwin A Bayé/ 
Fla Bar No. 327727 
Paul P. Drake 
Fla Bar No. 115451 

Grossman, Furlow, and Bayé, LLC 
2022—2 Raymond Diehl Road 
Tallahassee, FL 32308 
Phone: (850)385—1314 
Fax: (850)385-4240 
Email: e.bayo@gflglawflrm.com 
Email: p.drake@gfblawfinn.com 
Counsel for Respondent



Grossman, Furlow 
& Bayé, LLC 
ATTORNEYS AT LAW 

October 30, 2019 

Anthony Brian Coniglio, Asst. Gen. Counsel 
Florida Department of Health 
Prosecution Services Unit m 
4052 Bald Cypress Way, Bin C-65 :31: 

Tallahassee, FL 32399-3265 , 

Re: Hybrid Pharma, LLC, Case No. 2017-23347 
'5') 

Dear Mr. Coniglio: 

We are in receipt of the investigative file for the above captioned case. Please consider this 
letter as our response to same. 

As you know, this case (andgthe companion case 2017-23346) were opened as a result of a 
sterile compounding pharmacy inspection on December 19, 2017. Our client’s response to this 
inspection clearly shows that all 3116n deficiencies were corrected. 

After this case was opened, Hybrid Pharma was jointly inspected by the Florida 
Department of Health and the FDA between May 20, 2019 and June 20, 2019, As a result of this 
inspection, the Florida Depaltment of Health issued a notice of investigative report to the facility 
on July 2, 2019, and the FDA issued a 483 form on June 24, 2019. Our client responded to the 
FDA483 on July 17, 2019. That response and attachments are contained on the enclosed CD. 

In order to ensure compliance with all relevant statutes and rules, and to ensure that each 
deficiency in the 503b facility inspection report and FDA483 had been corrected, our client 
enlisted pharmacy consultant David S. Joseph, R. Ph., who performed a mock sterile compounding 
inspection and gap analysis for the pharmacy. Mr. Joseph’s report regarding his findings are 
contained as Exhibit 1 on the enclosed CD. 

In Mr. Joseph’s report, several documents are mentioned that would be available upon 
completion. They are enclosed and are as follows: 

0 Observation A: Upgraded Drug Recall Procedure SOP — Exhibit 2 

0 Observation A: Sterility Test Early Release SOP ~ Exhibit 3 
0 Observation E: Pictures of Cleanroom Wall and Floor — Exhibit 4 
0 Observation F: Laminar Flow Test Report — Exhibit 5 
0 Observation F: Leak Testing of HEPA filters — Exhibit 6 
0 Observation G: Laminar Flow Test Repolt — Exhibit 5 

0 Observation J: Media Fill Testing 2019 7 Exhibit 7 

2022-2 RAYMOND DIEHL ROAD 0 TALLAHASSEE, FL 32308 D (850) 385-4314 El FAX (850) 3854240 B www.9fblawfirm.com



Anthony Coniglio, AGC 
October 30, 2019 
Page 2 of 2 

0 Observation K: Sterility Test Early Release SOP — Exhibit 3 

Observation K: HPLC Performance Qualification 7 Exhibit 8 

Observation P & Q: Gowning in Cleanroom and ISO Rooms SOP - Exhibit 9 

Observation P & Q: Garbing and Cleaning SOP — Exhibit 10 

Observation P & Q: Biannual Observation Audit — Exhibit 11 

As can be seen from the response to the FDA483, as well as the mock inspection and our 
client’s response to same, our client is operating in accordance with all relevant pharmacy 
compounding regulations. Please let me know if you or the panel have any questions. 

Sincerely, 
G) 

Edwin A. Bayé 
Paul P. Drake 

cc: Hybrid Pharma, LLC 

2022-2 RAYMOND DiEHL ROAD SJ TALLAHASSEE, FL 32308 El (850‘; 385-1314 E FAX (850)385v1‘1240 1' www.9fblawfirm.com
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DAVID JOSEPH PHARMACY PRACTICE CONSULTING, LLC 

Hybrid Pharma Mock inspection/Gap Analysis 

This report is being submitted in response to ajoint inspection of Hybrid Pharma by The Florida 
Department of Health and the FDA, which was conducted between May 20, 2019 and June 20, 2019. As 

a result of this inspection, the Florida Department of Health issued a notice of investigative report to the 
facility on July 2, 2019, and the FDA issued a 483 form on June 24, 2019. 

The purpose of this report is to provide obsen/ations and resolutions based on the comments in the 
above-mentioned reports with the goal of full regulatory compliance. 

This report with be divided into several sections: 
1. General Comments 
2. Obsen/ation/Resolution to the Florida Department of Health Items 
3. Obsen/ation/Resolution to the FDA 483 items 
4 Additional Obsen/ation/Resolution not mentioned in reports‘ 

1.Genera| Comments: 

Hybrid Pharma, located at 1015 W. Newport Center Dr. Ste 106A, Deerfield Beach, Florida is licensed 
under several permits; 503B by the FDA, Special Sterile Compounding Permit by the Florida Department 
of Health, Community Pharmacy Permit by the Florida Department of Health, and a Wholesale Permit 
from the Florida Department of Health. The emphasis ofthis report will be focused on the Special 

Sterile Compounding Permit and the FDA 503B permit. 

The facility is located in an office park complex. The general pharmacy area has become inadequate for 
the needs of the operation and management is considering a move to a larger space. The area is 

cramped and full of boxes and items for storage. The sterile compounding area, however, has been 
kept separate and is free of clutter that might cause contamination. 

2. Observation/Resolution to the Florida Department of Health Items: 

A‘ Department of Health Observation: 
”Failure to allow completion of sterility tests before releasing product to the market.:” 
”*Required 14-day USP Chapter <71> incubation for batch of high risk CSP’s was not completed” 
”*Dispensing records indicated lot was released to the public BEFORE assuring high risk CSP’s were free 
from bacteria and fungi.”



0 Resolution: 
0 This was an isolated incident involving one or two batches. USP<71> allows ”early 

release" of compounded preparations under two (2) qualifiers, (1) the product being 
tested for sterility is being monitored daily for signs and turbidity and not released 

before 3 days, and (2) that the facility has a complete SOP for recall of CSP’s in the case 

of a sterility failure after release. 
0 Hybrid Pharma has met both of these criteria with data showing daily obsen/ations of 

the growth plates and an upgraded recall procedure (available upon request). 

B. Department of Health Observation: 
”Failure to appropriately confirm high risk CSP’s are sterilized” 
”*Some CSP’s primary sterilization method is through steam sterilization,” 
”The autoclave cycles have not been validated using biological indicators to ensure spores and 

microorganisms are eliminated from final product." 
”Established time and temperature for each CSP that is autoclaved has not been proven.” 
”Condensation and water observed inside autoclave.” 

0 Resolution: 
0 Several CSP’s prepared by hybrid pharmacy are first sterilized via filtration and then re- 

”sterilized” in the autoclave. This is an unnecessaw step with no specific parameters 
for the processing of the end product. Recommendation: eliminate this duplicate step 
for those CSP'S. 

o The balance of the CSP’s which are terminally sterilized have data indicating that 
biological indicators are used in processing and that cycles are validated. Data available 
upon request. 

0 Water is never present in the autoclave during processing. On occasion, water may be 

present during shutdown of the unit. 

C. Department of Health Observation: 
”Failure to ensure non-sterile ingredients used in high risk CSP’s are within expiry" 
”*High risk batch assigned BUD (beyond use date) of 5/19/19 but TH REE non-sterile active ingredients 
expired 7/21/18, 4/15/19 and 5/5/19.” 
”*lnjectable high-risk batch assigned BUD of 6/30/2019, API expires 6/15/2019.” 
”*Injectable high-risk batch assigned BUD of 5/11/18, API expires 4/30/2019.” (DOH error?) 

0 Resolution: 

0 This situation was a result of inattention to detail when creating a compounding record. 
Hybrid Pharma creates ”manual” compounding records which demands that 
Pharmacist’s checking these records pay vent close attention to all data entered. In 

these cases, the appropriately dated API was used, but the compounding sheet was not 
updated to reflect this‘ 

0 Recommendation: Better Pharmacist oversight of compounding records, and to purchase an 

electronic compounding data system such 3 PK which would eliminate this issue.



o Resgonse from Hybrid Pharma: Hybrid Pharma is planning on purchasing RS software, as this is 

less expensive and they can store the data in their location, rather than controlled by PK in 

cloud. 

D. Department of Health Observation” 
”*Failure to document filter integrity test was performed for high risk CSP sterilized through membrane 
filtration" 

0 Resolution: 
0 This is an ”attention to detail” item that must be confirmed by Pharmacist oversight. 

Although the records I observed did show proper bubble point information, the 
management and PDM must assure that this date is being properly entered. 

E. Department of Health Observation: 
”Failure to maintain cleanable work surfaces in critical compounding areas” 
”HEPA filters located in LAFW in CR1 has wet, brown discoloration." 
”Gum like substance affixed on CR2 wall above door." 
”Floors inside cleanrooms are not smooth, allowing microbes to harbor.” 
”Loose ceiling room tiles located in both cleanrooms (CR #1 and CR#2) allowing dirty, unclassified air 
into compounding rooms.” 

0 Resolution: 

0 The manufacturer ofthe LAFW in CR1 has validated that the brown substance is 

attached to the HEPA filter and in no way causing critical issues. (data available). 
0 The ”gum like" substance is a patch put on the wall by the vendor after drilling an 

incorrectly located hole. The vendor will correct this‘ (photo to be made available upon 
completion). 

0 The owner has made arrangements to install a smooth, epoxy floor in all compounding 
areas. (photo to be made available upon completion). 

0 All cleanroom ceiling tiles are now sealed. 

F. Department of Health Observation: 
”Failure to ensure certification of cleanrooms and hoods is conducted by a qualified entity; BOTH 

cleanrooms were certified despite testing HEPA filters for leaks.” 
”*PEC’s were certified under STATIC conditions: NO simulation of compounding. Filling machines used 

to filter (sterilize) product into containers were not present and operational during certification (July 

2018, January 2019)." 

0 Resolution: 
0 Certificates in the pharmacy indicates leak testing of hoods occurred in ISO 5 and ISO 7 

areas. Anteroom HEPA filters were not leak tested. Hybrid Pharma is rectifying this. 
Results available when completed. 

0 PEC’s were certified under DYNAMIC conditions. The pharmacist checking the report 
did not notice that it was incorrect. The vendor will correct the report. Pharmacists 

advised to be more diligent.



G. Department of Health Observation: 
”Failure to prove compounding zones and hoods provide HEPA filtered air that is critical in the 
compounding process." 
”*LAFW smoke studies performed outside of the hood.” 
”*Full length of compounding area not demonstrated to have sweeping laminar, unidirectional air to 
prevent backwash into ”sterile” final container." 
”*Membrane filtered (sterilized), partially stoppered CSP formulations that require transfer from PEC to 
lyophilizer travel through non-ISO 5 zone, putting sterilized solution at high risk for contamination. 

0 Resolution: 
0 A new certifier will be contracted to perform the proper smoke studies regarding the 

LAFW. Results available upon completion. 
Hybrid Pharma currently does not have a lyophilizer contained inside of the negative- 
pressure buffer room. This makes the transfer of sterile, partially stoppered product 
into the lyophilizer in ISO 5 conditions difficult to achieve. 

0 The options for the operation to solve this situation are:

0 

Discontinue these types of lyophilizer operations at this time‘ 
Move the lyophilizer into the negative pressure room and create an ISO 5 

unidirectional flow zone. 

Ask the board for a variance to allow movement of product to lyophilizer in an 

ISO certified container. (Success not assured). 

0 Response from Hybrid Pharma: 
Discontinuing is not an option currently, as we are selling few other products for the 
same customers as we may lose that orders also. Moving into the negative pressure 
room and re certifying the lyophilizer and the room is possible and will be a large task 
and the other possibility will be:

0 

We did two times the Media fill test by stimulating the exact conditions and we 
did not obsen/e any failure. 
We are monitoring the non-viable particle before and after the transfer of the 
vials showing the particle count meets ISO 5 environment even though the 
partially stoppered vials not exposed to the open atmosphere. 
We are monitoring viable particles by having settling plates in multiple locations 
and that meets more than ISO 5. 

We made several batches of these products and found that no compromise in 

the sterility and endotoxin limit. 

H. Department of Health Observation: 
”Failure to ensure ISO classified compounding rooms are provided with HEPA filtered air critical in 

compounding process.” 
”Certification reports indicate SEC HEPA filters have not been leak tested during the last two 
certifications.” 

0 Resolution: 
0 See section ”C”.



|. Department of Health Observation: 
”Failure to maintain required minimum negative pressure of -0.01w.c.” 
”CR #2 (hazardous drug cleanroom) does not retain required negative pressure." 

0 Resolution: 
0 During the ”mock" inspection, no pressure anomalies were observed, and PEC’s and 

SEC’s were operating normally. Hybrid Pharma will carefully document any pressure 
excursions in the future. 

J. Department of Health Observation: 
”Failure to qualify compounding personnel with appropriate media fill simulation mimicking most 
challenging or stressful condition.” 
”Media fill process for Lyophilization of HCG formulations completed by compounding personnel have 

not been completed.” 

0 Resolution: 

0 Hybrid Pharma staff now understand that ”most challenging or stressful condition" 
refers to sterile operations involving multiple manipulations and high volume. 
Accordingly, they will perform media fill challenge operations biannually with that 
understanding. Results will be made available. 

K. Department of Health Observation: 
”Failure to support CSP extended BUD with stability indicating assays.” 
”A” high risk CSP’s that are assigned BUD’s from USP Chapter <797> are non-patient specific." 
”A” high risk CSP’s that are patient specific are assigned BUD 45 days frozen.” 
”*Patient specific CSP’s include ingredients that are incompatible with storage conditions.” 
”*CSP’s stored in freezer are in liquid state, unfrozen." 
”*Stability testing is conducted on-site; equipment not validated for intended use. Appropriate stability 
studies not completed for any CSP to ensure unintended substances are not created between the 
container and ”sterile” product inside.” 

0 Resolution: 

0 High risk CSP’s BU D’s when extended, have this evidence based on the expertise of the 
in-house chemist, Dr‘ Rajalingam. The HPLC equipment has been validated for this use 

and such documents are available upon request. Testing is done both for potency and 

degradation products, as per stability indicating assays‘ Again, this information is 

available upon request. All products intended for storage at ”frozen” temperatures are 
monitored daily in a freezer with a NIST certified thermometer. 

L. Department of Health Observation: 
”Failure to ensure all high risk, patient specific, CSP’s that are not tested for sterility maintain solid 
frozen state. 
”*MDV’s stored in freezer in liquid state”



0 Resolution: 
0 These are oil-based products which are stored at temperatures per USP guidelines 

M. Department of Health Observation: 
”Failure to test for potency of all patient specific, high risk CSP’s.” 

0 Resolution: 

0 Potency is measured on all batches in excess of 25 units‘ 

N. Department of Health Observation: 
”Failure to indicate entry or discard date for a punctured, high risk, in-house finished product.” 

0 Resolution: 
0 An auxiliary label will be added to all multi-dose vials indicating discard after 28 days of 

first puncture. 

0. Department of Health Observation: 
”Failure to indicate route of administration for spinal, high-risk CSP injections” 

0 Resolution: 
0 Route of administration will be included on all injectables. 

Department of Health Observation: 
”Failure to provide compounding records for high risk CSP’s.” 

”*Labeled high risk ”mixture" no batch record, expiration, lot. 
"*Vial of unidentified mixture no batch record, expiration, |ot>" 
”*Number of units produced unknown, two different vial sizes." 
”*Multiple batch records with no expiration/lot number ofalprostadil stock solution used in Trimix 
formula.” 
”*NO Pharmacist oversight; Pharmacist signature/initials missing from many batch records." 

0 Resolution: 
0 Pharmacists have been instructed on the importance of proper documentation of all 

CSP batches and the importance of confirming all entries on the compounding record. 

P. Department of Health Observation: 
”Failure to remove foot covers from dedicated shoes stored within line of demarcation in unclassified 
space outside of ISO 8 prep room.” 

0 Resolution: 

0 This policy has been added to SOP and will be enforced by management



Q. Department of Health Observation: 
”Failure to clean under nails using fingernail tool.” 

0 Resolution: 

0 Disposable fingernail tools have been purchased and used. Process has been added to 
SOP. 

R. Department of Health Observation: 
”Failure to qualify compounding personnel using observational audits” 
”*AII sterile compounding operations are completed by one person” 
”*Facility was unable to provide documentation compounding individual is proficient in necessaw 
requirements to ensure: 
-compounding environment is clean (cleaning and disinfecting assessments) 
-aseptic process is done proficiently without introduction of microorganisms (aseptic technic) 
-hand hygiene and garbing is done in a manner to prevent contamination of product from compounder 
(hand hygiene and garbing)" 

0 Resolution: 

0 All observational audits had been completed at the time of inspection, but were not 
completely supplied to inspector. Hybrid Pharma will reorganize document files to make 
this information more readily available and continue biannual obsen/ational audits. 
Audits available upon request. 

1. Observation/Resolution Related to FDA 483 Items: 

A. FDA 483 Obsen/ation 1 

1. ”Media fills conducted between 9/23/16 and 3/15/19 were not performed that 
closely simulated aseptic production operations incorporating, as appropriate, worst 
case activities and conditions that provide a challenge to aseptic operations." 

0 Resolution: as per above mentioned Florida Department of Health Item A: 

o This was an isolated incident involving one or two batches. USP<71> allows ”early 
release" of compounded preparations under two (2) qualifiers, (1) the product being 
tested for sterility is being monitored daily for signs and turbidity and not released 
before 3 days, and (2) that the facility has a complete SOP for recall of CSP’s in the case 

of a sterility failure after release. 
0 Hybrid Pharma has met both of these criteria with data showing daily obsen/ations of 

the growth plates and an upgraded recall procedure (available upon request). 

2. ”Each batch of drug product required to be free of objectionable microorganisms is 

not tested through appropriate laboratory testing. You have no assurance that the 
endotoxin level of your intrathecal products are safe since you do not have any 
endotoxin data, and your firm does not perform endotoxin testing of finished 
product. These drug products are made using nonsterile starting material.”



0 Resolution: 
0 Hybrid Pharma does appropriate endotoxin testing on all batches of medication‘ The 

exception was low volume production of certain intrathecal medications. USP <71> 

does not require endotoxin testing for small batches. Hybrid Pharma no longer 
compounds intrathecal medications but will test for endotoxins if production resumes. 

3. ”HEPA filter first-air was intermittently blocked by the aseptic techniques of the 
sterile technician during the during the filtration of Procaine 20mg/m|., lot 190524A 
as observed on 5/24/2019. The technician’s forearm passed over the filled vials as 

they were filled from front to back.” 

Resolution: 
0 A longer needle has been purchased (5") for vial filling in order to avoid the need for the 

technician to ”overreach” into the ISO 5 air zone. 

4. ”The technician’s hand washing, and gowning procedures observed during the 
production of Procaine 20mg/ml lot 190524A were deficient in that: 

I Hand washing techniques do not include the use of a nailbrush 
to effectively remove debris underneath the nail bed.” 

Resolution: 

0 As per above mentioned Florida Department of Health Item Q: 

Disposable fingernail tools have been purchased and used‘ Process has been 
added to SOP. 

5. ”Portions of the technician’s sterile coveralls touched the flooring within the ISO 8 

preparation room while donning” 

Resolution: 
0 SOP upgraded to address this issue. Additionally, gowning will now occur on the ISO 7 

”gowning” area. 

6. ”Nonsterile goggles are worn" 

Resolution: 
0 Sterile goggles to be purchased. 

B. FDA Observation 2 

”Aseptic processing areas are deficient regarding the system for cleaning and disinfecting 
the to produce aseptic conditionsz" 
”Specifically, 

a. ”On 5/20/19 a brown discoloration was obsen/ed on the HEPA filter inside the ISO 5 

hood located in the ISO 7 Buffer Room #1. The same discoloration was also observed



on an inoperable HEPA filter within this buffer room, located to the left of the ISO 5 

hood. This filter has been inoperable for an unknown length of time.” 

0 Resolution: 

0 As per Florida Department of Health Obsen/ation E: 

The manufacturer ofthe LAFW in CR1 has validated that the brown substance is 

attached to the HEPA filter and in no way causing critical issues. (data available). 

b. ”On 5/20/19, a brown discoloration was observed on the interior wall above the 
doorway within the ISO 7 Buffer Room #2. This buffer room support the aseptic filling 
of hazardous compounds within the ISO 5 BSC hood. 

0 Resolution: 
0 As per Florida Department of Health Obsen/ation E: 

The "gum like” substance is a patch put on the wall by the vendor after drilling an 

incorrectly located hole. The vendor will correct this. (photo to be made available upon 
completion). 

c. ”The efficacy studies performed on 11/1/2018 and 2/4/2019 to demonstrate that 
Cidehol disinfectant and the Peridox RTU sporicidal solution used to disinfect work 
surfaces, floors, walls and ceilings within your cleanrooms was performed using 
unidentified locations outside of the cleanroom. The study is not well- defined and 

does not represent actual use.” 

0 Resolution: 
0 Hybrid Pharma will return to testing cleaner efficacies in the ”rea 

actual work surfaces. Data to be made available upon request. 

I" conditions in the 

C. FDA Observation 3 

”Aseptic processing areas are deficient regarding the system for monitoring environmental 
conditions. 
Specifically,” 
1. ”Smoke studies are not properly conducted under dynamic conditions to assure uniform 

and unilateral HEPA air controls within ISO 5 hoods and during the transfer of partially 
stoppered vials from an ISO 5 zone to the lyophilizer.” 

0 Resolution: 
0 See response to Florida Department of Health Obsen/ation G: 

2. ”Non-viable monitoring within ISO 7 buffer rooms is not continuously performed during 
routine production. A one‘minute sample is collected prior to vial filling."



m

m 
o A continuous particle counter for the ISO 7 buffer room has been purchased and is in 

use. 

FDA Observation 4 

”Aseptic processing areas are deficient in that floors and ceilings are not smooth and/or 
hard surfaces that are easily cleanable” 
Specifically, 

1. ”The flooring within the ISO 7 Buffer Room #2 to include underneath the ISO 5 BSC hood 
contained within this room is constructed of a vinyl tile-like surface with embedded 
grooves which are not easily cleanable." 

Resolution: 
0 As per Florida Department of Health Obsen/ation E: 

The owner has made arrangements to install a smooth, epoxy floor in all compounding 
areas. (photo to be made available upon completion). 

2. ”There were several loose ceiling tiles obsen/ed above the ISO 7 Buffer Room 1 and 2. 

Resolution: 
0 As per Florida Department of Health Obsen/ation E: 

All cleanroom ceiling tiles are now sealed. 

FDA Observation 5 

”Aseptic processing areas are deficient regarding air supply that is filtered through high- 

efficiency particulate air filters under positive pressure. 
Specifically:" 

1. ”HEPA filter leak testing within the ISO 8 preparation room was not completed” 
2. ”HEPA filter leak testing within the ISO 7 buffer rooms were not completed.” 

Resolution: 
0 As per Florida Department of Health Obsen/ation F: 

Certificates in the pharmacy indicates leak testing of hoods occurred in ISO 5 and ISO 7 areas. 
Anteroom HEPA filters were not leak tested. Hybrid Pharma is rectifying this. Results available 
when completed.



T" FDA Observation 6 

”There are no written procedures for production and process controls designed to assure 

that the drug products have the identity, quality, and purity they purport or are represented 
to possess." 

Specifically, 
1. ”The lyophilization parameters used to terminally sterilize your HCG drug products have 

not been validated to ensure such parameters are adequate.” 

Resolution: 

0 Validation of lyophilizer cycle is in process. Results available when complete. 

2. ”Autoclave steam sterilization cycle parameters used to terminally sterilize the following 
drug products have not been validated: 

I Pyridoxine Hydrochloride 100mg/ml ~121C/15minutes 
I Calcium Gluconate 10% In] -105C/15minutes 
I Cyanocobalamin 100mcg/mI-121C/15minutes" 

Resolution: 
0 These three CSP’s are actually sterilized via filtration. The Autoclave portion is used as a 

second assurance of quality. There are no known validations for this process. Hybrid 
Pharma should discontinue this process. 

G. FDA Observation 7 

”Laboratory records do not include complete data derived from all tests, examinations and 

assay necessary to assure compliance with established specifications and standards. 
Specifically," 
1. ”The procedures utilized in validating the HPLC, UV Spectrometw, and Titrimetric 

methods used for potency analysis of finished drug products are not properly designed 
such that all data generated can be properly assessed to establish that such methods 
consistently meet standards of accuracy and reliability.” 

Resolution: 

0 Hybrid Pharma will develop SOP’s based on USP standards, for validating testing 
equipment Data will be logged and maintained in a central repository‘ SOP’s will be 

made available. 

2. ”Routine finished product release testing records do not include a compete record of all 

data obtained during the analysis to include (but not limited to):’ 
a. ”System suitability determinations 
b. Standards and sample preparations 
c‘ All calculations performed during the analysis."



m 
o This information is largely available, but not readily accessible by inspectors or by the 

Hybrid personnel in general. Management is committed to create a central data 
Repositow for easier access to critical data. 

FDA Observation 8 

1. ”There is no formal written stability program to assess all stability characteristics of 
finished drug product.” 

Resolution: 

0 Hybrid Pharma has used reliable scientific literature as a template to determine drug 
stability, the operation will create an SOP specific to the existing operation. 

2. ”Stability studies performed to establish a six-month beyond use date for your finished 
products are based on trial batches and not on actual finished product lots.” 

Resolution: 
0 Lots for initial testing are made under the same circumstances, materials, environment 

and personnel that are used in production. There is no expectation of variance in BUD 

results. 

FDA Observation 9 

”The responsibilities and procedures applicable to the quality control unit are not in writing 
and fully followed‘ 

Resolution: 
0 This document has been completed and is available upon request. 

FDA Observation 10 

”Employees engaged in the manufacture, processing, packing and holding of a drug product 
lack the training required to perform their assigned functions" 
”Specifically, 
1. There are no records documenting the training provided to the staff pharmacist in her 

areas of responsibility.” 

Resolution: 

0 Although there are training documents covering general pharmacy processes, the 
pharmacist overseeing the sterile compounding area has no documented training. A 

didactic course such as ”critical point" should be adopted for all staff participating in 

sterile compounding. This should be renewed and documented annually. This should 
be documented on an SOP and kept with the personnel records.



2. ”Training records are not maintained covering all responsibilities and duties assigned to 
technicians in the production, processing, and packaging of drug products.” 

Resolution: 

0 An SOP and Documentation records are being put in place to train and monitor sterile 
compounding staff. Documents will be available on request. 

3. ”Visual inspection training procedures and records are not documented for technician 
performing visual inspections of finished product to detect defects or product 
contamination.”m 

o SOP for training has been created. Results ofvisual inspection are documented on the 
compounding sheet. SOP available upon request. 

4. ”There is no established frequency or documentation of GMP training provided to 
employees.” 

Resolution: 

0 A template has been created for GMP employee training. Initial training will be given 
and documented, along with training needed for specific compounding functions. This 

training will be tested and retraining If needed on a scheduled basis. 

K‘ FDA Observation 11 

”The labels of your outsourcing facility’s drug products are deficient. 
”Specifically, 
The labels of your outsourcing facility’s drug products do not include information required 

by section 503B(a)(10)(A). Specifically, the following information is not found on your drug 
products labels: 

rm The statement ”This is a compounded drug 

0 Resolution: 
0 This has been corrected and the statement now appears on all 5038 compounded 

drugs. 

Additional Comments/Resolutions 

1. Document Organization: It is recommended that a central area be established 
where documents relative to sterile compounding can be organized. In some cases, 

the operation received unfavorable comments because, although process was 

followed, document could not be readily retrieved. 
2. Processing software: a software that has been designed for compounding would be 

a great asset to the operation. Many manually loaded items (some missed) could be 

automated into such a system. Compounding records could then be retained



electronically. Errors could be reduced since such systems do not allow the entry of 
items that are past expiration date, for example. 
Monitoring software: There are several versions of programs that notify the staff as 

to when specific tasks need to be executed. For example, environmental 
monitoring, stafftraining, etc. This would be another step in organizing data. 
Anteroom door to non-classified area: This door is wood and paint, both items that 
are particle generator. It is recommended that the door be replaced with one made 
of steel and glass.
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SOP 1.072 a: 	Evaluation of the complaints about commercial and 
compounded drug products: 

If there is any complaint from a patient or doctor's clinic or hospital follow the 
immediate actions. 

1. Identify the products in question commercial or compounded product with 
lot number. 

2. Isolate the problem if it is particular to one lot number or one particular type 
of drug. Isolate the problem pertaining to a single patient or multiple 
patients. 

3. If it is a commercially available and distributed report to the wholesale 
supplier and ask them to investigate further in their supply chain. 

Request the doctor's office look for any drug interaction, side effect or 
any other cause may be. If it is a multiple case issue recall the entire 
drug with lot number immediately. If it is an isolated case ask the 
doctor/hospitals follow through the patient. 

4. Write an incident report CAPA folder. 

5. If it is a compounded product for patient specific: 

Call all the doctor's office, patients and hospitals not to use the product if 
they have received the particular drug /lot number until the investigation. 

Check the lot number(s) of the product do the in-house investigation such 
as 

• the lot number matches the product in question and its beyond-use date. 

• check the compounding record for the raw materials and their lot numbers, 
suppliers, quantities of different ingredients used, mode of compounding, 
filter integrity values, depyrogenated vials, stoppers, caps or any other 
possible errors in the processing and handling of the drug for the possible 
contamination. 

• check for any particulates formation, pH and/or any visible color changes. 

• if there is any deficiency was found, recall all the products in the entire lots 
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SOP 1.072 a: Evaluation of the complaints about commercial and 
compounded drug products: 

If there is any complaint from a patient or doctor's clinic or hospital follow the 
immediate actions. 

1. Identify the products in question commercial or compounded product with 
lot number. 

2. Isolate the problem if it is particular to one lot number or one particular type 
of drug. Isolate the problem pertaining to a single patient or multiple 
patients. 

3. If it is a commercially a\'/ailable and distributed report to the wholesale 
supplier and ask them to investigate further in their supply chain. 

Request the doctor’s office look for any drug interaction, side effect or 
any other cause may be. If it is a multiple case issue recall the entire 
drug with lot number immediately. |f it is an isolated case ask the 
doctor/hospitals follow through the patient. 

§ 

4. Write an incident report CAPA folder. 

1 

5. If it is a compounded product for patient specific: 

Call all the doctor’s office, patients and hospitals not to use the product if 

they have received the particular drug /|ot number until the investigation. 

Check the lot number(s) of the product do the in-house investigation such 

as 

o the lot number matches the product in question and its beyond-use date. 

- check the compounding record for the raw materials and their lot numbers, 
suppliers, quantities of different ingredients used, mode of compounding, 
filter integrity values, depyrogenated vials, stoppers, caps or any other 

possible errors in the processing and handling of the drug for the possible 

contamination. 

0 check for any particulates formation, pH and/or any visible color changes. 

0 if there is any deficiency was found, recall all the products in the entire lots 
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• both in the released batch and in the accelerated early release batch [if 
there is any] and proceed the internal investigations such as raw materials 
and their COA, weighing and mixing of the ingredients. 

o Do all the internal investigations and document properly in the CAPA 
folder. Update the CAPA folder with possible precautions you are 
going take in the future such a mistake will not happen again. 

• -if there is no error related to Hybrid's product quality, request the doctor to 
investigate the patient's chart further for possible drug interaction or any 
other side effect. 

7. If the compounded product is for office use. 

a. If we receive a compliant from a patient or more than one patient, doctors 
office, or hospital, check the name of the drug, lot number/batch number 
immediately call all the customers who received these medications not to use the 
particular drug till the investigations are complete. Get the report from the other 
customers also if there is any issue/problem/complaint pertaining to the particular 
drug and lot number. 

b. Analysis: Critically analyze the following information. Investigate the 
formula sheets for the name, quantity of all the ingredients used and the accurate 
calculations. 

• Check the COA of all the ingredients used for their purity and beyond use 
date. 

• Check the compounding procedure including the clean room environmental 
monitoring on that compounding day. 

• Check for the potency data, sterility, endotoxin, pH, filter integrity and their 
range. 

• Check for all the visual inspections data such as, particulates, cloudiness, 
and closure integrity. 

• Check for potency, sterility, endotoxin and pH from the retention samples 
for their consistency. 

• If any out of specifications products were found, report to the FDA and start 
the process of recall as per the recall procure in the recall SOP. 
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both in the released batch and in the accelerated early release batch [if 
there is any] and proceed the internal investigations such as raw materials 
and their COA, weighing and mixing of the ingredients 

0 Do all the internal investigations and document properly in the CAPA 
folder. Update the CAPA folder with possible precautions you are 
going take in the future such a mistake will not happen again. 

~if there is no error related to Hybrid’s product quality, request the doctor to 
investigate the patient’s chart further for possible drug interaction or any 
other side effect. 

7. If the compounded product. is for office use. 

a. If we receive a compliant from a patient or more than one patient, doctors 
office, or hospital, check the name of the drug, lot number/batch number 
immediately call all the customers who received these medications not to use the 
particular drug till the investigations are complete. Get the report from the other 
customers also if there is any issue/problem/complaint pertaining to the particular 
drug and lot number. 

b. Analysis: Critically analyze the following information. Investigate the 
formula sheets for the name, quantity of all the ingredients used and the accurate 
calculations. 

Check the COA of all the ingredients used for their purity and beyond use 
date. 

Check the compounding procedure including the clean room environmental 
monitoring on that compounding day‘ 

Check for the potency data, sterility, endotoxin. pH, filter integrity and their 
range. 

Check for all the visual inspections data such as, particulates, cloudiness, 
and closure integrity. 

Check for potency. sterility, endotoxin and pH from the retention samples 
for their consistency. 

If any out of specifications products were found. report to the FDA and start 

the process of recall as per the recall procure in the recall SOP. 
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• If there is a recall initiated by any of the raw materials suppliers or any of 
the components [sterile filter, sterile transfer tube, sterile syringes, needles] 
used in the manufacturing and testing processes, then recall the entire lot 
of the products where such a components are used including the items in 
shelf, in QC Hold, Quarantine, Accelerated Early release, retention 
samples. 

• Call immediately all the customers who received this product with the lot 
number not to use the product anymore until the investigation is complete. 
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. If there is a recall initiated by any of the raw materials suppliers or any of 
the components [sterile filter, sterile transfer tube, sterile syringes, needles] 
used in the manufacturing and testing processes, then recall the entire lot 

of the products where such a components are used including the items in 

shelf, in QC Hold, Quarantine, Accelerated Early release, retention 
samples. 

Call immediately all the customers who received this product with the lot 
number not to use the product anymore until the investigation is complete 
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SOP 1.064_Rev2: Recall Procedure 

Purpose: The purpose of this SOP is to provide an efficient method to handle 
and document recalls that involve commercial products, compounding 
ingredients and /or compounded preparations that do not meet their labeled 
claim. 

Hybrid Pharma maintain a SOP for Drug Recall so that any drug that is 
recalled by a manufacturer or FDA will be removed from the Hybrid Pharma. This 
SOP also defines the process and responsibilities for the initiation, 
implementation, and administration of a Hybrid initiated product recall. 

Supplier or FDA initiated recalls must be promptly communicated to the 
Hybrid Purchasing department along with the quality control department. 

If the product is not stocked in Hybrid, the notice will be disregarded. After 
notification from manufacturer or FDA of a stocked item, the Purchasing 
department or designee will thoroughly search the Pharmacy to recover the 
specific lot number of drug involved and/or determine if the product has been 
used within the pharmacy. 

If the specific drug/product identified in the recall is found on the premises, 
it must be logged into the Recalled Drug Inspection Record. 

The letter or notice of recall from the manufacturer or supplier will be kept 
on file by the Purchase department or designee, along with the Recalled Drug 
Inspection Record documenting action taken for the items recalled. If the 
drug/device is located at Hybrid, all units will be quarantined until such time they 
are returned to the manufacturer or are destroyed as advised in the recall. 

Responsibility: It is the responsibility of the pharmacist-in charge and the 
quality control officer to oversee this SOP 

Compounded Products 

Recalls to sterile or non-sterile products may be based on evidence 
obtained by ongoing quality control testing or complaints from physicians or 
patients. 

A determination will be made if the reported problem is isolated, pertaining 
to one sample or affects an entire batch. Isolated problems can be defined as a 
unique situation whereby a drug, for example has been exposed to improper 
storage, shipping or handling conditions. Contamination after leaving the 
pharmacy would be another example of an isolated incident. 
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SOP 1.064_Rev2: Recall Procedure 

Purpose: The purpose of this SOP is to provide an efficient method to handle 
and document recalls that involve commercial products, compounding 
ingredients and /or compounded preparations that do not meet their labeled 
claim. 

Hybrid Pharma maintain a SOP for Drug Recall so that any drug that is 
recalled by a manufacturer or FDA will be removed from the Hybrid Pharma. This 
SOP also defines the process and responsibilities for the initiation, 
implementation, and administration of a Hybrid initiated product recall. 

Supplier or FDA initiated recalls must be promptly communicated to the 
Hybrid Purchasing department along with the quality control department. 

If the product is not stocked in Hybrid, the notice will be disregarded. After 
notification from manufacturer or FDA of a stocked item, the Purchasing 
department or designee will thoroughly search the Pharmacy to recover the 
specific lot number of drug involved and/or determine if the product has been 
used within the pharmacy. 

If the specific drug/product identified in the recall is found on the premises, 
it must be logged into the Recalled Drug |nspection Record. 

The letter or notice of recall from the manufacturer or supplier will be kept 
on file by the Purchase department or designee, along with the Recalled Drug 
Inspection Record documenting action taken for the items recalled. If the 
drug/device is located at Hybrid. all units will be quarantined until such time they 
are returned to the manufacturer or are destroyed as advised in the recall. 

Responsibility: It is the responsibility of the pharmacist-in charge and the 
quality control officer to oversee this SOP 

Compounded Products 
Recalls to sterile or non—sterile products may be based on evidence 

obtained by ongoing quality control testing or complaints from physicians or 

patients. 
A determination will be made if the reported problem is isolated, pertaining 

to one sample or affects an entire batch. Isolated problems can be defined as a 

unique situation whereby a drug, for example has been exposed to improper 

storage, shipping or handling conditions, Contamination after leaving the 

pharmacy would be another example of an isolated incident. 
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The type of recall depends on the nature of the product, urgency of the 
situation, the depth the product has been distributed. 

Only the specific lot numbers are usually recalled should be pulled from 
dispensing stock. If any batch has been found to require a recall, regardless of 
origin, immediate steps will be taken to insure any remaining (unsold) affected 
batches/lot numbers are quarantined and are unavailable for sale. 

If no product is found in the shelf, such notice should also be in the noted in 
the record. Include the quantity of the products released in the accelerated 
early release if any. 

A report will be generated using Abacus Pharmacy Software which shall 
identify all persons receiving an affected lot number(s). The procedure to obtain 
referenced report follows: 

From the Main Abacus screen chose Reports from top menu. Then choose 
in sequence, Report Menu > Prescription Report > Print > enter from/to date filled 
> enter Lot Number in "only RX with Lot Number" field >OK 

This procedure will print a report of all persons receiving affected Lot 
number(s). This is the most accurate, time sensitive report/record available. 
Prescription numbers hand written on batch sheets may suffer from transcription 
and other errors. 

• All persons receiving affected Lots will be contacted ASAP and informed to 
discontinue use immediately. Arrangements will be made to return affected 
products to the Pharmacy for destruction I quarantine. Patients will be informed to 
contact their prescriber to advise them of the recall. 
• Hybrid Pharma will contact all prescribers and inform them of the recall. A 
pharmacist shall be available for consultation with the physician if requested. A 
fill incident report will be written and filed in the appropriate binder. 

Returned shipping or destruction documentation is kept on file along with the 
Recalled Drug Inspection Record. 

If a controlled substance is involved, the drug will be destroyed as 
advised by the Drug Enforcement Administration with proper documentation and 
confirming signatures or witnesses. If a specific recalled drug lot number has 
been used to prepare CSPs, an Investigation/Corrective Action Report will be 
completed for product impact assessment Customers confirmed to have received 
the drug/device will, as applicable, be notified via phone and/or mail. 
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The type of recall depends on the nature of the product, urgency of the 
situation, the depth the product has been distributed. 

Only the specific lot numbers are usually recalled should be pulled from 
dispensing stock. If any batch has been found to require a recall, regardless of 
origin, immediate steps will be taken to insure any remaining (unsold) affected 
batches/lot numbers are quarantined and are unavailable for sale. 

If no product is found in the shelf, such notice should also be in the noted in 
the record. Include the quantity of the products released in the accelerated 
early release if any. 

A report will be generated using Abacus Pharmacy Software which shall 
identify all persons receiving an affected lot number(s)_ The procedure to obtain 
referenced report follows: 

From the Main Abacus screen chose Reports from top menu. Then chopse 
in sequence, Report Menu > Prescription Report > Print > enter from/to date filled 
> enter Lot Number in "only RX with Lot Number“ field >OK 

This procedure wiII print a report of all persons receiving affected Lot 
number(s). This is the most accurate, time sensitive report/record available. 
Prescription numbers hand written on batch sheets may suffer from transcription 
and other errors. 
' All persons receiving affected Lots will be contacted ASAP and informed to 
discontinue use immediately. Arrangements will be made to return affected 
products to the Pharmacy for destruction [quarantine Patients will be informed to 
contact their prescriber to advise them of the recall. 
° Hybrid Pharma will contact all prescribers and inform them of the recall. A 
pharmacist shall be available for consultation with the physician if requested. A 
fill incident report will be written and filed in the appropriate binder. 

Returned shipping or destruction documentation is kept on file along with the 
Recalled Drug Inspection Record. 

If a controlled substance is involved, the drug will be destroyed as 
advised by the Drug Enforcement Administration with proper documentation and 
confirming signatures or witnesses. If a specific recalled drug lot number has 
been used to prepare CSPs, an Investigation/Corrective Action Report will be‘ 
completed for product impact assessment Customers confirmed to have received 
the drug/device will, as applicable, be notified via phone and/or mail. 
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Upon investigation, Hybrid will obtain a complete list of all affected 
catalog/prescription numbers (if appropriate), lot numbers and the original 
release/dispensed quantity. Packing lists will be pulled to determine shipments of 
affected lots. A mailing list of customers will be prepared from the packing list 
documentation. Mailing labels will be created for each customer that will be 
contacted with a recall letter or advisory notice. 

If Hybrid has internally identified the need for a recall after reviewing 
internal complaint reports and/or internal investigations, Hybrid will make 
appropriate notifications to the U.S. Food and Drug Administration. If deemed 
appropriate, a recall Letter or advisory notice will be prepared and signed by the 
Regional Director of Operations including the statement "URGENT —
COMPOUNDED STERILE PREPARATION RECALL" prominently displayed in 
the document header. Customer specific recall letters will be prepared as 
appropriate. A Recall Information form will be prepared to accompany the letter 
containing the following information: 

List of affected catalog numbers/drug; 

• List of affected lot numbers including the items in shelf, in QC Hold, 
Quarantine, Accelerated Early release 

Preparation description; 

Preparation disposition information; 

Return information or destruction information as necessary; 

Customer signature/title/date; 

Inventory of the affected lots; 

Return addressed envelope for the Recall Information form. 
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Upon investigation, Hybrid will obtain a complete list of all affected 
catalog/prescription numbers (if appropriate), lot numbers and the original 
release/dispensed quantity. Packing lists will be pulled to determine shipments of 
affected lots. A mailing list of customers will be prepared from the packing list 
documentation. Mailing labels will be created for each customer that will be 
contacted with a recall letter or advisory notice. 

|f Hybrid has internally identified the need for a recall after reviewing 
interna| complaint reports and/or internal investigations, Hybrid will make 
appropriate notifications to the US. Food and Drug Administration. If deemed 
appropriate, a recall Letter or advisory notice will be prepared and signed by the 
Regional Director of Operations including the statement “URGENT - 
COMPOUNDED STERILE PREPARATION RECALL" prominently displayed in 

the document header. Customer specific recall letters will be prepared as 
appropriate. A Recall Information form will be prepared to accompany the letter 
containing the following information: 

List of affected catalog numbers/drug; 

- List of affected lot numbers including the items in shelf. in QC Hold, 
Quarantine, Accelerated Early release 

Preparation description; 

Preparation disposition information; 

Return information or destruction information as necessary; 

Customer signature/title/date; 

Inventory of the affected lots; 

Return addressed envelope for the Recall Information form. 
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The outer envelope will be stamped with a statement such as "URGENT —
COMPOUNDED STERILE PREPARATION RECALL." Return of the Recall 
Information forms will be monitored and a follow-up letter with another Recall 
Information form will be sent to all non-respondents. Recalled products which are 
returned to Hybrid will be quarantined until disposition is determined. Copies of all 
information regarding the recall are maintained in a recall file. The recall will be 
closed after preparation disposition, tracking and documentation has been 
completed according to Hybrid recall procedures. Inquiries will follow Hybrid 
investigation procedures. This includes any patient specific or facility specific 
inquiries. 

All corrective & preventive actions and deficiencies shall be documented in the 
recall report. 

• CQI report will be written along with ways to insure the problem is identified 
and corrected. 

• Changes to SOP will be made if necessary to reflect any changes in 
procedures required to assure all products meet or exceed quality standards. 
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The outer envelope will be stamped with a statement such as “URGENT — 

COMPOUNDED STERILE PREPARATlON RECALL." Return of the Recall 
Information forms will be monitored and a follow-up letter with another Recall 
Information form will be sent to all non-respondents. Recalled products which are 
returned to Hybrid will be quarantined until disposition is determined. Copies of all 
information regarding the recall are maintained in a recall file. The recall will be 
closed after preparation disposition, tracking and documentation has been 
completed according to Hybrid recall procedures. Inquiries will follow Hybrid 
investigation procedures. This includes any patient specific or facility specific 
inquiries. 

All corrective & preventive actions and deficiencies shall be documented in the 
recall report. 

- CQI report will be written along with ways to insure the problem is identified 
and corrected. 

° Changes to SOP will be made if necessary to reflect any changes in 

procedures required to assure all products meet or exceed quality standards 
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Hybrid Pharma SOP 	 Sterility testing —Membrane Filtration 
114. Rev.3 

Sterility test (Membrane Filtration Method) in finished sterile drug preparations 

1.0 OBJECTIVE 
The Objective of this SOP is to test for sterility of the Sterile drug products by 

Membrane filtration method and document the results. 
2.0 SCOPE 

This protocol is applicable for Sterility test of the finished pharmaceutical 
products. The sterility test will be conducted in accordance with the methods outlined 
in the current USP <71> [Harmonized Pharmacopeia Method/ 21 CFR 610.12.] 
3.0 RESPONSIBILITIES 

Responsibilities 
	

Name of the 
Department 

1 	Validation Protocol, Approval & Report Quality Control 

4.0 PRE -REQUISITES 

1. Method Suitability Test or Bacteriostatic and Fungistatic Test 

In order to efficiently conduct the sterility suitability test by Membrane Filtration 
method, ensure that the following requirements are fulfilled. 
a. Validated Aseptic facility, an independent testing Facility 

to carry out the Sterility test validation 
b. Follow the proper GMP procedure and share the procedure to develop proper 

method(s) to do the sterility test. 
c. Method suitability follows the validated GMP protocol and Sterility test follows 

USP <71> protocol. 
d. After the method suitability is done, perform the sterility test for the different 

batches of the same product as per USP <71>. 
5. STERILITY TESTING. 
a. Follow the strict protocols described in USP <71> and method suitability tests. 
b. All Equipment to be used for Sterility test are qualified and operational SOP's 
established and followed. 
c. All the equipment and culture media required for the sterility test should be sterile. 
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Hybrid Pharma SOP 	 Sterility testing —Membrane Filtration 

d. Trained personnel for conducting Sterility test 

6.0 IDENTIFICATION OF CRITICAL CONTROL / MONITORING 
PARAMETER 
Before proceeding for sterility test, following parameters are checked 

a. Each lot of sterility test medium must be tested for its growth promoting qualities 
as provided by manufacturer. 
b. During validation carry out environmental monitoring by settle plate (Plate 
Exposure) and Personnel monitoring by gloved finger dab. 
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Hybrid Pharma SOP 	 Sterility testing —Membrane Filtration 
7. TEST FOR ANTIMICROBIAL ACTIVITY /STERILITY TEST 

Objectives: The test is performed to ensure that, the absence of Antimicrobial 
Activity in the finished sterile products under the experimental conditions. 

Sample Procedure: For a batch of 200 vials of 10mL; 10 vials for testing 

Step No Product Control 

1 Rinse the membrane with approx. 10 ml of sterile fluid D before starting the 
filtration under vacuum. 

2.  
Select 10 vials randomly and pour half the contents into a filter holder & start the 
filtration 

3.  Rinse the membrane three times with fluid D 

4.  Aseptically transfer the filter paper using sterile S.S. tweezer to sterile FTM 

5.  
Repeat step 1-3 using another sterile filter and aseptically transfer the filter paper 
using sterile S.S. tweezer to sterile TSB/SCDM 

6.  
Incubate the TSB/SCDM glass containers at 20- 25°C and FTM glass bottles at 30- 
35°C for 14 days 

7.  After incubation observe the samples for growth and document the observation. 

8.  After 14 days incubation and Document the observation in Forms 122A & 122B 

9 . 

In case of accelerated early release of the compounded batch, follow it up on the 
day of release and everyday onwards till 14t h  day. Early release only after 7 days of 
incubation. Record the number of units dispensed before the 14 days in the Master 
batch record. 

10. Document the observations of the Negative control also. 

Acceptance Criteria: 

a. After incubation, observe all the negative control of each medium i.e. FTM and 
SCDM for absence of growth. 
b. Observation: - Observe the samples for any evidence of microbial growth by means 
of turbidity. If evidence of microbial growth is observed in terms of turbidity or 
cloudy, the test article does not pass the sterility test unless it can be clearly 
demonstrated that the test is invalid for causes unrelated to the test article. 
If no evidence of microbial growth is observed and the sample is clear for the 
incubation period of 14 days, the test article passes sterility test. 	Page 3 114. Rev.3 
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Sterility testing —Membrane Filtration 

If a test article renders the media turbid so the presence or absence of microbial 
growth cannot be readily determined by visual examination, a portion (not less than 
lmL) of the media will be transferred to a fresh container of the media on Day 14. 
The transfer solution will be incubated for not less than 4 days. 
8.0 Reporting: 

The final report will include but will not be limited to: the dates of test initiation and 
completion and the final test results. 

9.0 PRECAUTION: 

a. Personnel conducting sterility testing or associated aseptic manipulations should 
wear sterilized garments. Following the completion of the test, the personnel will 
gently press their gloved fingertips onto the surface of the TSA w L/PS plate. The 
glove plates will be aerobically incubated at 30°C to 35°C for 48-72 hours. 

The BSC/LAFH will be wiped with an approved disinfectant immediately prior to 
testing. 

b. All equipment, vessels and materials, which are used for sterility test, should be 
sterilized by autoclaving or by dry heat sterilization. 

10. Independent Testing Lab -validation work 
a. Validation tasks are to be carried out by trained personnel using techniques and 
equipment, which minimize the risk of accidental microbial contamination of the test 
and of the testing environment. 
b. Validation tests should be conducted in sterile environment and positive control 
tests in Microbiological testing room under LAFH 
11. Test Article Identification: 
All the necessary documentation for the identification of the test article are 
documented in Form 122A, 122B, 122C and the dates are marked in the samples. 
The minimum number of articles to be used in relation to the number of articles in the 
batch and the minimum quantity to be used for each medium by USP 71 guidelines. 
Out of this 50% of the samples are reserved as retention sample, which will be used 
for any repeating of tests or other testing needed. 
12. Compliance: 
This study will be performed in accordance with applicable Good laboratory practices 
and follow USP 71 sterility test protocol. 
Page 4 	114. Rev.3 
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13. Testing Environment: 

All sterility tests will be performed in ISO 5 hood. 

Personnel will be gowned as suitable for the testing environment. Sterile gloves, 
mask, goggles and sleeves are required in the ISO 5 hood. Sterile coverall suit, mask 
and goggles are required in ISO 7 suite. 

Settling plates will be placed in the hood during testing to confirm ISO 5 
conditions were in effect during testing. Tryptic Soy Agar or Malt Extract Agar or 
equivalent settling plates will be opened during testing. When testing is complete 
TSA will be incubated for 48 — 72 hours, and MEA will be incubated 5 — 7 days. 

Contact plates will sample surface of hood after testing, to confirm the surface 
of the Hood is sterile. TSA+ contact plates will be used to neutralize any residual 
disinfectant. TSA+ will be incubated for 48 — 72 hours. 

Contact plates will also sample microbiology technician fingertips after testing, 
to ensure technician maintained aseptic technique. TSA+ plates will be incubated for 
48 — 72 hours. 

In case of a failing sample, the environmental monitoring results will be helpful 
in determining whether there was laboratory error. 
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Broth Lot# 
Broth Expiry 
Date 

Sample Lot # 

U71TSB USP 
100mL 

Days of Inspection 

3 	7 

Results 

Pass 
	

Fail 1 14 

Start Date 

Negative 
Control 

Finish Date 

HYBRID PHARMA 
Indicate X if cloudy or turbid and record Fail. When it is clear with no cloudiness or turbidity record Pass If it is not monitored 
these days [holidays or missed] they shall be followed ASAP. 
Sterility Test Inspection Log TSB 20-25 °  C [68-77F] 	 Incubator 5 	Form 122A_ Rev.1 

• 	 • 
sterility lest inspection .uog r lin au - az-  t. 	 incubator h 	 norm 12211 Rev.1 

Broth Lot# 
Broth Expiry 
Date 

Hardy U41 
FTM USP 
100mL 

Days of Inspection Results 

1 3 7 14 Pass Fail 

Sample Lot # Start Date 

Negative 
Control 

Finish Date 

*For accelerated early release of the batch, follow the product sample and the Negative control on Day 7 or the release date 
after incubation and then daily till Day 14. Do not release the batch without 7 days incubation. 

I 
	

CONFIDENTIAL 

HYBRID PHARMA 
Indicate X if cloudy or turbid and record Fail. When it is clear with no cloudiness or turbidity record Pass If it is not monitored 
these days [holidays or missed] they shall be followed ASAP. 

Sterility Test Inspection Log TSB 20-250C [68-77F] IncubatorS Form 122A Rev.1 
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Hybrid Pharma SOP 

123b-Rev1. Title: Investigation when Microbial Growth Indicated in Finished 

Products 

Evaluate the Risk Investigation: 

1. Bring all the documentation of all the records indicating contamination 
of the particular batch and gather all the lots that manufactured 
before and after that contaminated batch. 

2. Review all associated activity and equipment/tools used in the 
contaminated lot as mixing vessel, tubing, raw materials, sterilizer, 
filters, stir bars, vials that might have been cross contaminated and 
transferring microbes to subsequent lots of products. 

3. Review the established validation studies for product sterilization and 
the components sterilization and look for any equipment/tool has 
been modified; whether there is any change in Personnel or training 
or procedure; any new source material for equipment as filters, 
gaskets, filter manufacturer etc. 

4. Review any changes in the Environment, any construction elsewhere 
in the facilities, any room modifications or any process changes. 

5. Review Environmental Monitoring procedures and results for 
manufacturing and laboratory area. 

6. Determine potential source -Staphylococcus [skin, insect etc], 
Pseudomonas [water, plants, etc] yeast and mold[spores-
environmental] 

7. The Investigation Report will include 
1. the possible source of contamination, 
2. Corrective Action, 
3. repeat testing and release 
4. does it include related lots 
5. was the product rejected or released? 
6. If the batch was released, evaluate justification. 
7. Pull out the dispensing records of the batch if it has any 

accelerated early release before the 14 days incubation time 
8. Initiate the Recall procedure for the particular batch product. 
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SERVICE SUMMARY 	
PASS FAIL N/A 

OVERALL CERTIFICATION 
	

❑ ❑ 
Per IES-RP-CC-002 velocity specifications 

Containment tests performed: 
HEPA Filter Leak Test 
Airflow Smoke Patterns 
Airflow Velocity Test 

Work environment tests performed: 
Corrected noise level meets RP-2 criteria 
Light intensity meets RP-2 criteria 
Electrical results: 	116 VAC Polarity was correct 

0.100 ohms 

Repairs performed: 
None 

❑ Filter Leaks Repaired 
❑ Structural Repairs Made 
❑ Filters Replaced 
❑ Airflow Adjusted 
❑ Pressure Gauge Adusted 
❑ Electrical System Repaired 

❑ Other: 

IR1 
0 

COMMENTS AND RECOMMENDATIONS 

PREFILTERS AND MISCELLANEOUS 
Prefilters Quantity & Size (2)19x22x1 

	
Condition of Unit Plenum 	 like new 

Type of Prefilters 	 spun glass 
	Condition of Electrical and Mechanical Components like new 

Condition of Prefilters 	new 

C
SERNCE

----  dba ENV Services Testing & Certification, Inc. 
ENV 

S  

LAMINAR FLOW TEST REPORT 

Test Report Number 
FLO101:190809:121248 

Customer Hybrid Pharma ENV Services Technician Bob Hoffman 
Test Date 08/09/2019 

Address 1015 West Newport CTR DR Test Frequency Certification - S/A 
#106A Equipment Manufacturer Purair 
Deerfield Beach, FL 33442 Model VLF-48 

Serial Number VLF 74051 
Contact Raja Type Clean Bench 
Telephone 954/708-2771 Location Buffer Room 
Extension 

Testing and Certification: The purpose of field testing this equipment is to assess whether it is functioning as designed in compliance 
with manufacturer specifications IES-RP-CC-002 Current Version, or other specifications which may apply. We perform all test 
procedures in accordance with these standards and specifications as detailed in ENV Services Protocols, applicable copies of which are 
available upon request. Our testing and certification applies only to the equipment identified above, and does not signify approval of the 
use of any hazardous agents or operational procedures. 

Service 
Technician. Robert  

Ho fficiagn 

 

Digitally signed by Robert Hoffman 
DN: cn=Robert Hoffman, o=ENV 
Cnniireas sct  
ernail=bobboffmaktaithrservices.co 
m, c=US 
Date: 2019.08.09 22:52:01 -04'00' 
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LAMINAR FLOW TEST REPORT 
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Test Date 08/09/2019 

Address 1015 West Newport CTR DR Test Frequency Certification - S/A 
“05/" Equipment Manufacturer Purair 
Deerfield Beach, FL 33442 Model VLF-48 

. Serial Number VLF 74051 
Contact Raja Type Clean Bench 
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procedures in accordance with these standards and specifications as detailed in ENV Services Protocols, applicable copies of which are 
available upon request. Our testing and ccnificalion applies only to the equipment identified above. and does not signify approval oflhe 
use of any hazardous agents or operational procedures. 
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HEPA FILTER LEAK TEST 
Supply Filter Quantity/Size: (1) HEPA 
Leaks Detected Media: 0 Gasket: 0 Structural: 0 
Leakage Repaired with 	 N/A 
Approximate Filter Obstruction Caused by Repairs 0 % 

Aerosol Challenge Concentration: llug/I PAO 
Filter Scanning Rate: 2 inches per second 

L R  0 = leakage 
X = repair 

Cal Chal: 	LEAK MAP 
Overall Test Result: PASS 

AIRFLOW SMOKE PATTERNS 
No Induction at Air Exit Opening: 

	
PASS No External Turbulence at Front Access Opening: PASS 

Uniform Air Flow Pattern: 
	

PASS Cause of external turbulence, if any 
No Refluxing or Backstreaming: 

	
PASS 

No Intrusion via Construction Seams into Enclosure: PASS 	 Overall Test Result: PASS 

Test Results 	 Criteria 
NOISE Total 67dbA Ambient 55dbA Corrected 67dbA <= 67 dbA Corrected 	 Meets 

LIGHTING Average 138 FC Minimum 129 FC 	 Avg. >= 75 FC, minimum >= 70% of Avg. 
ELECTRICAL Line Voltage 116 VAC 	 N/A 

Ground Resistance 	0.100 ohms 	 N/A 
Polarity PASS 	 Must be correct 
Ground Fault Interrupter N/A 	 Trips when tested 

Velometer Model: TSI/9535 Asset: ID 996 Cal. Date: 07/10/2020 Photometer: PH-5 	Asset: ID 	Cal. Date: 04/16/2020 

N/A 
N/A 
Meets 
N/A 

AIRFLOW VELOCITY TEST 
Avg. Vel. Specification Uniformity 	Area 2  Volume 

84 fpm 	80 - 100 fpm 5% 	7.42ft 	623 cfm Pressure/Flow Gauge Reading 	0.50 Gauge Zeroed YES 

Specification Used S1236 Fan Speed Adjustment Made No 	Fan Speed n/a 
Dens. Corr. 1.000 	0 elevation 

Overall Test Result: PASS 

EMI 
SEMWES  

(800) 292.5255 

LAMINAR FLOW TEST REPORT 

Test Report Number 
FLO101:190809:121248 

For Hybrid Pharma 
Model: VLF-48 

S/N: VLF 74051 

SECONDARY TESTS AND TEST EQUIPMENT 

AIR VELOCITY PROFILES: 
Supply Grid: 

84 84 87 87 

80 80 85 85 

ENV TLIS-03/27/19 
	

Page 2 of 2 

Tu! cort Number 

my FL0101:190809:121248 

LAMINAR FLOW TEST REPORT F0“- Hybrid Pharma 
5571752: Model: VLF-48 

(300) 291.5255 SIN: VLF 74051 

HEPA FILTER LEAK TEST 
Supply Filter Quantity/Size: (1)}{EPA 
Leaks Detected Media: 0 Gaskcl: 0 Structural: 0 L 52:13:? 
Lukngc Repalrtd \vilh NIA P 

Approximate Filler Obstruction Caused by Repairs 0 % 
Aemsol Challenge Concentration: ling/l PAO CM CM” LEAK MAP 

Filler Summing Rate: 2 inches per sccond Overall Test Result: PASS 

AIRFLOW SMOKE PATTERNS 
No Induction atAIr Exit Opening: PASS No External Turbulence at at Aces: Opening: PASS 

Uniform Air Flow Pattern: PASS Cause of external turbulence, "any 
No Refluxing or Backslmming: PASS 

No Intrusion via Construction Seams into Enclosure: PASS Overall Test Result: PASS 

SECONDARY TESTS AND TEST EQUIPMENT 
Test Results Criteria 

NOISE Total 67dbA Ambient 55dbA Comclcd 67dbA <= 67 dbA Corrected M0915 

LIGHTING Avemge 138 FC Minimum 129 FC Avg. >= 75 FC, minimum >= 70% of Avg. 

ELECTRICAL Line Voltage 116 VAC NIA N/A 
Ground Rcsistancc 0.100 ohms N/A N/A 

Polarity PASS Muslbcoon'cct Meets 

Ground Fault Intermpter NIA Trips when lasted N/A 

Velomclcodcl:TSI/9$35 Asset: ID 996 Cal. Date: 07/100020 Photomeler: PHvS Asset: ID Cal. Dnte:04l16/2020 

AIRFLOW VELOCITY TEST 
Avg. Vcl. Specification Uniformity Area 

2 Volume 
84 {pm so . mo {pm 5% 7.4211 623cl’m I'rcssurclnow Gauge Reading 0.50 Gauge Zcmcd YES 

Specification Uscd 51235 Fan Speed Adjustment Made No Fan Speed n/a 

Dans. Corr. 1.000 0 elevation 

Ovemll Test Result: PASS 

AIR VELOCITY PROFILES: 
Supply Grim 

N M 81 87 

80 BO 85 85 

ENV ELF-03121!” Page 2 of2



SERVICES 

Name of Room 
(Customers Designation) 

Classification 
(Gust. Request) 

Buffer Room 7 

Buffer Room 2 7 

Ante Room 7 

Prep Room 8 

Room Condition 

As Built Static/At Rest Dynamic/Opt 

✓ 

❑ ✓ 

✓ 

✓ 

r. 

.4.5 microns 	Probe Height: 9" 	Sample Volume 	1Cf 

>=0.5 microns Probe Height: 40 ' 	Sample Volume let 

Level IV Form - Title Document Number Approval Date Author 

Cleanroom Test Report Data Sheet 1148.7 16Nov2017 R. Ross 

 
   

Date Tested/Time  09 AUG 2019  

Work Order 4usp   

	

NON USP El Other ❑ 	  

Frequency: 	Semi-Annual  0 	Annual El Other ❑ 	  

Type Manufacturer Model Number Asset Number Cal. Due Date 

Photometer TEC Services PH-5 103316 16 APR 20 

Particle Counter Lighthouse Solaire 3100 01325 06 MAR 20 

Velocity Meter Alnor EBT 731 103266 28 DEC 19 

Pressure Alnor EBT 731 103266 28 DEC 19 

Light Meter 

Sound Meter 

Temp Meter 

Humidity Meter 

Bio Air Sampler 

Customer No. FLO101-001 
Name 	Hybrid Pharma 

Address 1015 West Newport Center Drive 

City/State  Deerfield Beach, Florida 
	

Zip 33442 

Location Pharmacy Cleanroom 

Contact 	Dr. Raja 

Phone 
	

904-519-8900 

Email Address DRRAJA@HYBRIDPHARMA.COM  

Room dimensions REQUIRED for Particle Counts and Air Changes/Hour. 
Tests Performed: (check off information included) 

	
Must be filled in if using velgrid 

Air Changes/Hour 	ig  Room Pressurization 
	

Measured Filter area Volumes 

❑ Velocities 

❑ Light 

rA  

Indicate Stand-Off Length - Check one 
	

❑ 2' 	❑ 4' 	❑ 6' 	❑12' 

)Sound 	0Temperature 	❑Humidity 	 ❑ Other 	  

Indicate upstream challenge, either measured or calculated: Calculated 

	

1 Y 	❑ N 
	

Micron size: 

	

Y 	
❑ 

N 
	

Micron size: 

HEPA Filter Leak Test 

Particle Counts/Room 	Were counts taken in at least 5 locations? 

Particle Counts/Hood 	Were counts taken in at least 5 locations? 

▪ Biological Air Sampling 	 OBiological Surface Sampling 

Notes: (1) Minimum of 1 count in each of 5 locations in each room/hood required for classification certificates. 

Larger rooms may require counts In more than five locations. CONFIRM BY RUNNING PARTICLE COUNT UTILITY or look up Table 1 in Certification - Air Cleanliness 
Classification (4388). 
If ISO 4 (Class 10) or lower is required by customer, call Reports Dept. In Hatfield, PA for grid size and air sample volume. 
(2) If Air Changes/Hour is required and there is no access for volume readings with Balometer, then effective filter area and K factor required to calculate air supply volumes. 

If using a copy of a prior cleanroom report to enter current data, line through data and circle any comments you want carried over to the new report. If updating an electronic report, all 
new data must be reflected in red. 

Comments: 

FAX/Email all drawings and test data to Region Officewithin 24 HOURS. 

Serviced by: Bob Hoffman 

Page 1 of 1 

THIS DOCUMENT IS PROPRIETARY, ALL RIGHTS TO CONTENT AND CONTEXT ARE RESERVED BY ENV Services, Inc. THIS IS A CONTROLLED DOCUMENT 

IN ELECTRONIC FORM AND AVAILABLE BY ACCESS TO ENV SERVERS, AUTHORIZED DISTRIBUTION MEDIA OR STAMPED CONTROLLED IN RED. 
DISTRIBUTION OF PROPRITARY DOCUMENTATION IS EXPRESSLY FORBIDDEN WITHOUT WRITTEN CONSENT OF ENV MANAGEMENT. 

[/VI/ 
Sill/I623 

Levsl IV Form - me Documm Mum Approv-I om Author 
Cleanroom Test Report Data Sheet 1143.7 ”No.10” R, Ross 

on. Tasted/Time 09 AUG 2019 

Work Order a W ““2" 

USP NON USP D Other D 
Fuquoncy: Sewn-Annual Annual D 0mm E 

Type Manutacxuver Made! Number Assel Numbav Cal. Dun om 
Cusmmal Na, E 9191.991 pnmmw TEC Semces PH~5 103315 16 APR 20 

Name Hybvld Pnnma pmcyg comm nhmouss Salaire 3100 01325 05 MAR 20 

Address 1015 West pon Comm Drive Woe“, M919, Nnov EBT 7:41 103286 23 DEC I9 

any/51m Daameld seam Flanaa Zia 33442 pram... Alnov EET 731 ‘03s 25 DEC 79 

Locauon Pharmacy C'wmwm nnl Mme: 

Comanl Dv Ram Sound Mole! 

phone 904-519-5900 ramp Maler 

Emil} Address DRRAJA©HYERIDPHARMA COM Humldhy Molar 

am An Snmplev 

mm at Room elm”. Room Condllkm 
(Cuslomers Dwgnmnn) (Cum. Hequosl) A. sum Sade/Al Ru! Dynamo/Op". 

00'. Pmmtd: 

Buffer Room 

Buffer Room 2 

Ante Room 
Prep Room 

muwu 

Room dlmlnuon. usaumsn nu Puma. Count: ma An cummuv. 
(check on Inlavmnlion included) 

Volumes 

‘ 

D Velucmaa

1 

Air Channas/Houv 

Immune sumac" Length - Check one 

I] mm Elam Demmmwla 

HEPA Fills! Leak Tesl 

E] 
DHumuany 

Room Pressuvizallon 

:1.- [le- 
U Omar 

Immunoulnlvuu vol M 

"mm-amm- Ii] 
[3‘2- 

D BIoIogIeeI Au Sampunq 

Pnnlclo Counts/Room 

acre Counts/Hood 

Infllcale upsmm challengs‘ mm measured or calculateo Calculated . 

Damiowcnl Suffice Slmplmq 

Nam: (1) Mlllllmlln M I count In Ilch M 5 lot-Ion- llI Inch room/hood nqulrld qflon Dime-III. 
Llw mom: my Mull. count: In men thin IV. Imm‘ CONFIRH EV RUNNING PART‘CLE COUNY UTIUTV 0! look up lll I In Cumullon - A" CRIMIMII 
claumeanon (4363]. 
n :50 4 [Clul w) er low 1- nqulnd hy mammal. nu Ropom DopL In mama. PA to: gnu nu mu m nmpl. vacuum 

Wave coums men In n ql 5 moanons? v DN Mmon sue “0 5 mm"- Probe nhl 5' Sample Volume 

Ware cuunls Men In an Inn 5 louhuns’ v D N Mmon sme >10 5 MW- Probe nnl. 40' Sampba Volume 

in! 

Id 

(2) n Alr Cumin/Hour II nqulnd and mm In no Iccul tor volmnc mm.- mm Bum-m. In... many. mm m. In K mm mqulnd to weal-u Ilr supply volumu. 

u using a copy or a pnm clemroom reporl m enter cunenx data. line mmuqn dam and curcie any commens you want camea over I0 me new mean u updlling an abecuaruc mpcn. all 

Commmu: 

Serviced by 

new data must be Iaflacisd In ved 

I FAX/Em." dl (Ir-VII Ind hat duh to Rule" Mmlmln 24 HOURS. 1 

Bob Hoffman 

Page 1 ofl 

THIS DOCUMENT IS PROPRIETARY, AU. RIGHTS T0 CONTIM AND CONl’bXI ARI RFSLRVHJ BY [2 NV Serum. Inc. nus IS A CONTROL! FD DOCU MENT 

IN l:LI‘(‘rROM(‘ FORM AND AVAIIABLF BY ACCESS To L-NV SLRVbRS. AUX‘HORIZED DISTRIBUTlON Mr [A UK STINPIED L‘ONTROI ED RH). 
DIS'I'RXHUTION or PROPRITARY IXX‘L'MFNTA’I‘ION IS ¥XPRFSSLY FORBIDDEN wrmOUl‘ WRITTEN CONSENT Ol- LNV MANAGIMI-



NT1AL 

10 J: High Risk — ...edia Fill Challenge Personne, aseptic 
handling. 
Lyophilizer Process Validation 

Name of the Person performing ((7J^r a . 
Number of vials 

Size of the vials 	(0-AA} 
65-7 to 

Date: 	ti 1 	ti Pict Process validation: 

Lyophilizer Process & Personnel 

aseptic handling 

METHOD: VALIDATION OF HIGH RISK PROCESS -weighing, 

measuring, mixing, dissolving, aseptic manipulation of the filtration 

process, dispensing, stoppering, capping in the Lyophilizer process. 

TECHNIQUE/ PROCEDURE: DISSOLUTION: stage 1 

1. Weigh growth media TSB powder in scale 42.5gm 	corAD 
2. Measure 100 ml in a graduated container. 

(60 
3. Transfer sterile water for injection [1350 ml to a Glass container 

of size 1/2 litre without splashing. The mouth shall be half covered 

Aluminum foil. 

4. Set up the stirrer. Speed 	rpm for -gr-minutes 

5. Turn on the stirring slowly using the knob. As a good swirling of 

liquid is seen, add TSB powder in the water and close the mouth 

with the aluminum foil. Allow for stirring to get a clear liquid. Keep 

sample solution at this stage 1 in sterile vial for positive 

control before filtration. 

6. STERILIZATION: sta 

Filter Details: Sterilcron Filter 

Collect the filtered so ution in depyrogenated 5ml clear vials set up 

in ISO 5 Hood. 

STERILIZATION: is carr 	.but under ISO 5 Hood. 

7. After filtration , disp nse 2 ml t rough the sterile 0.2 micron filter 

HYBRID PHARMA 

.71 

10 J: High Risk — media Fill Challenge Personne. - aseptic 
handling. 
Lyophilizer Process Validation 

Name of the Person performing Qfl/(ma‘ 
Number of vials 

557 (Rob 
Size of the vials (5,,“9 
Date: .1, l 1"? 

Process validation: 

Lyophilizer Process & Personnel 

aseptic handling 

METHOD: VALIDATION OF HIGH RISK PROCESS -weighing. 

measuring, mixing, dissolving, aseptic manipulation of the filtration 

process, dispensing, stoppering, capping in the Lyophilizer process. 

TECHNIQUE/ PROCEDURE: DISSOLUTION: stage 1 

1. Weigh growth media TSB powder in scale 42.59m J4=Q'l?q‘~34"9 

2. Measure 109 ml m a grad|u.ated containertfisomg’
‘ 

3. Transfer sterlle water for Injection [1350 m to a Glass contalner 

of size 1/2 litre without splashing. The mouth shall be half covered 

Aluminum foil. 

4. Set up the stirrer. Speed "-373: rpm for afiminutes 

5. Turn on the stirring slowly using the knob. As a good swirling of 

liquid is seen, add TSB powder in the water and close the mouth 

with the aluminum foil. Allow for stirring to get a clear liquid. Keep 

sample solution at this stage 1 in sterile vial for positive 

control before filtration. 

6. STERILIZATION: sta 

Filter Details: Steril 0‘2 cron Filter 

Collect the filtered so ution in depyrogenated 5m| clear vials set up 

in ISO 5 Hood. 

STERILIZATION: is carr' ut under ISO 5 Hood. 

7. After filtration . disp nse 2 ml t rough the sterile 0.2 micron filter 

HYBRID PHARMA 

ID:



10 J: High Risk — ...edia Fill Challenge Personne. aseptic 
handling. 

Lyophilizer Process Validation 

into sterile and depyrogenated vials, 5m1 arranged in Lyophilizer 

trays asceptically 

8. Stopper the vials without touching the open end of the vials or 

touching the inner surface of the Lyophilizer stoppers using a 

depyrogenated Tweezer and press with sterile gloved finger tips. A 

gap is seen between the prongs of the stopper. Place the tray 

inside the Stainless Steel surgical Bin, cover with an autoclaved 

sterile wrap and cover with the lid. Transport the partially 

stoppered vials inside the covered Bin to ISO 5 Hood in Buffer 

room 1. Open the Lyophilizer Freeze drying chamber and from the 

ISO 5 hood, open the lid and remove the lyophilizer tray with the 

vials and place it inside the lyophilizer chamber. Which is 2 foot 

from the ISO 5 Hood and move it under the two of the 2X4 Hepa 

filters in the ceilings, that is in front of the Lyophilizer door. 

9. Close the Lyophilizer door once the loading is done. Turn on the 

Lyophilizer. After placing all the three trays in the same way of 

handling under Hepa filter. Close the door. 

10. Complete stoppering of the vials by pressing the "UP" button 

for the hydraulic stoppering mechanism installed in the Lyophilizer. 

11. Inspect visually and make sure the stoppers are sealed tight 

in all the trays by gently pressing the UP control. 

12. Finish the ISO 5 hood work by taking a surface sample in a 

TSA LIPS, gloved finger tip samples for both left and right hands 

of the operator/s 

13. Crimp Cap the vials in ISO 7 bench, and keep them in the 

plastic bin, cover them submit it for microbiological evaluation, 

label with date and initial. 

HYBRID PHARMA 	 CONFIDENTIAL 

It T 

10 J: High Risk — ...edia Fill Challenge Personne. aseptic 
handling. 
Lyophilizer Process Validation 

into sterile and depyrogenated vials, 5m| arranged in Lyophilizer 

trays asceptically 

8. Stopper the vials without touching the open end of the vials or 

touching the inner surface of the Lyophilizer stoppers using a 

depyrogenated Tweezer and press with steri|e gloved finger tips. A 

gap is seen between the prongs of the stopper. Place the tray 

inside the Stainless Steel surgical Bin, cover with an autoclaved 

sterile wrap and cover with the lid. Transport the partially 

stoppered vials inside the covered Bin to ISO 5 Hood in Buffer 

room 1. Open the Lyophilizer Freeze drying chamber and from the 

ISO 5 hood, open the lid and remove the lyophilizer tray with the 

vials and place it inside the lyophilizer chamber. Which is 2 foot 

from the ISO 5 Hood and move it under the two of the 2X4 Hepa 

filters in the ceiIings, that is in front of the Lyophilizer door. 

9. Close the Lyophilizer door once the loading is done. Turn on the 

Lyophilizer. After placing all the three trays in the same way of 

‘ handling under Hepa filter. Close the door. 

10. Complete stoppering of the vials by pressing the “UP" button 

for the hydraulic stoppering mechanism installed in the Lyophilizer. 

‘ 

11. Inspect visually and make sure the stoppers are sealed tight 

} 

in all the trays by gently pressing the UP control. 

1 

12. Finish the ISO 5 hood work by taking a surface sample in a 

‘ TSA UPS, gloved finger tip samples for both left and right hands 

of the operator/s 

13. Crimp Cap the vials in ISO 7 bench, and keep them in the 

plastic bin, cover them submit it for microbiological evaluation, 

label with date and initial. 

HYBRID PHARMA CONFIDENTIAL 

[03’



10 J: High Risk — ► ..adia Fill Challenge Personne. aseptic 
handling. 
Lyophilizer Process Validation 

NOTES: 

Temperature F: 73 

Humidity %: 41 
ISO 5 Hood : 

Differential Pressure" w.c: 	
g2. 

T3Se 	140001 • so 

Activites interruptions: 
Number of exits and entries to buffer room. 
Other activities inside the buffer room 

A eszai 4 Auto 

&Am a ,t.A.A.e.gik. Q- IS 
cA.A „A cemkinkt.e.ci  ) 

Materials used: 

Bubble Point Test value: 
	

C° Pfsi Pass 	56 
Details 

Stoppers autoclaved: Steam Sterilizer at 

121°C for 30 minutes 

AC it sq ; Ac  4  ti o 

Glasswares , vials, beakers, graduated 
jars, depyrogenated: 
Using dry heat Oven, Lindberg/Blue 
UO1F305604-WF, Temp: 250°  C, 30 min 

DP /- 6 37 7  

DP L-6 3 74 

Sterile water for Injection: 	Baxter 
03380013-04 

Y298133 02 28 2020 

Criterion Hardy dehydrated culture 

medium 

Cat# C7571 

#429342; 08/06/2021 

Sterile 0.2 micron Filter DKS-S 

MDI DKS-X3101UUXX301 

DK3908G 

2020-08 

HYBRID PEIARMA 
	

CONFIDENTIAL 

10 J: High Risk — media Fill Challenge Personne. aseptic 
handling. 
Lyophilizer Process Validation 

NOTES: 

Temperature F: 73 
Humidity %: Al 
ISO 5 Hood : 

Differential Pressure” w.c: B REL 239.350:d
' 

3.3%,n (grf‘tg):gttjsp::35éntries to buffer room. 2,0413 ~! AWE?“ ' 

Other activities inside the buffer room @MG wnm’jm"“b‘ 

Materials used: 

Bubble Point Test value: 7€°Pfi Pains 56px;; 
Details 

Stoppers autoclaved: Steam Sterilizer at AC [1.362 } AC My 0 
121°C for 30 minutes 

Glasswares , vials, beakers, graduated DPL€> 377 
jars, depyrogenated: 4. 7q 
Using dry heat Oven, Lindberg/Blue pp g 3 

U01F305604—WF, Temp: 250°C, 30 min 

Sterile water for Injection: Baxter Y298133 02 28 2020 
03380013-04 /’ 
Criterion Hardy dehydrated culture Cat# C7571 

medium #429342; 08/06/2021/ 
Sterile 0.2 micron Filter DKS—S DK3908G 

MDI DKS-X3101UUXX301 2020-08 

HYBRID PHARMA CONFIDENTIAL
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10 J: High Risk — ...edia Fill Challenge Personne. _ aseptic 
handling. 
Lyophilizer Process Validation 

Positive Control Stage 1 6 
4 
 jecuivjl  

number of vials, size j.Oml clear 

1  

0 

Number of Vials [Stage 2] made: 

size 16-ml clear 	../0-1 d.,..,(-. i, 66-  7 
Location Quality control room 

Incubation Temperature: 

[Temp. 20 -25 °C,] OA -,I 7 9 
Keep them in a plastic container 

cover them with a lid. 

Incubation Time for 14 Days 
Watch for any turbidity or 

cloudiness and the clarity. 

Start Date: ' ryi/ 0 	lit v 
End Date: 

11)S- 119 	I g F 

PASS IF THE FOLLOWING CRITERIA MET 

1. Positive control samples are turbid 	6 sat4" 7'449' 4  

2. All the filtered solution in vials j,s clear. 	1.4 tiva U ■atg 

11.o 4-c.g.rt9-t'oI-1(/ 
lits09 

?ass 

FAIL IF NOTICED THE FOLLOWING 

1. Positive control samples are turbid. 

2. Any filtered solution in vials is also turbid. 

Summary: azavla 	is qualified to handle the Lyophilizer 

process under aspetic conditions. 2. The process of transporting the 

partially stoppered vials to the Lyophilizer also validated. 	✓ 

HYBRID PHARMA 	 CONFIDENTIAL 

10 J: High Risk - ...edia Fill Challenge Personne. . aseptic 
handling. 
Lyophilizer Process Validation 

Positive Control Stage1 6M2 ( Mgé 
number of vials, size w’ml clear 

Number of Vials [Stage 2] made: 

size Wml clear 6M1 (Luz/{M11 
éo—V 

Location Quality control room 

Incubation Temperature: Keep them in a plastic container 

[Temp. 20 -25 0 C,] (6% -‘1 7 F) cover them with a lid. 

_ 
Watch for any turbidity or 

Incubation Time for 14 Days 
cloudiness and the clarity. 

Start Date: 7/], 'ICL “’3? 
I T End Date: 1n; I \q .15 F~V E I 

PASS IF THE FOLLOWING CRITERIA MET 

1‘ Positive control samples are turbid ~> 635% TWd‘ 
2. All the filtered solution in vialsjs clear. 13l41xel U‘ak Clear, 

“"9 *‘fiM’Fflfi wllsl'uq 
$3 

FAIL IF NOTICED THE FOLLOWING 

‘|. Positive control samples are turbid. 

2. Any filtered solution in vials is also turbid. 

Summary: Quinn/La ------- is qualified to handle the Lyophilizer ‘/ 
process under aspetic conditions. 2. The process of transporting the 

partially stoppered vials to the Lyophilizer also validated. / 
w” 

‘. W 
HYBRID PHARMA CONFIDENTIAL \lw' ‘ 

In; ’\\\E\ W V



10 J: High Risk — ,..adia Fill Challenge Personne. aseptic 
handling. 
Lyophilizer Process Validation 

INTERPRETATION OF RESULTS 

• In the "Positive Control" vials, the expected result is growth or 
turbidity because the medium was not sterile and was unfiltered. 

• Visible turbidity or growth observed in the vials containing filtered 
medium, on or before 14 days of incubation, is a positive test for 
the presence of bacteria. The media-fill challenge test has failed 
and indicates that a non-sterile technique was used during the test. 

• No growth or turbidity observed in the vials containing filtered 
medium within 14 days, indicates the media-fill challenge test was 
successful and technique used during the media-fill challenge test 
was aseptic. 

HYBRID PHARMA 	 CONFIDENTIAL 

10 J: High Risk — media Fill Challenge Personne. , aseptic 
handling. 
Lyophilizer Process Validation 

INTERPRETATION OF RESULTS 

. In the “Positive Control" vials, the expected result is growth or 
turbidity because the medium was not sterile and was unfiltered. 

. Visible turbidity or growth observed in the vials containing filtered 
medium, on or before 14 days of incubation, is a positive test for 
the presence of bacteria. The media-fill challenge test has failed 
and indicates that a non-sterile technique was used during the test. 

0 No growth or turbidity observed in the vials containing filtered 
medium within 14 days, indicates the media-fill challenge test was 
successful and technique used during the media-fill challenge test 
was aseptic. 

HYBRID PHARMA CONFIDENTIAL 
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10 J: High Risk — ailedia Fill Challenge Personnel's aseptic 
handling. 
Lyophilizer Process Validation 

Form 7513 JVIF 	Environmental / Personnel monitoring post media fill 

Batch details Simulation of Lyophilizer Process 

Batch size and Vial size 1350 ml, 	650 vials 

Details of settle plate TSA, batch, expiry, manufacturer 
used to collect air in the LAFH Hardy 26m1 USP W64 
15X100mm ; Incubation Temp: 30 — 35°C 

123781 2019 09 21 

During Compounding ISO 5 	e-' 
Hood settle air Plates 

D.- Cfu 
Pass/ Fail 

Start date End 
Date 

Negative control fr Cfu 
Pass/ Fail 

1 
7 / 1 1 1q 1 1 3 11' 

Details of TSA W/LEC &P80 batch, expiry, manufacturer 
Temp: 30-35°C, Inc. 2 
Hardy P34 	 3 

123426 2019 08 07 

Post Media fill 	‘LEFT 
Gloved fingertip 
Personnel:, Fe2s/ U 

I Cfu 
Fail 

"RIGHT 
.0-C fu 

Oa Fail 

1100D SURFACE 
fu 

P s 	Fail 

Start 
date 

End 
Date 

/sleeve 

6Pas
Cfu 
/ Fail 

Negative control 
2-Cfu 

Pa 	/ Fail 

1  

/MI/ 114 

HYBRID PHARMA 	 CONFIDENTIAL 

10 J: High Risk — Media Fill Challenge Personnel's aseptic 
handling. 
Lyophilizer Process Validation 

Form 7SB_MF Environmental / Personnel monitoring post media fill 

Batch details Simulation of Lyophilizcr Process 

Batch size and Vial size 1350 ml, 650 vials 

Details of settle plate TSA, batch, expiry, manufacturer 123781 2019 09 21 

used to collect air in the LAFH Hardy 26ml USP W64 
15X] 00mm ; Incubation Temp: 30 — 35°C 

During Compounding ISO 5 9— Cfu Start date End 

Hood scttlc air Plates Passl Fail Date 

Negative control 
. 

e’ Cfil 7 l 
'

~ 

Pass/ Fail 1 It? 1‘3“! 
Details of TSA W/LEC &P80 batch, expiry, manufacturer 123426 2019 08 07 

Temp: 30—35°C, Inc. 2 - 

Hardy P34 '5’? 
Post Media fill ( LEFT ”RIGHT “HOOD SURFACE Start End 
Glovcd fingertip l Cfu 9cm @fu date Date 
Personnel: 

1) g\(_@sl Fax] @l P 5 Fall

~ “Sleeve I<Icgative control 

6cm nu We 714, 

( Pas [Fail Pa Fail ’\ 

HYBRID PHARMA CONFIDENTIAL 
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HYBRID PIIARMA 
	

ENVIRONMENTAL MONITORING 

VIABLE ENVIRONMENTAL MONITORING -LYOPHILIZER 
Form: ENV-70L 

Date 
1 t V I 

Details of Plate, Lot#, 
Expiry 

TSA W/LEC /PO LYS° 
H-TSA w/ L/T P34 

.2 	oati 13426 ADMa. 

Surface s 	_Ong- 
contac swab 

Incubation 30-35 ° C/86-95 ° F 
48-72 hrs Pass 

Fail 

Location in Lyophilizer By Incu. 
Temp. 

CFU Date By 

_ 
Stainless steel shelf 1 	sss  1  Inside Lyophilizer -113 

. 	13 

	

 	1 I 3 	 

-713 

a 
Stainless steel shelf 2 ' 

Stainless steel shelf3 	SIS.3 

Inside Lyophilizer 

Inside Lyophilizer 
I 1

''9_ 	 3D7C,_ 

e- 
e- 

-V- Lyophilizer Door -inside,- 	j....p i  Inside Lyophilizer 

Lower Condenser section- Inside Lc i Inside condenser 8- 113 
.--- 

Stainless steel Table # 5 	gs7-5. 

H-TSA 26m1, USP 

Buffer room 2 	°9Z' I 
to64 	IA 379-t 	4019  

Air settling Plates 

I  

v Incubation 30- 
48.72 hrs 

5 ° C/86-95 ° F 

Stainless steel Table # 3 	—3 Ante room 
1 

Ii yr? & 713 
Stainless steel Table # 6 	Ss;-4 Buffer room 1 a- -71 

APPROVED BY 

HYBRID PIIARMA ENVIRONMENTAL MONITORING 

VIABLE ENVIRONMENTAL MONlTORING -LYOPHILIZER 
Form: ENV-70L 

Date getqils of Plate, Lot#, q’kfigl’m' 3123 4 
Surface 5 upli‘ng— Km"? 

30'35'c’86'95° F 
Pa§s 

.11, 
[ 
'lq xplry Iasqaé aolq a“)? contac -S‘IW Fall 

Location in Lyophilizer By 
V 

Incu. CFU Date By 
Temp. 

Stainless steel shelf 1 
r 

555 , Inside Lyophilizer 
' 

.. __ 

.- 
.9- 715

_ 

Stainless steel shelf 2 r $55.2. Inside Lyophilizer J, o 
9‘ ' 1,3 F 

Stainless steel shelf 3 I 3553 Inside Lyophilizer 7 1‘ ”“9 594‘. 9‘ 
713 a: 

Lyophilizer Door ~inside/ 1—D , Inside Lyophilizer l t a .1 I3 
Z— 

Lower Condenser scction- Insidc Le. I Inside condenser / 9’ 
1,3 / H-TSA 26ml, USP 

, 
Air settling Plates 1/ 35:22:" 

30-35“ Cf“ -95 ' F 

(964 In 379: 2019 . 
Stainless steel Table # 5 $97—5- Buffer room 2 

0924! (t [9/ ' _ a .1); 0 
Stainless steel Table # 3 39713 Ante room 1 1.1"? 

539- a 7'13 “*3 
Stainless steel Table # 6 $976 Buffer room 1 

4 

8’ 71‘ 3 / 
APPROVED BY

l 

[03'



mdi 
Membrane Technologies 

The Polyethersulfone Membrane Capsule 
filters have been manufactured in a mdl 
facility in compliance with ISO 9001 
regulations using validated production 
processes. 

SPECIFICATION 

Certificate of Quality 

 If
..
s
. 
aiK

.,..:
0  K

..t?$,:1.,;,iJ...ESiE.1d..;.--.ni.1.t..fat.-.i-ikt.tCh4.0
iEtil;4iT

t 
ilt,

.T
f 
 f. 

• s _ !; 	 -7-,.:a4-4*,0 	-..... 	w,..-- 
-;CatalobNo' - • -'i i :

,
;3KSX3101UUXX301 ,7

1
''?-  '.-

' 

‘...Ar 	- 	.1 • ' •-•; -•t,',-- re • 	Ai•.&'•!4'0' • 1- '21' •••,•- • - .., 
Ali-n• type. 	• 	•■,-, . -?.:::OKS;St• -•kri,  • • 
?..,,,,,i :. - . 	..: .,-„..??...,..,....7.,....0-;.:54ns,....w„..i..., ...... ,...., 
.,,,p.oth.pizo,?,..,_:,.?, :••••••a,:- 02 urn 0:45 W.+ b 214)'.  
• =. ...,... 	":..• -..,.: 4  •ii.,!.14......r..... .A.:....,0'.. 	.i. 	• 

..... 

..lotNumbert ‘• ' - :::•DICT9e8Gr• ' "!4.2f.ls   • 

	

. 	
-•••;. :; • 

 
 • 

Ster. No. 	 : R086 
 

	

 " 	 • 

Date, Of.Sterilization... -.:•.; 291.8"? 08, 	 .4. 
• • 	 • 	.. ...v.:44 - • • • -. 	. 	• • ;•••,.....„4:-.. ,.,,!-.,..,. 	rs.•.4.„ 

\ • - •-• .gxpir.Y.Date: 	_ t.-••,•v"--;;;2020•1•,08. ....,.. 	- 	3,,.. • ' 	"''' ' • --- f••• • • - -- 	•  

.....; 	..,•:•---:.,.i-: 	:  •: ":::4•:.:1;.•:•.•••:1•4 -,-.1-.....'.4:  ::.... . •• 	••.- .. 	,„: . 

Length •I'• 
Filter Media Polyethersulfone Membrane 
Drainage Layers Polyester 
Differential Pressure < 4Kg/cmz at 30'C 
Housing Polypropylene 
Maximum Operating Temperature 80'C g < 2Kg/cmz 
Sterilization Pro sterilized by Gamma Irradiation at z 25 kGy 

: The capsule filter has been tested for integrity by Bubble point test using DI water. 
Bubble point value with DI water was: Z 50 psi (3.44 Bar) 
The capsule filter is also certified for integrity by Bubble point test using 50% 
IF/VvVater•solution. 
Bubble point with 50% IPA/Water solution is k 16 psi (1.10 Bar) 

: > 600 ml/min @ 0.70 Kg/cm 2 © 27 •C 

: Retains Z 107  organisms/cm' of B. diminuta ATCC 19146 challenge as per 
ASTM F838.05 methodology. 

: The sterilization process has been validated to assure Sterility Assurance Level 
(SAL) of 106  in accordance with ISO 11137. 

: Within limits as specified in USP. 

: Passes test as per USP. 

: Filtrate meets the USP requirements for Sterile WFI of < 0.25 EU/mI as determined 

by Limulus Amebocyte Lysate (LAL) test. 

: Passes Biological Reactivity Tests, In Vivo for Class VI plastic as described 
in USP <88>. 

: Passes Biological Renctivity Tests, In Vitro as described in USP <87>. 

: Passes as per FDA 21CFR 177.1520(a)1(). 

: Passes test as per USP <788>, `Particulate matter in Injections'. 

: Complies with FDA 21CFR 210.3(b)(6). 

Advanced Microdevices Pvt. Ltd. 
21. Industrial Area, Ambala Omit. INDIA. 
Tel: 	+91-171-2699290/ 2699274 
Website: www.mdimembrone.com  
Email: info@mdimembrone.com  

LOT RELEASE CRITERIA 

100% Integrity Tested 

Water Flow Rate 

Microbial Challenge Test 

VAUDATED FOR 

Sterility 

Extractable 

Oxidizable matter 

Bacterial Endotoxins 

Biosafety 

Head of Quality Assurance 
f111 Cos., 10 

Cytotoxicity 

Indirect Food Additives 

Particle Release 

Fiber Release 

CUSTOMER SUPPORT 
mdl offers its unique interdisciplinary skills to provide solutions to specific problems. Please contact our factory or 
the local application specialist. 
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md 
Membrane Technologies 

Certificate :of Quality 

The Polyelhersulfone Membrane Capsule 
filters have been manufactured In a rndl ,. m; """ 
facility In compliance with use snot DK‘s’xflg-Unggagfi 
tegulatlons usmg validated production 
processes. 3?; p: Ivy-146a, 

SPECIFICATION 

Length 1' 
Filter Mcdla Polyethersulfonu Membrane 
Drainage Layers Pagester 
Differential Pressure < 4Kglan‘ at 30 '6 
Housing Polypropylene 
Maximum Operating Tcm perature 80 'C @ < 2Kglcm' 
Sterillzaflon Pm sterilized by Gamma Irradiation at z 25 kGy 

LOT RELEASE CRITERIA 

100% Integrity Tested : The capsule finer has been tested for Integrity by Bubble point test using DI water. 
Bubble palm vaiue with DI water was: 2 50 psi (3.44 Bar) 
The capsule filler is also certified for integrity by Bubble point lest using 50% 
IFNvValeI-solufion. 
Bubble poinlwilh 50% IPA/Water solution is 2 16 psi (1.10 Bar) 

Water Flow Rate : z 600 mllmin @ 0.70 Kglcm’ @ 27 'c 
Microbial Challenge Test : Retains z 107 organisms/aw of B. diminufa ATCO 19146 challenge as per 

ASTM F838-05 methodology. 

VALIDATED FOR 

Sterility : The sterilization process has been validated to assure Sterility Assurance Level 

(SAL) of 10‘ In accordance with ISO 11137. 

Exhactablo :VWlhin limits as specified In USP. 

Oxldlzabla matter : Passes le'st as per USP. 

Bacterial Endoloxlns : Filtrale meels me USP requirements {or Sterile WFI a! _<_ 0.25 EUlmI as determined 

by Umulus Amebocyte Lysale (LAL) test. 

Blosafety : Passes Biological Reactivity Tests. In Vivo for Class VI plastic as described 
In USP <86>. 

Cy!otoxlcny_ : Passes Biological Rencfivitv Tests. In Vitro as described in _USP <a7>. 

Indirect Food Additives : Passes as per FDA 21CFR 177.1 520(a)1 (0. 

Particle Release : Passes test as per USP <788>. 'Particulate matter In Inledlons'. 

Fibe’r Release : Complies with FDA 21CFR 210.3(b) (6). 

CUSTOMER SUPPORT 
mdl offers ils unique lnlerdisdpfinary skills to provide solutions to specific problems. Please contact our factory or 
the local applicallon specialist. 

Advanced Mlcrodavlco: Pvl. lid. / 2!. lnduxtricl Area. Ambck: Can". INDIA. 
Tel: +91-l7l-269929OI 2699274 [03' 
Website: wwwmdimembmncsom 

Head of Quality Assurance Email: lnfo@mdimembrane.com 

o....- a-..» n1 (AA in —____



PHARMA 

10 N: High Risk — Media Fill Challenge Personnel's aseptic handling. 	cP-r 	›c 0 KA9-- 

FrOC.Zo‘ 

Name of the Person performing: 	yr) 
	

Date: 	1 15 119 

METHOD: VALIDATION OF HIGH RISK PROCESS -weighing, measuring, mixing, dissolving, aseptic 

manipulation of the filtration process, dispensing, stoppering, capping. 

TECHNIQUE/ PROCEDURE: DISSOLUTION: stage 1 

1. Place the empty clean container on the balance and record the tare weight. Press "ZERO" of the 

balance and weigh the required quantity of material, note the weighed material and then remove the 

container from balance and press Zero. 
6o, 08 

2. Weigh growth media TSB powder in scale c,acn . After dispensing, clean the surrounding area, 

balance and wipe with 70% IPA solution. 

3. Reseal the TSB powder original container and shift to their original place. 
coov-4-2 

4. Measure in a 100m1 graduated container and transfer sterile water for injection 	ml] to a Glass 

container of size k litre without splashing. The mouth shall be half covered with aluminum foil. 

5. Set up the stirrer. Speed 	rpm for -40-minutes 

6. Turn on the stirring slowly using the knob. As a good swirling of liquid is seen, add TSB powder in the 

water and cover the mouth with the aluminum foil. Allow for stirring with slight warming to get a clear 

liquid. Keep sample solution at this stage 1 in sterile vial for positive control before filtration. 

7. Set up the Pre sterilization to remove particulates as in 7a. In ISO 7 Work Bench. 

CONFIDENTIAL 

HYBkuJ PHARMA 

10 N: High Risk — Media Fill Challenge Personnel's aseptic handling. a %" ”“05 X 'DW'9‘ 1M” 

Prom WW 
Name of the Person performing: Hma. 92 Date: :3, 

I 
IS ['19 

METHOD: VALIDATION OF HIGH RISK PROCESS -weighing, measuring, mixing, dissolving, aseptic 

manipulation of the filtration process, dispensing, stoppering. capping. 

TECHNIQUE] PROCEDURE: DISSOLUTION: stage 1 

1. Place the empty clean container on the balance and record the tare weight. Press “ZERO" of the 

balance and weigh the required quantity of material, note the weighed material and then remove the 

container from balance and press Zero. (30-08 
2. Weigh growth media TSB powder in scale m . fter dispensing, clean the surrounding area, 

balance and wipe with 70% IPA solution. 

3. Reseal the T88 powder original container and shift to their original place. 
0MB 00 

4. Measure in a 100ml graduated container and transfer sterile water for injection ml] to a Glass 

container of size fig litre without splashing. The mouth shall be half covered with aluminum foil. 

5. Set up the stirrer. Speed "3-115-- rpm for Jim-minutes 

6. Turn on the stirring slowly using the knob. As a good swirling of liquid is seen, add TSB powder in the 

water and cover the mouth with the aluminum foil. Allow for stirring with slight warming to get a clear 

liquid. Keep sample solution at this stage 1 in sterile vial for positive control before filtration. 

7. Set up the Pre sterilization to remove particulates as in 7a. In ISO 7 Work Bench. 

CONFIDENTIAL



No  eitte.•. 

HYBkit) PHARMA 

STERILIZATION: stage 2 is carried out under ISO 5 Hood. 

	

b. 	390 6'61 
Filter Details: Sterile 0.2 micron Filter 	Mitt Dk.s-s 	R-S'y 

Collect the filtered solution in depyrogenated 10m1 clear vials set up in ISO 5 Hood. 

STERILIZATION: 

D.pao og 

1. After filtration , dispense 10 ml through the sterile 0.2 micron filter into sterile and depyrogenated vials, 

10m1. (112-0-41  vjg 	331 

2. Stopper the vials without touching the open end of the vials or touching the inner surface of the stoppers 

using Tweezer and press with sterile gloved finger tips. Move the stoppered vial trays to ISO 7 work 

bench. 

3. Finish the ISO 5 hood work by taking a surface sample in a TSA L/PS, gloved finger tip samples for both 

left and right hands of the operator 

4. Crimp Cap the vials in ISO 7 bench, and keep them in the plastic bin, cover them, submit it for 

microbiological evaluation, label with date and initial. 

NOTES: 

Temperature F: Humidity %: 

3i  

Differential Pressure" w.c: 

ISO 5 Hood : 

Number of exits and 

entries to buffer room: 

)24ilk .6) 
	 a‘4 chati,t9i  

Other activities inside 

the buffer room: 

STERILIZATION: stage 2 is carried out under ISO 5 Hood. 
. 

* 

590851 Sloan 08 
Filter Details: Sterile 0.2 micron Filter Mpg: {DKs-s ‘43“? DK 

Collect the filtered solution in depyrogenated 10ml clear vials set up in ISO 5 Hood. 

STERILIZATION: \/ 
1- After filtration , dispense 10 ml through the sterile 0.2 micron filter into sterile and depyrogenated vialS. 

10mIJw W193 pugs” 
2- Stopper the vials without touching the open end of the vials or touching the inner surface of the stop!Ders 

HYBAAD PHARMA 

using Tweezer and press with sterile gloved finger tips. Move the stoppered vial trays to ISO 7 work 

bench. 

3. Finish the ISO'5 hood work by taking a surface sample in a TSA L/PS, gloved finger tip samples for bOth 

left and right hands of the operator 

4. Crimp Cap the vials in ISO 7 bench, and keep them in the plastic bin, cover them, submit it for 

microbiological evaluation, label with date and initial. 

NOTES: 

Temperature F: Humidity %: Differential Pressure" w.c: Number of exits and Other activities inside 

ISO 5 Hood : entries to buffer room: the buffer room: 

aw. acid: 11> No on 
'73. 3 ‘1 O- 5 M~€rma4fl4W—



HYBkiI) PHARMA 	
a386,2 	.,.$)(2.c.0331 

Materials used: 	w-t 	Ara -1 4 	93SLAI 

• Sterile water for Injection: 
	

Baxter 03380013-1+ 	a */-59-/ 9-  'T 31  

• TSB powder: 	 #429342 riterion A-1 Medium Hardy 	44 C T 5'7 ► 	ob-- 	- Ai I 

• Stoppers autoclaved: 	Steam Sterilizer at 121 °C for 30 minutes _AC 1-to 5  -• 9.242';'Y 
GW 	 01020 

Depyrogenation using dry heat Oven, Lindberg/Blue UO1F305604-WF, Temp: 250 °  C, 30 min 	

06 . 0680 

• Depyrogenated glasswares , vials, beakers, graduated jars, 

Bubble Point Test value of the 0.2 micron filter: 	d5q 	 .50 1:0•J. 	Pas& 

.11.g  
• Number of Positive Control vials prepared in Stage 1: 	(A 

 

• Number of Vials prepared in Stage 2, post filtration: 	9  

Incubation Temperature: [Temp. 20 -25 °C,] Incubate all media filled units in normal position after leak test at 
(og 

of 20 to 25 °C for 14 days. Incubation temperature should be maintained within 22.5 ± 2.5 °  C. 

Incubation Time for 14 Days 

• Start Date: 	31/61'19 	 End Date: 3  ) clA  \ 1 9 
PASS 

1. Positive control samples are turbid t/ .  illazea/ 	/0_ 
2. All the filtered solution in vials ),§ clear. 

FAIL 

1. Positive control samples are turbid. 

2. Any filtered solution in vials is also turbid. 

75P 
Incubator Temperature: 	c 

CONFIDENTIAL 

HYBk D PHARM l A Iaasssa 3 apapossy 

Materials used: Bad!» We. [aw—f 4w AW «Jig 4:4 Hesgal 

o Sterile water for Injection: Baxter 03380013-0gil- 7 9375979' 7 f3‘\'\q 

o TSB powder: @riterion A—1 Medium Hardy *1 C ”(5'73 06- Aug-a4! 

o Stoppers autoclaved: team Sterilizer at 121°C for 30 minutes fir, H05 3 3m 3020 06 
o Depyrogenated glasswares , vials, beakers, graduated jars, 

Depyrogenation using dry heat Oven, Lindberg/Blue U01F305604-WF, Temp: 250°C, 30 min 

Bubble Point Test value of the 0.2 micron filter: ’59 PV- 75°PVI~ Pass 

0 Number of Positive Control vials prepared in Stage 1: ----- fi--.‘ ----- 

0 Number of Vials prepared in Stage 2, post filtration: ----- 3-7-9- 

lncubatiorllergsoerature: [Temp 20 —25 ° 0,] Incubate all media filled units in normal position after leak test at 

of 20%350C'1f0r 14 days. Incubation temperature should be maintained within 22.5 i 2.500. 

Incubation Time for 14 Days 75;: 
. Start Date: 3’151'9 End Date: 31:94,“; Incubator Temperature: 2:: C 

PASS 
. . . / ' 

1. Posntlveé control sarnpl-es ére tgrbld \/ 
Pal-«s L /" 

g/ZZ/(Q flaw! % QWX 
2. All the filtered solutlon In VlaIS ’6 clear. \/ ' 

FAIL 

1. Positive control samples are turbid. 

2. Any filtered solution in vials is also turbid. 

CONFIDENTIAL 
[0N



[ details, Name of the drug, strength 

size and Vial size 

[s of settle plate TSA, batch, expiry, manufacturer 
1 Hardy 26m1 USP W64 15X100mm ; Incubation 

ml, 	 vials 

used to collect air in the 
Temp: 30 - 35 °C 

i c/i0A4 	A019 	°S A 1j- 

g Compounding ISO 5 Hood settle air 	.,' t- Cfu 	 ass Fail Start date End Date 

ive control 	 / .61- Cfu 	1.a. s; Fail 

Temp: 30-35 °C, Inc. 2 

SP7e- 

S psi  iti  

1 A)115- 	010 ici 05-  

3 18-  ii 

04 s of TSA W/LEC &P80 batch, expiry, manufacturer 
P34 

Tedia Fill / 
lunding 
I fingertip 	07- 
nel: 

LEFT 
Cfu 

ass Fail 

/6-GHT 
4)---Cfu 

as 	Fail 

MOOD SURFACE 
..;  Cfu 

'as ' Fail 

Start date 

,  S1199 

End 

31181 

Date 

19 

leeve 	 ...Negative 

43'Cfu 
• as 	Fail 

control 	. 
fu 	30-' 

Pass/ 	ail 

Bate 

Bate 

Detai 
LAF I  

Durin  
Plates  

Negat 
Detail 
Hardy  

POSt 

Comp ( 

 

Glove  
Perso n  

1-117Bkld PHARMA 

IFOrfill 75A Environmental / Personnel monitoring during Production 

   

The investigation should survey the possible causes of contamination during media fill trials i.e. 

Env ironmental, personnel and surface monitoring. 

CONF IDENTIAL 

HYBRIU PHARMA

F on“ 75A Environmental / Personnel monitoring during Production 

B .
‘ 

hitch detalls, Name of the drug, strength i #),A 
Datch Size and Vial size ml, Vials # #7 

etails oettle 1 t TSA b h 
‘ 

h 
' '

h 
L 4 

p a e , atc , eXplI'y, manufacturer used to collect a1r 1n t e o I: ROI? 03 g 
AFH Hardy 26ml USP W64 ISXlOOmm ; Incubation Temp: 30 — 35°C 

[‘2’ R L} 

m. fl D ‘ 
.

fl 

P 
Hung Compoundmg ISO 5 Hood settle air / 0— Cfu ass Fail Start date End Date 
lates 

N . 
W ‘ ‘‘‘‘‘ ' 

—- —|'"V 

Befi‘fl/e control H 
/ 0' Cfu (£19 FaiL 3115‘ 1:; V! 315M 

Hetalls ofTSA W/LEC &P80 batch, expiry, manufacturer Temp: 30—3‘5’0’C, Inc. 2 
I 21915 40H Q5- 0.1 

ard . y P34 39. a 
fiOOD SURFACE Stan date End DateL

P °St Media Fill / ‘ LEFT 46cm 
gigmounding Cfu Hfu Cfu 

Ved fingertip 91 @Fail as Fail Q Fail . \ 

Personnel: 
0 \ g \ B S’ISIH 3118'] )9 

.81 N t' ntrol 
l/ 

/ eeve , ega we co (fie 
,8’Cfu fu 
’ / Fail Pass/ ail

7 
he Investigation should survey the possib|e causes of contamination during medla fIN trials Le. 

En ' 
. . 

V'ronmental, personnel and surface monitoring.

C ONFIDENTIAL



(HYBRID PHARMA) STANDARD TESTING PROCEDURE 

Calibration and Performance Maintenance of HPLC, Perkin-Elmer-2,00 

HYBRID 
• - 	 f 	 a. 	4, o• • ,v  

kt .„14,  
.1'1'444 	A t 011 8* 

Test Procedures for Performance Certification of an HPLC UV Detector 

1’. 

(HYBRID PHARMA) STANDARD TESTING PROCEDURE 

Calibration and Performance Maintenance of HPLC, Perkin-Elmer-Zioo

i

; 

Test Procedures for Performance Certification of an HPLC UV Dctcbtor

g



* 

	

1.0 	PURPOSE 

1.1 	The purpose of this procedure is to document in detail the test methods 
used to verify the performance and function of an HPLC UV Detector. 

	

2.0 	SCOPE 

2.1 	This test procedure will be performed at suitable intervals in accordance 
with an established programs and is designed to ensure the operation of 
the instrument in accordance with its intended use. The instrument will be 
tested as a part of the complete system defined by the client. 

3.0 REFERENCE DOCUMENTS 

3.1 	21 CFR 211 Subpart I 211.160 

3.2 	UV Detector Users Manual (manufacturer specific) 

3.3 	Test Report Attachment 1 

4.0 TEST MATERIALS AND TEST EQUIPMENT 

4.1 	25 mg Caffeine/ Liter Water 

4.2 	Deionized Water 

4.3 	Mobile Phase 	 Water 

4.4 	Restrictor — 0.007" OR 0.010" ID PEEK Tubing (5 meter length) 

5.0 PROCEDURE 

5.1 	Using the Component Identification form in Attachment 1, document the 
following information: 

§ Engineer's Name 
§ Certification Date 
§ Recertification Due Date 
§ System ID Number 
§ Instrument Location 
§ Component Make, Model and Serial Number 

5.2 	Using the Test Materials and Test Equipment Certification form in 
Attachment 1, document the applicable information for all test materials 
and test equipment used. 

1.0 

2.0 

3.0 

4.0 

5.0 

PURPOSE 

l.] The purpose of this procedure is to document in detail the test methods 
used to verify the performance and function of an HPLC UV Detector. 

SCOPE 

2.] This test procedure will be performed at suitable intervals in accordance 
with an established programs and is designed to ensure the operation of 
the instrument in accordance with its intended use. The instrument will be 

tested as a part of the complete system defined by the client. 

REFERENCE DOCUMENTS 

3,1 21 CFR21lSubpnn12H.160 

3.2 UV Detector Users Manual (manufacturer specific) 

3.3 Test Report Attachment 1 

TEST MATERIALS AND TEST EQUIPMENT 

4.] 25 mg Caffeine/ Liter Waler 

4.2 Deionized Water 

4.3 Mobile Phase Water 

4.4 Restriclor - 0.007" OR 0.010" 1]) PEEK Tubing (5 meter length) 

PROCEDURE 

5.1 Using the Component Identification form in Attachment 1, document the 

following information: 

Engineer‘s Name 
Certification DaKc 

Reccnification Due Date 
System 1]) Number 
lnslrumenl Location 
Component Make. Model and Serial Number 

mmvmmmm 

5.2 Using the Test Materials and Test Equipment Certification form in 

Attachment 1, documenl the applicable information for an test materials 
and test equipment used.
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It 
12 
1 3 
1 4 

5.3 	To verify the wavelength accuracy of the UV detector. Set up the 
instrument as stated below: 

5.3.1 	Connect the restrictor tubing in place of the column. 

5.3.2 	Mobile Phase (DI water). 

5.3.3 	Set flow rate to 2.0 mL/min and prime the unit. 

5.3.4 	Configure the data acquisition for a 1.0 minute run with a 
sampling period of = 400 milliseconds 2.5 points per second, or 
as needed. 

5.3.5 	Inject 10 ill of the sample solution at each wavelength stated in 
the table below. Record the Peak Area in the wavelength 
calibration (UV) section of Attachment 1. 

5.3.6 Record the wavelength corresponding to the greatest Peak Area 
as the Actual Lambda Max 

202 um 
203 mu 
204 not 
206 um 
206 nm 

1'261 not 
20/1 tun 

£14  
270 am 
271 om 
272 utu.  
273 um 
,"274ma 
275 urn 
276 um.. 

5.3 To verify the wavelength accuracy of the UV detector. Set up the 

instrument as stated below: 

5.3.] Connect the restriclor tubing in place of the column‘ 

5.3.2 Mobile Phase (DI water). 

5.3.3 Sel flow rale to 2.0 mlJmin and prime the unil‘ 

5.3.4 Configure the data acquisition for a 1.0 minute run with a 

sampling period of E 400 milliseconds 2.5 points per second. or 
as needed. 

5.3.5 Inject 10 pl of the sample solution at each wavelength stated in 
the Kable below. Record lhe Peak Area in the wavelength 
calibration (UV) section of Attachment 1‘ 

[ 
wzcnou wwumc‘m INJECTION I WAVELENGTHJ 

L. 
l V202 13m II 

‘ 
320 mu

i 

> 
1 

i } 

9 
‘ 

27! mn
l 

‘ 
7 ‘ _‘__ M _ l 23.7} nm

E 

L 
4 

i 
293 um 

; 
I l 

V; 
273 «In 3 

y 
5 206 nu} 

! 
1? 5 274 gm

: 
‘ 

9 
K 

g9] mu : I} i 175 nln
5 

E 
7 ‘ :03 nm 5 H 

E 

176 mu i 

5.3.6 Record the wavelength corresponding to the greatest Peak Area 
as the Actual Lambda Max



4 
02 

a 

-0 2 

5.4 	To determine the System Noise and Drift of the instrument, configure the 
data acquisition for a 10.0 minute run with a sampling period of = 400 
milliseconds or 2.5 points per second. Set the wavelength to 273 nm. Set 
the pump to run at I mL/min. for 10 minutes. 

5.4.1 	Collect and print the plot. 

5.4.2 Calculate the system noise using 5 consecutive minutes of data. 
Measure the average noise level of each one-minute interval as 
shown in the example below. Calculate the average noise of the 
scan and record the results as the Actual System Noise in 
Attachment 1. 

Example 	 NI + N + N3 + N4 4 N5/5 

Noise Example 

-04 
NI N2 N3 NX N5 

Minutes 

The calculated value for system noise should be <50 (uV or uAU) 

5.4.3 	Calculate the System Drift (Pump/Detector), using all 10 minutes 
of data (Peak to Peak drift). Multiply the drift value times 6 and 
record the results as system drift in Attachment 1. 

Example: 	Drift Value * 6 

Drift = (Drift Value) * 6 

Drift Example 

4 

Minutes 

The calculated value for system drift should be < 0.60 
(mV/hr or mAU/hr). 

5.4 To determine the System Noise and Drifl of the instrument. configure the 

data acquisition for a 100 minute run with a sampling period of E 400 
milliseconds or 2.5 points per second. Set the wavelength to 273 nm. Set 
the pump 10 mn at I mUmin. for l0 minutes. 

5.4.] 

5.4.2 

5.4.3 

Collect and prim the plot. 

Calculate the system noise using 5 consecutive minutes of data. 
Measure the average noise level of each one-minute interval as 

shown in the example below. Calculate the average noise of the 
scan and record the results as the Actual System Noise in 
Attachment l. 

twmplc NI ~ N: v N} v N4 0 N<M 

Nona Elample 

2 0 

-0 7 
' ‘ 

.0 ‘ N! N2 N3 N4 N5 

Ilnuln 
The calculated value for system noise should be 550 (uV or uAU) 

Calculate the System Drift (Pump/Detector). using all IO minutes 
of data (Peak to Peak drift). Multiply the drift value times 6 and 

record the results as system drift in Attachment I. 

Example: Drift Value * 6 

Drift = (Drift Value) * 6 

DMI Exempt! 

03 
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u a 0M! Vail-é

2 
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Tvend I me 

u ’0 

Illmuu 

The calculated value for system drift should be 5 060 
(mV/hr or mAU/hr).
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Performance Certification of an HPLC UV Detector 

Test Report 

Attachment I 

Component Identification 

Qualifying Engineer l'-• Kala 
Certification Date 06/183618 
Recertification Period 12 months 
Recertification Due Date 06/2019 
System ID Number HPLC #1 	 , 
Instrument Location QC LAB 

Component Make Model Serial Number  
Detector Perkin Elmer Series 200 4V 292N2061903 

Performance Certification of an HPLC UV Detector 

Test Report 

Attachment 1 

Component Identification 

Qualifying Engineer gr Kap '1 

Certification om 06/18Ifln8
E 

Recerlificulion Period 12 months
E 

Reunification Due Date 06/2019
1 

System ID Number HPLC #1 

instrument Location QC LAB i

I

I 

Component Make Model Serial Number { 

Detector Perkin Elmer Series 200 4V 292N206l903



Performance Certification of an HPLC UV Detector 

Test Report 

Attachment 1 (Cont.) 

Test Materials and Test Equipment Certification 

Material Preparation Reference Lot Number Expi Lion Date 
Caffeine Standard kegr I(- slats 

PLc 	.6)c linta;14 1  
ii" 	124517.3 I 	2.02-0 

'7A4- rifxit4 A 

Performance Certification of an HPLC UV Detector 

Test Report 

Attachment 1 (Cont.) 

Test Materials and Test Equipment Certification 

Material Preparation Reference Lot Number Expiqnion Date 

CaffeineSlandard 25$] EK— 3'9; , '/20 Wu: ac um/n 90.24503 
. 
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Pagel 1 of 1 

Software Version : 6.3.2.0646 
Reprccess Number : hplc: 1578 
Sample Name 
Instrument Name : HPLC 
Rack/Vial : 0/1 
Sample Amount : 1.000000 
Cycle : 3 

Date 	 : 8/19/2018 12: 0:51 FM 

Data Acquisition Time : 8/19/2018 12: 9:45 PM 
Channel 
	

:A 
Operator 	 : tcprocess 
Dilution Factor 	: 1.000000 

• • 

Result File : c:\ams\data\081918\w1-270.rst  
Sequence File : C:NAMS\seq\caf wavelength.seq 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 	I 
Time (min) 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.063 311617.12 172552.10 

311617.12 172552.10 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

0.90 

—— 
I 

Page'i 1 of 1 

Software Version : 6.3.2.0646 Date : 8/19/2018 12:10:51 PM 
Reprccess Number : hplc: 1578

5 

Sam le Name : . .. . , = 

.nstrgmenl Name : HPLC Data Acqulsmon Time : 8/19/2018 121,: 9:45 PM 

RackNiaI : 0/1 Channe' = A 
. Operator : tcprocess ' 

giggle Amount 21.000000 Dilution Factor : 1.000000 
i
|

i 

Result File:c:\ams\data\081918\wl-270.rst ! 

Sequence File : C:\AMS\seq\caf_waveIength.seq
i

i

8 
. °

| 

-i ! 
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ZOO-Eli 
I' 

l
‘ 

l I g ,
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% W3. 
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l
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‘ 
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I
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too—:1
. 
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r; J . 
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.
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: é : 

! 3 
l1T.mlnnluu[InIlnlllllIIIIHIIHHIHIIIIIIIIHHIIIIIIIHI'IIIIIllnllmllmlq Illlllgzzn 

0.10 0.20 0.30 0.40 0.50 0.60 010 0.80 
Tm [min] 

HPLC-1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.063 311617.12 172552.10 

311617.12 172552.10 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

I 

0.90



!Pagell of 1 

Software Version 	: 6.3.2.0646 
Reprocess Number : hplc: 1579 
Sample Name 	: 
.nstrument Name : HPLC 
RackNial : 0/1 
Sample Amount : 1.000000 
Cycle : 4 

Date 	 : 8/19/2018 12:32:59 PM 

Data Acquisition Time : 8/19/2018 12:1:53 'fyl 
Channel 	 : A 
Operator 	 : tcprocess 
Dilution Factor 	: 1.000000 

Result File : c:Iamsklata\0819181w1-271.rst 
Sequence File : CAAMS1seq\caf wavelength.seq 

w 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 	I 
Time (min] 

HPLC-1 
Peak Component Time 	Area 	Height 

# 	Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.067 311254.97 172243.32 

311254.97 172243.32 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

I 	I 	irri 

0.90 

—_i— 
‘ 2 Pagel1 of 1 

Software Version : 6.3.2.0646 Date : 8/19/2018 12:: 2:59 PM 
Reprocess Number : hplc: 1579 i 

aimlfiefiffiaeme ; HPLC Data Acquisition Time : 8119/201812zi1253 3M 

Ram
E 

2332"; 
Amm’m 

; 
$000000 Dilution Factor : 1.000000 

1

l 

i

5 

Result File : c:\ams\data\081918\wl-271.rst
5 

Sequence File : C:\AMS\seq\caf_wavelenglh.seq 
|

l 

.. I 
°-

I 

4 l 
:1 i 

200.: ‘
i 

.4 : 

E : i 

i 150-:} 
. i 3‘; '3 l ‘ 

a: -g \ ; 

100-3, \\ .l 

:2 . \ i :h‘l'l 
' 

'\ 
l i 

i E 
5 3 f 

lwmmrrnnwinTrmfmTfmfirnTrmnTfiqvmfnTmmml 

Tpmfm' 
0.10 0.20 11.30 MI) use 0.50 0.10 0.30 090 

HPLC-1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.067 311254.97 172243.32 

311254.97 172243.32 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found
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Page 1 of 1 

Software Version 
Reprocess Number 
Sample Name 
instrument Name 
RackNial 
Sample Amount 
Cycle 

: 6.3.2.0646 
: hplc: 1580 

: HPLC 
: 0/1 
: 1.000000 
: 5 

Date 	 : 8/19/2018 12:35:07 PM 

Data Acquisition Time : 8/19/2018 12:':4:01 PM 
Channel 	 : A 
Operator 	 : tcprocess 
Dilution Factor 	: 1.000000 

Result File : c:\ams\data\081918\w1-272.rst  
Sequence File : C:\AMS\seq\caf_wavelength.seq  

1 
0 0 

200---1 

R
es

p
o

ns
e  

[m
V

]  

150 

-1 

100 

LI 
LL  L 

U 

: I 	1 	1 	I 	1 	1 	1 	1 	1 	1 	1 	1 	I 	1 	1 	1 	I 	1 	1 	1 	1 	I 	1 	I 	1 	1 	1 	I 	1 	I 	I 	III 	1 	I 	1 	1 	1 	1 	I 	1 	1 	1 	1 	1 	1 	I 	1 	1 	I 	1 	1 	1 	1 	I 	1 	1 	1 	I 	1 	1 	1 	1 

0.10 	0.20 
	0.30 	0.40 	0.50 	0.60 	0.70 

Time [min] 

Peak Component Time 
Name 	[min] 

 

HPLC-1 
Area 	Height 

[uV*sec] 	[uV] 

    

1 caffeine 0.068 316153.00 175160.51 

316153.00 175160.51 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

Date Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1580 
Sample Name 
Instrument Name 
RackNial 
Sample Amount 
Cycle 

Data Acquisition Time : 

Channel 
Operator 
Dilution Factor 

Q HPLC 
: 0/1 
: 14000000 
:5 I1 

Result Flle : c:\ams\data\081918\w|-272.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq 

007 

200 

Response 

[mV] 

: 8/19/20181213 

8/19/20181212' 
: A 
: tcprocess 

3 

P39 —,_ 

.000000 

CAFFEI 

'kffif ‘ "7W ’ 
[ j} V 

010 020 

TFM—‘W 
050 

I WT" i 
' 

i 

'

‘ 

0 30 0 so 
Tume[mm] 

060 070 

HPLC-1 
Height 

[uV] 
Area 

[uV'sec] 
Peak Component Time 

# Name [min] 

0068 316153.00 175160.51 1 caffeine 

316153.00 175160.51 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

080 09-3 

e1of1 

5:07 PM 

4:01 PM 

”HT""FTP'1""'W7‘7‘1"’H7'\"*fii.§_‘""'



it 

Peak Component Time 
Name 	[min] 

1 caffeine 

HPLC-1 
Area 	Height 

[uV*sec] 	[uV] 

0.067 322585.09 178004.47 

• 
age 1 of 1 

Software Version 	: 
Reprocess Number : 
Sample Name 
instrument Name : 
RackNial 
Sample Amount 	: 
Cycle 

6.3.2.0646 
hplc: 1581 

HPLC 
0/1 
1.000000 
1 

Date 	 : 8/19/2018 12: 7:26 PM 

Data Acquisition Time : 8/19/2018 12:•:19 PM 
Channel 
	

:A 
Operator 	 : manager 
Dilution Factor 	: 1.000000 

Result File : cAamskiata\0819181w1-273.rst 
Sequence File : CAAMS1seq1caf wavelength.seq 

R
es

po
ns

e  
(m

V
)  

200-1 

150---i 

"- 1 ; 
100- —1.1  i 

r 	11 ITrtTIITT11111111111111,111111111111111111ITTIIIIIIIITIIIFTTIHripm1r-w1lnripiryi 
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 

Time (min) 

322585.09 178004.47 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

0 .90 
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i 

. Pagan of 1 

Software Version : 6.3.2.0646 Date : 8/19/201812:57:26PM 
Reprocess Number : hplc: 1581 
Sample Name 
Instrument Name HPLC Data Acquisition Time : 8I19/201812:56:19 3M 

RackNial : 0/1 8223?, 3 ganager 
33335 

Amount $000000 Dilution Factor 2 1.000000 

Result File : c:\ams\data\081918\wI-273.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq 

07 

j 7K
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. 
,
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1". 

1|
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ZOO-.1 

; 2 ; 

'57 3! i 

€150-—: 
I

I 

§ 
" 

‘.
' 

é 3! 1‘. . 

m3! .' \ 

:1 
_l \ : 

23-4 x, ; 
-- 

. I : 

‘E ! 

‘5 : 

im-IFHIIIHIIIHIIIHqHHIIIIIIIIHTIITr'IIHIn|I|IITITHIIIIIIIITIIIIIIH'HIIII] Ilmqhfi 
0J0 01° 0.30 010 0.50 0.60 0.70 0,80 0.90 i 

Tm [min] 

HPLC-1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.067 322585.09 178004.47 

322585.09 178004.47 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found
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Page 1 of 1 
• 

Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1582 
Sample Name : 
Instrument Name : HPLC 
RackNial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 2 

Result File : cAamskiata\081918\w1•274.rst 
Sequence File : C:1AMS1seq1caf wavelength.seq 

Date 	 : 8/19/2018 12:59:33 PM 

Data Acquisition Time : 8/19/2018 12:0:25 '3M 
Channel 	 :A 
Operator 	 : manager 
Dilution Factor 
	: 1.000000 

.... 

3 1 

	

 

200- -71-• 	

1 
I 

E 
....i 

0 	—I 	\ 

	

1 150'--I 	
I. 	1 

01 	. . 	I 	I  
CC 	..■■ I 

100 	 I  
•■.1 
■.• 

	

.■.. 	i 	 ..",.. __ --r 	1 

8  

I III 	I1  
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 	0.90 

Time (min) 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.070 324610.47 179324.37 

324610.47 179324.37 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 
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ml 

Page.1 of 1 

Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1582 
Sample Name 
Instrument Name : HPLC 
RackNial : 0l1 
Sample Amount : 1.000000 
Cycle : 2 

Result File : c:\ams\data\081918\wl-274.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq 

Date 

Data Acquisition Time : 

Channel 
Operator 
Dilution Factor 

8/19/2018 12: 
: A 
: manager 
: 1.000000 

3 8/19/2018 12:5 9:33 PM 
‘ l 

5 8:25 PM 

J § 

1
\ zoo-3 
‘

i 

5 —4 -
g 

‘5‘ :3 |\ §150-_—I 1 . 

a; 
.1 

‘f 

‘
g 

we: | \ j I . 

_i r l 
‘ 

I 
.

- 
a 

w
a 

I 3 g 

0.10 
Tune [min] 

HPL04 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.070 324610.47 179324.37 

324610.47 179324.37 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 
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Page 1 of 1 

Software Version 	: 6.3.2.0646 
Reprocess Number : hplc: 1583 
Sample Name 	: 
Instrument Name : HPLC 
Rack/Vial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 3 

Result File : cAamsklata\081918\w1-275.rst 
Sequence File : C:XAMS\seq1caf wavelength.seq 

Date 	 : 8/19/2018 1:01:40 PM 

Data Acquisition Time : 8/19/2018 1:0, :33 FM 
Channel 	 : A 
Operator 	 : manager 
Dilution Factor 	: 1.000000 

0 

I CI 
 

w 

`—'s;I: i. 111111111111111i111111111111111IlliilpHIIIITILITHIMIIIIIIITIFIIIIIIIIIIi 
; 	I 

0.10 	0.20 	0.30 	0.40 	0.50 	060 	0.70 	0.80 
Time (min) 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.072 325443.42 180388.95 

325443.42 180388.95 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

11 1 11 I, 1 

0.90 

. Pagefl of 1 

Software Version : 6.3.2.0646 Date : 8/19/2018 1:0‘ :40 PM 

Reprocess Number : hplc: 1583 

fizflgfifiefiiflgme ; “c Data Acquisition Time : 8/19/20181:Q(:33 F'M 

RackNial 0" 
3:23:12: ganager

I 

23::n 
Amount $300000 Dilution Factor : 1.000000 

Result File : c:\ams\data\081918\wl-275.rst 
Sequence FiIe : C:\AMS\seq\caf_waveleng‘h.seq 
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“1;!HullIllllrllllllllllllllllllxl‘lllllllHIHIIIIIIllIIHIIIIIIHHIIIHIIIHII:lh.;:‘!Tl 
' 

0.30 0.20 «no 0.40 0.50 050 0.70 can 1 o.so= 
Tum [min] 

HPLC-1 : 

Peak Component Time Area Height 
# Name [min] [uV'sec] [uV] ! 

1 caffeine 0.072 325443.42 180388.95 

325443.42 180388.95 : 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



PACKING SLIP 

PHONE (814) 353-1300 

FAX. 	(814) 353-130 9  

EIN #. 	25-1497733  
RESTEK CORPORATION 
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BELLEFONTE, PA 16823-88 12  

www.restek.com  

47468-1 
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Receiving 
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3015 
Attn 
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101 
Boot 
Uni 

30151 
Attn: Accounts Payable 
Hybrid Phar ► a LLC 
Ste 106A 
1015 R Newport Ctr Dr 
Deerfield Beach, FL 33442 

United States 
PURCHASE 

SALESPERSON TERMS ORDER NUMBER 

ONLY Credit Car 
:.£11 I 

ORD 
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FREIGHT 
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SHIP 
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31805 Test Mix Kit 	 See Components 
HPLC OQ Linearity Test Nix 
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34.3 28.6 11.4 5.7 0.0 17.1 	22.9 

Adjusted Amt 

A., 
Fit analysis Output For Method File: C:IAMSWIETHILIN50.MTH 
Reprocess Number : hplc: 1614 
Component Name : caffeine 
Date 	 : 8/19/2018 5:49:45 PM 

Curve Parameters: 

Curve 81 2nd Order - lnet Origin 
Weighting Factor = 1/(ex) 	R•Snuared = 0.999783 
Calibration Curve : Y a ( 10.759099 ) •( 48370.219439) X •( 335.193753) X"2 

Curve 81 
Level 	Observed 	Calculated 	 Observed 	 Calculated 
Name 	X•Value 	X•Value 	 Delta 	•Ditl. 	 Y•Value 	 Y•Value 
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2000000 

1000000 

50000 

10 	5.000000 	4.994796 	0.005204 	0.104 	239982.933592 	240241.700 
20 	10.000000 10.110924 -0.110924 -1.097 	503123.625165 	497232.329 
30 	15.000000 14.971907 	0.028093 	0.188 	769397.759517 	770982.645 
40 	20.000000 19.547496 	0.452504 	2.315 1034511.496204 1061492.649 
50 	25.000000 25.362577 -0.362577 -1.430 1391695.848847 1368762.340 

caffeine 

1500000 

cu 
E.)  

-25: 67 
5891 96 
-158 86 

-26981 53 
2293 I.08 

0.108 
1.185 
0.206 
2.542 
1.675 
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‘m 110“ rt Pag 

~ Fit Analysis Output For Method File: C:\AMS\METH\LIN50.MTH 
Reprocess Number : hplc: 1614 
Component Name : caffeine 
Dale : 8/19/2018 5:49:45 PM ,

l 

Curve Parameters: 
I

| 

Cums! 2M0rdec-lnd0figin i 
We-ghhtp Fadot I Il(l'x) R$qualet1l0399163

I Cal-brawn Owe: Y I ( 10.759099) v‘ 4631021909 )X 0( 335.193753 ”(-2 

Cum" I 

Level Observed Calcmaled Observed Calwmed ! 

Name X-Value X-Value Dena 7.0m. Y-Value ‘I-Value new 
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7:0”! 

10 5.000000 4.994796 0.005204 0.104 239982333592 240241.700 -258 767 0.108 
20 10.000000 10.110924 -0.110924 -1.097 503123.625165 497232.329 5891 296 1.185 
30 15.000000 14.971907 0.028093 0.188 769397.759517 770982.645 4584 {886 0.206 
40 20.000000 19.547496 0.452504 2.315 1034511.496204 1061492549 -26981 153 2.542 
50 25.000000 25.362577 -0.362577 4.430 1391695348847 1368762340 22933 508: 1.675 
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Software Version 	: 
Reprocess Number : 
Sample Name 

►strument Name : 
RackNial 
Sample Amount 	: 
Cycle 

6.3.2.0646 
hplc: 1602 
10 uL 
HPLC 
0/1 
1.000000 
2 

Data Acquisition Time 
Channel 
Operator 
Dilution Factor 

: 8/19/2018 3: 
:A 
: manager 
: 1.000000 

Date 
	 : 8/19/2018 3: 28:15 . 1)  

Page 1 of 1 

M 

7:041 
	

- P M 

Result File : cAams1data1061918110uL-010-20180819-153814.rst 
Sequence File : C:\AMS1seq1caf  linearity.seq 

70--_, 

— - 	

......... ........ 	..... 
—74  

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (min) 

rrr 

Peak Component Time 
Name 	(min] 

 

HPLC1 
Area 	Height 

[uV•sec] 	NV] 

   
    

  
 

1 	 0.275 239982.93 43794.35 

239982.93 43794.35 

Missing Component Report 
Component Expected Retention (Calibration File) 

caffeine 	 2.000 

WWI Illy 

0.9d  

I
~ P391; 1 of1 

’ 
Software Version : 6.3.2.0646 Date : 8/19/2018 3:: 3:15.FM 

Reprocess Number : hplc: 1602
i 

gififilfieflfifigme ; 333:2; Data Acquisition Time : 81191201832: 7:041FM 

RackNial : on 8:22;: finanager
I 

3332” 
Amwm 

; 
$000000 Dilution Factor : 1.000000 

Result File : c:\ams\data\061918\10uL—010-20180819-1 53814.rst 
Sequence File : C:\AMS\seq\caf_linearity.seq 

.26 

non-E} 

:3 

Response 

[mVl

.
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Immmmdumm 
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" \ x 1.. 
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____. 
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_-___ 

rflllnIliIlllllHlIllllllHrlHlllHIIIIHIHHIllllllllIIIIHIIHIIIIII'HIIIIHI] 
0.10 0.20 0.30 0.40 050 0.80 0.70 0.80 

Tm[m2n) 

HPLC1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 0.275 239982.93 43794.35 

239982.93 43794.35 

Missing Component Report 
Componem Expected Retention (Calibration File) 

caffeine 2.000 

E] 
°_:1



• 

Softwar Ver 
Reproc ss N 
Sample am 

%strum tit N 
RackNi 
Sample IAmo 
Cycle 

ResultPrile : 
Sequenb Fil 

n 	: 6.3.2.0646 
ber : hplc: 1603 

: 20uL 
e : HPLC 

: 0/1 
: 1.000000 
:3 

Page 1 of 1 

Date 	 : 8/19/2018 3:39:50 PM 

Data Acquisition Time : 8/19/2018 3:38:41 PM 
Channel 	 : A 
Operator 	 : manager 
Dilution Factor 	: 1.000000 

amsklata1061918\20uL-011-20180819-153949.rst 
: C:\AMS1seq\caf  linearity.seq 

cr■ N  
N 
O 

14 

120- 

100 — 
6n 	- 
a, 

CC 

80 

Peak 

1 Gaffe 

Missir Co 
Componen 

All copon 

Clom 
N 

• 

I 

ti 

................. ..• 

1 

111111i11111111111111111IIII111111111111111111111IIIIIIIIII11111ifillif11111111111THII; Tr 
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	080 	0.90 

Time (min) 

HPLC1 
nent Time 	Area 	Height 
e 	[min] [uV•sec] 	[A/ 

e 	0.293 503123.63 81710.08 

503123.63 81710.08 

ponent Report 
Expected Retention (Calibration File) 

nts were found 

o Page 1 of 1 

Software Vers an : 6.3.2.0646 Date : 8/19/2018 3:39:50 PM 
Reproc ss NL nber : hplc: 1603 
Sample ame : 20uL . .. . . _ _ 

Istrum fitNa ne : HPLC Data Acqunsxtlon‘l‘lme . 8/19/2018 3.38.41 PM 
- . Channel : A Rack/V: 
A 

' 0’1 
Operator ' manager Sample -m°L 1t 

3 

1'000000 
Dilution Factor : 1.000000 

Cycle 
I 

. 3 

i
3 

Result F iie : 
g 

\ams\data\061918\20uL~011-20180819-153949Jst 
Sequenc'e Fil. : C:\AMS\seq\caf_linearity.seq

I 

'
3 

g; 
Ito—=—
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g
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I l '

3 
IIIIIIIllllllIIHIIH‘IITIIWI[HIFITIFITTI’HIII||lllllH'llll'lfillflll'lllllm 

0.10 0.20 0.30 0.40 0.50 0.60 0.10 0 30 0.90
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fNae 

HPLC1 
Peak Qumrll nent Time Area Height 

[min] [uV'sec] [uV] 

1 ciaffeAe 

Missin 
Componen 

0.293 503123.63 81710.08 

503123.63 81710.08 

4 Co 
f 
ponent Report 
Expected Retention (Calibration File)

I 
All an n

i 

pon Fnts were found 

Time [min]
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Softwar n 	: 6.3.2.0646 Date 	 : 8/19/2018 3:42:07 PM 
Reproc ss N 	ber : hplc: 1604 
Sample 	am 	: 30uL 
.'strum nt N 	e 	: HPLC Data Acquisition Time : 8/19/2018 3:40:59 PM 

RackNi 	 : 0/1 Channel 	 : A 

Sample Arno 	: 1.000000 Operator 	 : manager 

Cycle 4 	 Dilution Factor 	: 1.000000 

Result 
Segue 

ile Mams\data1061918130uL-012-20180819-154206.rst 
ce File : C:IAMS1seq1caf linearity.seq 

-I 
w 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 	0.90 
Time [min) 

HPLC1 
onent Time 	Area 	Height 
me 	[min] [uV*sec] 	[uV] 

Ine 	0.295 769397.76 108933.11 

769397.76 108933.11 

mponent Report 
t Expected Retention (Calibration File) 

D ents were found 

60- 

Pea C 

Icaff 

Mis trig C 
Co pone 

160— 

14 

E 

C 

a 
m 100 

Page 1 of 1 

Sottwar Vere on 
Reproc s's NL nber : 

9ample am 
astrum rn! N: he 

Rack/Vial 
Sample Amo nt 
Cycle . r 

Result :ile : - \ams\data\061918\30uL—012—20180819-154206Jsl
fl 

:4 

Sequer (:e Fi 
F 

: C:\AMS\seq\caf_linearity.seq 

: 6.8.2.0646 Date 
hplc: 1604 

I 21%; Da‘a Acquisition Time : 

0/1 Channel 

: 1.000000 Operator 
Dilution Factor 

: 8/19/2018 3:42:07 PM 

8119/2018 3:40:59 PM 
: A 
: manager 
: 1.000000 

nllll 

qxuu-a..

. 

160-— 
llnl'llllxl

_ 1" 
.1!

§
§l| 

Jumuuummm 

Response 
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Peak Con] aonent Time Area Height 

0.10 o 20 can 040 0.50 
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H P LC 1 

# n ma [min] [uV'sec] [uV] 

1 §caff ine 0.295 769397.76 108933.11 
fin 

MissJ ng C ‘mponent Report 
Corr pone 1 Expected Retention (Calibration File) 

769397.76 108933.11 

All compJ ents were found

§ T ‘WVWWWWW 
070 
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0.80 0.90
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:34 OM Software Version : 
Reprocess Number : 
Sample Name 
nstrument Name : 
RackNial 
Sample Amount 	: 
Cycle 

6.3.2.0646 
hplc: 1612 
40uL 
HPLC 
0/1 
1.000000 
1 

Date 	 : 8/19/2018 5:0 

Data Acquisition Time : 8/19/2018 5: 
Channel 
	

A 
Operator 
	

tcprocess 
Dilution Factor 
	

1.000000 

:24, PM 

Result File : cAams\data1061918140uL-013-20180819-170933.rst 
Sequence File : C:\AMS‘seq\caf linearity.seq 

n 

	(-1 
w 

0.10 
	

0.20 	0.30 	0.40 	 020 	0.60 	0.70 	020 	0.90 
Time (min) 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.307 1034511.50 133351.87 

1034511.50 133351.87 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

200— 

—1 

R
es

po
ns

e  
[m

y)
  

150j 

,00 

Fag; 1 of1 

Software Version : 6.3.2.0646 Date : 8/19/2018 526 3:34 IBM 

Reprocess Number : hplc: 1612 
Sample Name : 40uL . . . 

nstrument Name : HPLC Data Acqmsntlon Time : 8/19/2018 5:( 3:24_ M 

RackNial : 0/1 82:33 
: 

aprocess Sam leA t : 1.000000 ‘ ' 

Cyclg 
”'°“" 

: 1 
Dilution Factor : 1.000000 

Result File : c:\ams\data\061918\40uL-013-20180819-170933.rst 
Sequence File : C:\AMS\seq\caf_linearily.seq 

.3! 

-L‘Lufi S“ 
_s_ 

a 1' 
I00— 

-! 

:4 . 

, 

' - 

3 E 
i 3 
|'r1 ”I . In". ;..H!|l”Illli'IHIIIIIIIIIIllllllllllllllllllllflTIHllllllllll'llHlHHIIIIIIlllll IIIITEH. 

0.10 0.20 030 0.40 (150 0.60 0.70 0.60 0.90 

mum: . 

Peak Component Time Area Height 
# Name [min] [uV'sec] [uV] 

1 caffeine 0.307 103451150 133351.87 

103451150 133351.87 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found

I

I
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Software Version 	: 6.3.2.0646 
Reprocess Number : hplc: 1613 
Sample Name 	: 50uL 
instrument Name : HPLC 
RackNial : 	0/1 
Sample Amount : 1.000000 
Cycle : 2 

Date 	 : 8/19/2018 5: ' :01 

Data Acquisition Time : 8/19/2018 5: 
Channel 	 : A 
Operator 	 : tcprocess 
Dilution Factor 	: 1.000000 

:52, 

M 

M 

Result File : cAamsklata\061918\50uL-014-20180819-171201.rst 
Sequence File : CAAMS1seq•caf linearity.seq 

20021 

--; 
; 

—1 

100— 

LL 

illi' 1 111 I  11111 III 	I 1111 I 11 I I 11 I Ill I I III I [I I I 1 	
I 	

1111 1 1 Ij: 7  

0.10 	0.20 	0.30 	0.40 	 0.90 0.50 
Time (min) 

0.60 	0.70 	0.80 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	[min] (uVhsec] 	juVI 

1 caffeine 	0.317 1391695.85 152945.66 

1391695.85 152945.66 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

P3941 of 1 

Software Version : 6.3.2.0646 Date : 8/19/2018511 2:01 M 

Reprocess Number : hplc: 1613 
Sample Name : SOUL 
.nstrument Name : HPLC Data Acquisition Time : 8/19/2018 5: 3:52, M 

RackNial : 0/1 8:23:21, aprocess 
: .000000 ' 

€335” 
Amount 

: a Dilution Factor : 1.000000 

Result File : c:\ams\data\061918\50uL—O14-201 80819-171201.rst 
Sequence File : C:\AMS\seq\caf_linearity.seq 

5"! 

ZOO—:1
\ 

_._i ‘2 
~ . 

uso—--i

3 
to

\ 

-1f
4 

.. I 

Response 

[mV] 

..... ' _. ..

a 

Eell'iHll'llllllllllllllllllllIIIIIIHIIIIIllIIIIIHIIIIIHIHTIIIIHIIIIITHHIIIW H!!! ”F! 
0.10 0.20 0.30 0.40 0.50 0.60 0.70 0.80 030 

CAFFEI- 

mum) 

HPLC1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.317 1391695135 152945.66 

1 391695.85 1 52945.66 

Missing Component Report 
Component Expected Re1ention (Calibration Fiie) 

All components were found



. o peaks available to repo 
Missin. 	 eport • I • ■ 

Software Version : 
Reprocess Number : 
Sample Name 
nstrument Name : 
RackNial 
Sample Amount 	: 
Cycle 

6.3.2.0646 
hplc: 1614 
CO 
HPLC 
0/2 
1.000000 
3 

Date 

Data Acquisition Time 
Channel 
Operator 
Dilution Factor 

: 8/19/2018 5:' 

: 8/19/2018 5:' 
:A 
: tcprocess 
: 1.000000 

Pag 1 of 1 

:08 M 

:0 1' M 

Result File : c:\ams\data\06191C0-015-20180819-171408.rst  
Sequence File : CAAMS1seq1caf linearity.seq 

68. 

E 
= 

660-1 
■■•11•111 
•••••• 

65.0=9 

' s lot 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (mini 

HPLC1 

Component Expected Retention (Calibration File) 

caffeine 	 2.000 

No ) 

Lill 	it Fir: 
0.90 

Page 1 of 1 

Software Version : 6.3.2.0646 Date : 8/19/2018 5% 4:08 PM 
Reprocess Number 2 hplc: 1614 
Sample Name : CO 
nstrument Name : HPLC Data Acquisition Tune : 8/19/2018 521 

RackNial : 0/2 82:31: Qprocess s l : . .
' 

GiggeAmwm 
: 

$000000 Dilution Factor 1 1.000000 

Result File : c:\ams\data\06191CO-015-20180819-171408.rst 
Sequence File : C:\AMS\seq\caf_linearity.seq 

3:01'F’M

a 
63.03

s 
ism-g: 
a .3 
“660-; / ifinw 

650% 
.. ..----... 

Q. ., , . fl 'In.{HH'IHIIIIHIIHIIHIIIIIII|III|IIIJIH|llllllIIIIIIIIIIPIIIIIIIIIIIHIIIHl ”'I' “In” 
(MO 020 0.30 0.40 050 0.60 0,70 050 0.90 

Tmlmin) 

/"W 
,,;;’/ HPLC1 

0 peaks available to rape 
Missin port 
Component Expected Retention (Calibration File) 

caffeine 2.000 

No)
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Software Version : 
Reprocess Number : 
Sample Name 
nstrument Name 
RackNial 
Sample Amount 
Cycle 

6.3.2.0646 
hplc: 1611 
Blank 
HPLC 
0/2 
1.000000 
1 

Date 

Data Acquisition Time 
Channel 
Operator 
Dilution Factor 

: 8/19/2018 5:C 

: 8/19/2018 5:0 
:A 
: manager 
: 1.000000 

:27 P M 

:17.P 

Result File : cAams1data\0619181Blank-009-20180819-170326.rst 
Sequence File : CAAMS\seq1caf linearity.seq 

J--------- 63.1 n / \ 
IL
562 0—g 
 ..L: 

' 	.., 
S —  ast.ol 	 / 
cc ..=  

ato-t1 

a 

ETTIFTI  
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 	0.90 

Time (mini 

HPLC1 

Component Expected Retention (Calibration File) 

caffeine 	 2.000 

;1117-7 

. Page 1 of1 

Software Version : 6.3.2.0646 Date : 8/19/2018 5:0 #:27 F M 
Reprocess Number : hplc: 1611 
Sam I N : Bl k 
ns‘ggenffigme ; ”SEC Data Acquisition Time : 8/19/2018 5:c 2:17EFM 

Rack/Vial : 0’2 ((3)2233 ganager 
S A : .0000 .

' 
Giggle mount 

: 
.1‘ 

00 
Dilution Factor : 1.000000 

Result File : c:\ams\data\061 918\B|ank~009-2018081947032615! ' 

Sequence File: C:\AMS\seq\caf_linearity.seq

N a; sap-g 

Sam-'3 
5- E 
3 3 
3510—23 &.2

F 
son-g3I 

'3 «whim. 
5.

I 

5
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I"1[|I HHI””1IHI'HIIIHHIHHIHHIHIIllIH'ITHIIIHIITTIIHIIIHHIIIHI ”I“ BIT-W 

0.10 m can 030 
Tim {M} 

HPLC1 

Component Expected Retention (Calibration File) 

caffeine 2.000
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• Software Version 	: 6.3.2.0646 
Reprocess Number : hplc: 1571 
Sample Name 	: 
Instrument Name : HPLC 
RackNial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 1  

Date 	 : 8/19/2018 11:•9:00 AM 

Data Acquisition Time : 8/19/2018 11: 7:52IAM 
Channel 	 : A 
Operator 	 : manager 
Dilution Factor 	: 1.000000 

Result File : c:\ams\data\0819181w1202.rst  
Sequence File : CAAMS1seq\caf wavelength.seq 

E 

Cc" 

Id TI  

	

4004 	
\ 

 I \ 

	

300- :7-

- 

1 	

I 

I .., 
--.

- 

.1 
'- 200 7 

	

-4 	I 

	

1 oo-Hg 	/ 
=.1 --7— 

1 
LT, 

	

1 	tc).  
"o 

	

i 	liiliiiiiIIIIIIIIIIiIIIIIIIIIIIIIIIIIIIIIrriiiiiiiiiiii[IIIIIIIIIImilliiiiiimi .     
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 

Time (min) 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.064 786745.04 427293.73 

786745.04 427293.73 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

0.90 

l 

. p Pagé1of1 

Software Version : 6.3.2.0646 Date : 8/19/2018 11: 59:00 AM 
Reprocess Number 2 hplc: 1571 
Sample Name ' 

Instrument Name HPLC Data Acquisition Time: 8/19/2018 11: 57:521AM 

Rack/Vial : 0/1 8223:: I ganager Sam le : .oooooo ' 

Cyclg 
Amount 

: 1 
Dilution Factor : 1.000000 

Result File : c:\ams\data\081918\w1202.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq

8 

3 f
I

t 

4003 \ E 

s h 
inn-E 

j 

‘-

2 

§ -§
5 mg; I "i I 

100-2 I ‘-. 

.33 ‘7'] l 

I § 
ill'l' I”IIIHIHHIHHIHIIIIIHIIHIIIIIllHHIHIIIHIHIIHIIII|||'H|Hl||llr"T-ITIHTin-J- 

0.10 
“mo; [min] 

0-70 D. 80 0.90 f

i 

HPLC-1 : 

Peak Component Time Area Height
: 

# Name [min] [uV'sec] [uVl 

1 caffeine 0.064 786745.04 427293.73 3 

786745.04 427293.73 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



Page 1 of 1 

Software Version : 
Reprocess Number : 
Sample Name 
Instrument Name : 
RackNial 
Sample Amount 	: 
Cycle 

• 

6.3.2.0646 
hplc: 1572 

HPLC 
0/1 
1.000000 
2 

Date 

Data Acquisition Time 
Channel 
Operator 
Dilution Factor 

: 8/19/2018 12: 

: 8/19/2018 11: 
:A 
: manager 
: 1.000000 

1:07 PM 

9:58 SAM 

Result File : c:\ams\data10819181w1203.rst  
Sequence File : CAAMS1seq1caf wavelength.seq 

0 

500= 

40 

30 

Ix 200=1  

w 
LL 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (mini 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.073 812817.67 447138.72 

812817.67 447138.72 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

0.90 ! 

I 

.9 Page 1 of 1 

Software Version : 6.3.2.0646 Date : 8I19I2018 12: )1:07 PM 
I Reprocess Number : hplc: 1572 

Sample Name ' 

Instrument Name HPLC Data Acquisition Time : 8I19/201811:59:58|AM 

RackNial : 011 Channel : A
i 

SampleAmount : 1.000000 Ope{ator 3 manager
i 

Cycle : 2 Dilution Factor : 1.000000
9 

Result File : c:\ams\data\081918\w1203.rst 
Sequence File : C:\AMS\seq\caf_wavelenglh.seq 

‘01 

Response 

(mvl

' 

duuTuul 

i 
a 

i 
l 
n

1 

i
I 

'
I 

I Q 

l 3 : 

gnmgmIInn]InIIHIIIIIIIIHHIHHIImllmlllnllmlnnlIHIIHHIHIIIHHII HIHIIIHTI 
I 

0.10 0.20 0.30 0,40 0.50 0.60 0.70 0.50 0.90! 
Time lm'm) 

HPLC-1 . 

Peak Component Time Area Height 
# Name [min] [uV'sec] [uV]

i 

1 caffeine 0.073 812817.67 447138.72
| 

812817.67 447133.72 i 

Missing Component Report 1 

Component Expected Retention (Calibration File)
I 

All components were found
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: 8/19/2018 12: 3:14 PM [ 

: 8/19/2018 12: 2:07! PM 
:A 
: manager 
: 1.000000 

Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1573 
Sample Name 
Instrument Name : HPLC 
RackNial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 3 

Date 

Data Acquisition Time 
Channel 
Operator 
Dilution Factor 

• • 

Result File : c:\amsklata10819181w1-204.rst  
Sequence File : CAAMS1seq1caf wavelength.seq 

0 

500= 
--I 

400-5 
S —g 

r, 300— 
k s „, 
cc  200=4  

100-E 

Eli 

in11111;1111111111111111111111111111111Iiii11111111111111111111111111 1 1111 1 1 11 1 1 : 11 1 1  

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (mini 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	(min] [uV*sec] 	[uV] 

1 caffeine 	0.064 839441.71 461618.49 

839441.71 461618.49 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

i 

a Page 1 of 1 

Software Version : 6.3.2.0646 Date : 8/19/201812: 3:14 PM 
Reprocess Number : hplc: 1573 
Sam le Nam . 

,nstrflmenmsme : HPLC Data Acquisition Time : 8/19/2018 12:52:071PM 

RackNiaI : 0’1 82:3: finanager
l 

S l : .0 O . .
' c;:,‘§°"‘"°“"‘ 

: :1, 

0 00° 
Dilution Factor : 1.000000

! 

i

3 

Result File : c:\ams\data\081918\wl-204.rst
i 

Sequence File : C:\AMS\seq\caf_wavelength.seq 
!

I 

§ 5 

500 

E A
= 

mg '

i 

9 3
\ 

g g * 

2 300—; 
I

I 

g i . 

.2 m \ i 

\ E 

= 2

I Ioo—-g 
. _‘ ‘

_ 

‘2 1 i 

g

g 
gal!I|H||IIII|lIIHUIIIIIII|l||llllllrllflll[Hillllllllllllllllllll'llIlll‘flTllHnil I:;:.i.l‘f'7' 

' 
mo 0.20 0.30 0.40 0.50 0.60 0.70 o.'ao 0.90, 

Tmlmin]

I 

HPLC-1
, 

Peak Component Time Area Height f 

# Name [min] [uV‘sec] [W]
l 

1 caffeine 0.064 839441.71 461618.49

i 
839441.71 461618.49

§ 

Missing Component Report § 

Component Expected Retemion (Calibration File) ; 

All components were found

é



500— 

400—ai 

300— 

cc 	= 200—= 

0 

Page 1 of 1 

Software Version 	: 6.3.2.0646 
Reprocess Number : hplc: 1574 
Sample Name 	: 
mstrument Name : HPLC 
RackNial : 0/1 
Sample Amount : 1.000000 
Cycle : 4 

Date 	 : 8/19/2018 12: 5:22 PM 

Data Acquisition Time : 8/19/2018 12: 
Channel 
	

:A 
Operator 	 : manager 
Dilution Factor 	: 1.000000 

4:14IPM 

Result File : c:\amsklata\081918\w1-205.rst  
Sequence File : CAAMS1seq1caf wavelength.seq 

	 ! FT:F■171-  

0.90 
1111111111111iIIIIIIIIIIiiiiii1111111111111111111111Ii1111111 -1111111111111 1 11 111 1 1111 1i 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (min) 

HPLC-1 
Peak Component Time Area 

Name 	[min] [uV*sec] 
• Height 

ruV1 

1 caffeine 	0.069 885088.45 487180.66 

885088.45 487180.66 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

!
i 

Page 1 of 1 

Software Version : 6.3.2.0646 Date : 8/19/201812: 
Reprocess Number : hplc: 1574 
Sam 1e N . _ _ . 

.nstrSmen::J‘:me ; HPLC Data Acqmsmon Time : 8/19/2018 12: 

RackNial : 0/1 gggrriggr 3 ganager S : ,
. 

c3338 
Amount 

; 1 
000000 

Dilution Factor : 1.000000 

Result File : c:\ams\data\081918\wl-205.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq 

B522 PM 

54:14 PM 

.07

i 
I 

i 

I 
I 

I 

! 

I

i

i

l 

I 

i
l
I
I

. 

_J 
5003: 

Iona—J N.» 
I

E 

l
I 

CAFFEI—

; 

i|IIIIHIIIHHIIIIIIIIIIPIHIIIIIIIIIIIIIIIIIIHI|IIIIHIIIHHIHHIHIII IHI ! l l—ET ..:..W' 
0.10 0.20 0.30 0.40 0450 0.60 0.10 0.30 

Tune (min) 

HPLC-1
. 

Peak Component Time Area Height 
# Name [min] [uV‘sec] [uV] 

1 caffeine 0.069 885088.45 487180.66 

885088.45 487180.66 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

I . 

0.901



Page 1 of 1 

Software Version 	: 6.3.2.0646 
Reprocess Number : hplc: 1575 
Sample Name 
.nstrument Name : HPLC 
Rack/Vial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 1 

Date 	 : 8/19/2018 12: 

Data Acquisition Time : 8/19/2018 12: 
Channel 
	

:A 
Operator 	 : manager 
Dilution Factor 
	: 1.000000 

2:40 PM 

1:321PM 

Result File : c:\ams\data\0819181w1-206.rst  
Sequence File : C: ■AMS\seq\caf wavelength.seq 

A 
500— 

Ei 

S 300-a  

a 200• 

ar, 
100 	; 

w 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (min) 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV•sec] 	[uV] 

1 caffeine 	0.064 876657.55 480501.63 

876657.55 480501.63 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

I 	11111:1!i:!fi 

0.90 • 

: PageI 1 of 1 

‘ Software Version : 6.3.2.0646 Date : 8/19/2018 12:12:40 PM 

Reprocess Number : hplc: 1575 

iififfiefiffizme HPLC Data Acquisition Time : 8/19/201812:E1:32|PM 

Rack/Vial 0/1 (0)2323): ganager : 

332:2"? 
Amm’m 

; 
$000000 Dilution Factor : 1.000000

3 

Result File : c:\ams\data\081918\wl-206.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq

§ 
_xz.muuhmiuu 

=l 
soc—:5.

A 

9 :5] 
ax 

"
i

!§ l 
. I

I 

g
E 

! 3 : 

:Illlllll|IIIHIIIHIHHIIII||NH||HTI1III'IllTrrnllllllllHllHHll||||||Il|lllill ”pawn 
0.10 0.20 0.30 0.40 050 0.60 0.10 0.80 0.90 ' 

fime'lmin) 
.

I 

HPLC-1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.064 876657.55 480501.63 ; 

876657.55 480501.63
i 

Missing Component Report I 

Component Expected Retention (Calibration File) !

I 

All components were found



Page 1 of 1 

Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1576 
Sample Name 
.nstrument Name : HPLC 
RackNial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 1 

Date 	 : 8/19/2018 12: 

Data Acquisition Time : 8/19/2018 12: 
Channel 	 : A 
Operator 	 : tcprocess 
Dilution Factor 	: 1.000000 

6:35 PM 

5:27;PM 

Result File : c:\ams\data\081918\w1-207.rst  
Sequence File : C:NAMS\seq1caf wavelength.seq 

• 

500 

= 
400-a 

3001 

200— 

1001 

LT, 

	

1.711111111111111111111 	[pity 	 
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 

Time (min) 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.068 873309.89 481834.95 

873309.89 481834.95 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

I I I I 	I I I Frjr 
0.90 

Pagé 1 of 1 

Software Version 2 6.3.2.0646 Date : 8/19/2018 12:: 
Reprocess Number : hplc: 1576 
Sam I N : 

,nsuggenmgme : HPLC Data Acquisition Time : 8/19/20181224 

RackNial : 0’1 3:233 mcess s l A ; .oooooo - 

032?: 
8 "mm 

: 1 
Dilution Factor : 1.000000 

Result File : c:\ams\data\081918\wl-207.rst 
Sequence File 2 C:\AMS\seq\caf_wavelength.seq 

{6:35 PM 

25:273PM 

_' ? 
saw—g1 

/\ ME A 

z —=——' '\ 
gm; 
320% 1' 

mg l \ 
_=l__l..l m.“

I 

1 

{5;

i 
izl‘llllllHTlllllllH IIIHIIHITITIIIIHll‘IHIIHIIIIIIIIIHIIIIIIIHHIWTTT 

0.10 0.20 0.30 0.40 050 0.60 0.70 0.50 
Tm: [min] 

HPLC-1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.068 873309.89 481834.95 

873309.89 481834.95 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



O 
O 

Page 1 of 1 

8:43 PM Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1577 
Sample Name 
Instrument Name : HPLC 
RackNial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 2 

Date 	 : 8/19/2018 12: 

Data Acquisition Time : 8/19/2018 12: 
Channel 	 : A 
Operator 	 : tcprocess 
Dilution Factor 	: 1.000000 

7:37 PM 

Result File : c:\ams\data\0819181w1-208.rst  
Sequence File : C:NAMS\seq\caf wavelength.seq 

IIII I ~iIIII; 

0.90 
1111111111111111111111111IIIHITHIIIIMIIM11111IliiI111in 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 
Time (mint 

HPLC-1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uVj 

1 caffeine 	0.070 867719.17 476814.34 

867719.17 476814.34 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

I 

.r Page 1 of 1 

Software Version : 6.3.2.0646 Date : 8/19/2018 12:1[8z43 PM 

Reprocess Number : hplc: 1577 

fiasmfiefiffigme HPLC Data Acquisition Time : 8/19/201812::L7:37;PM 

RackNial 0/1 83:32: Qprocess
! 

33353 
Amm’m 

; 
$300000 Dilution Factor : 1.000000 ‘ 

Result File : c:\ams\data\081918\wl-208.rst 
Sequence File : C:\AMS\seq\caf_wavelength.seq 

07 

v. 

.5 
mg 

0.3 ‘ 

E a .
‘ 

g 

300—: 
I 

\
. 

“ 200:; I
' 

-54 g \\ 1| 

loo-1:3 ,’ \_ 
.PIJ.’-YJ 

I 

i

I 

a E 3 

iHHIHWIHHII|||lllllllllllrlllllllllllllIIHIIIIHIIIIIIHII'IIIIIIIHIIIIIIHIIII |Il||f1|llii 
I 

0.10 0.20 0.30 0.40 0.50 0.60 0.70 0.50 0.90I 
Timelmin) I 

I
. 

HPLC-1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.070 867719.17 476814.34 

867719.17 476814.34 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found :



Pag 1 of 1 

6:08 AM 

5:00 AM 

Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1517 
Sample Name 	RSD 
instrument Name : HPLC 
RackNial 	: 0/1 
Sample Amount 	: 1.000000 
Cycle 	 : 1 

Date 	 : 6/29/2018 11 

Data Acquisition Time : 6/29/2018 11 
Channel 	 : A 
Operator 	 : ams 
Dilution Factor 	: 1.000000 

Result File : c:\ams\data\061918\rsd -001 -20180629 -111607.rst  
Sequence File : CAAMS1seq\Full Calibration.seq 

20o- 

I 

	1111111111111111iIIIIIIIIIII1111Tliffii11111111111111111111111111111111  
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 

Time (min] 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	(min] [uV*sec] 	[uV] 

1 caffeine 	0.068 318389.94 179173.52 

318389.94 179173.52 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

Il l  
0.90 

rr 

1" Page1of1
~ 

ntware Version : 6.3.2.0646 Dale : 6/29/201811 16:08 AM 
Reprocess Number : hplc: 1517 
Sample Name : RSD

( 

.nstrument Name : HPLO Data Acquisition Time : 6/29/2018 11 15:00 AM 

, 

RackNial : 0/1 $2353 3 :ms 
; (53:32” 

”mum 
; 

$000000 Dilution Factor : 1.000000 

Result File : c:\ams\data\06191 8\rsd-001-201 80629-1 11607.rst 
Sequence File : C:\AMS\seq\Full Calibration.seq 

.07 

Him-

5 5 »
. 

gun-:1 

=2 3 ! 

mg;
I ‘l 

3...? l 
*— 

' l 
l E 
:FUHIIlil'hH11HllIIHIHHIIHII”UlllnllllIIIIIIIHHIITnTlHllHIIIUHTHH] ”W “in”. 

0.10 0.20 0.30 0.40 0.50 0.60 0.10 0.50 030 

' Tlrnelmin] 

HPLC1 
Peak Component Time Area Height 

# Name [min] [uV'sec] [uV] 

1 caffeine 0.068 318389.94 179173.52 

318389.94 179173.52 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



Date 6.3.2.0646 
hplc: 1518 

: RSD 
: HPLC 
: 0/1 
: 1.000000 
:2 

Software Version 	: 
Reprocess Number • 
Sample Name 
instrument Name 
RackNial 
Sample Amount 
Cycle 

: 6/29/2018 11 

Data Acquisition Time : 6/29/2018 11 
Channel 	 : A 
Operator 	 : ams 
Dilution Factor 	: 1.000000 

Page 1 of 1 

8:04 AM 

6:57 AM 

Result File : c:\ams\data\061918\rsd-002-20180629-111804.rst  
Sequence File : CAAMS\seq\Full Calibration.seq 

0 
0 

200 	 

R
e
sp

o
ns

e  
(m

V
)  

H 
150 

w 
LL 

1 1 1 

0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 
Time (min] 

HPLC1 
Peak Component Time 

Name 	[min] 
Area 	Height 

[uV" sec] 	[uV] 

ri-17: 

100-- 

I 	! 
0.90 

11 1 11 
0.80 

1 caffeine 0.065 320876.23 180344.41 

320876.23 180344.41 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

|A Fag; 1 of 1 

Software Version : 6.3.2.0646 Date : 6/29/2018 11i 8:041AM 
Reprocess Number : hplc: 1518 ‘ 

Sample Name : RSD . . . .

‘ 

Instrument Name : HPLC Data Acqunsmon Time : 6/29/2018 11 I'M-3:57AM 

RackNial : 0/1 Channe' 
f

A 

Sample Amount : 1.000000 OPefa‘OF ‘ ams 

Cycle : 2 DIIUtn Factor : 1.000000 

Result File : c:\ams\data\061918\rsd—002-20180629—1 1 1804.rst 
Sequence File : C:\AMS\seq\Ful| Calibrationseq 

_..‘ I‘\\ 

: ‘

‘ 

200: 
\

‘ 

S j K‘

‘ 

5 LL \ 

k
i 

g-
\ 

§ 
150 

J‘ 
c 

\
1 

OJ 7 ‘

K K 

100‘»?- 
\‘l 

\‘
‘ 

i

‘ 

% I \ _ 
7.. ( 

,‘

f 
i E 
\ U 

'H'T;1HNUHHHIHHMHIIEHIEHH 51H‘HWiHIWHIHIHIHIY" ‘IH‘ITH‘HH‘H‘ 
010 

l 

020 030 040 050 0‘60 070 080 090 
Timelmml 

Peak Component Time Area Height 
# Name [min] [uV’sec] [uV] 

1 caffeine 0.065 320876.23 180344.41 

320876.23 180344.41 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



\yr 

Pag 1 of 1 
. 	 

Software Version : 
Reprocess Number : 
Sample Name 
instrument Name : 
RackNial 
Sample Amount 	: 
Cycle 

6.3.2.0646 
hplc: 1519 
RSD 
HPLC 
0/1 
1.000000 
3 

Date 	 : 6/29/2018 11 

Data Acquisition Time : 6/29/2018 11 
Channel 	 : A 
Operator 	 : ams 
Dilution Factor 	: 1.000000 

0:01 AM 

8:53 AM 

Result File : cAamsklata\0619181rsd-003-20180629-112000.rst 
Sequence File : CAAMSkseq1Full Calibration.seq 

es 
9 

1 

t. 

11• 11111111111111111111111111111111111,11111,11 
0.70 	0.80 	0.90 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.066 319591.53 179814.57 

319591.53 179814.57 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

0.10 	0.20 	0.30 	0.40 0.50 	0.60 
Time (min) 

I  

‘3 
Pag 1of1 

. 
Sofiware Version : 6.3.2.0646 Date : 6/29/201811 20:01 AM 
Reprocess Number : hplc: 1519 
S l N :RSD 
.nZEEnfienfig‘gme : HPLC Data Acquisition Time 

3 

6/29/201811 18:53 AM 

RackNial : 0/1 8223:], ; 9mg Sa : .OOOOOD . .
' 

Cyg‘g'e Amwm 
: :1 

Dlluhon Factor : 1.000000 

Result File : c:\ams\data\061918\rsd~003-20180629~112000.51 
Sequence File : C:\AMS\seq\Full Calibrationseq 

.3 
:1 

2001— 

s .- 
5 _ 
350.: 
33 : 

mo; 
:1 
I r

I 
' a 

‘5 

nullmlnulmllIn:[HulmllllllIllullmln”[HIIIIIlllluqllllpmlHHI H‘III l||lull 
. 

0.10 0.20 0.30 0.40 
T o.slo_ 

) 
0,60 0.70 0.50 0.90 

Imemm 

Peak Component Time Atea Height 
# Name [min] [uV'sec] [uV] 

1 caffeine 0.066 319591.53 179814.57 

319591.53 179814.57 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



Date 6.3.2.0646 
hplc: 1521 

: RSD 
: HPLC 
: 0/1 
: 1.000000 
: 5 

Software Version 	: 
Reprocess Number : 
Sample Name 
Instrument Name 
RackNial 
Sample Amount 
Cycle 

: 6/29/2018 11 

Data Acquisition Time : 6/29/2018 11 
Channel 	 : A 
Operator 	 : ams 
Dilution Factor 	: 1.000000 

Page 1 of 1 

Result File : c:\ams\data\061918\rsd-005.rst  
Sequence File : CAAMS\seq\Full Calibration.seq 

O 
O 

200— 

R
es

p
o

n
se

  [
m

V
]  

150 	 

 

  

100 

H 

3:52 AM 

'2:44 AM 

1 	1 	11 IIII 	11111 
0.80 

11 	1111 	1 	I 	111 	11 	1 	11 	111111 	1 	1 	1 	11 	I 	1 	11 	1 	II 	11 	11 	11111 	1 	1 	1 	1 
	

II 	II 
	

III 	I 

	

0.10 	0.20 	0.30 	0.40 	0.50 
	

0 60 
Time [min] 

0.70 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.072 319464.86 180156.08 

319464.86 180156.08 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

11111 	1111 	I 	lir 

0.90 

1 ‘ 

Page; 1 of 1 

Software Version : 6.3.2.0646 Date : 6/29/2018 11 23:52AM 
Reprocess Number : hplc: 1521 
Sample Name : RSD . . . . w 

Instrument Name 2 HPLC Data Acqunsmon Tlme : 6/29/2018 11 22:44IAM 

RackNial : 0/1 Channe' 3 A ' 

Sample Amount : 1.000000 Operator i am 
Cycle : 5 Dilution Factor : 1,000000 

Result File : c:\ams\data\061918\rsd-005‘rst 
Sequence File : C:\AMS\seq\Ful| Calibrationseq 

L, 7 

__'; 
“

‘ 

H 
200 : I 

4
r 

a 
‘50

j 

100
W 

a \\ 

1‘ [ 

I 

I
, 

ZWTI“mH‘lHII‘HI‘HH‘I‘H‘H I’HH‘1\HMIH|||H‘Hll‘wwlll‘llilllflwlml W 
H"T"'1' 

010 020 030 040 
I 

050 050 070 
‘ 

080 090 
Timelmm] 

Peak Component Time Area Height 
# Name [min] [uV'sec] [uV] 

1 caffeine 0.072 319464.86 180156.08 

319464.86 180156.08 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



Page 1 of 1 

Software Version : 	6.3.2.0646 Date : 6/29/2018 11 
Reprocess Number : 	hplc: 	1522 
Sample Name : RSD 
instrument Name : HPLC Data Acquisition Time : 6/29/2018 11 

RackNial : 	0/1 Channel : A 

Sample Amount : 	1.000000 Operator : ams 

Cycle :6 Dilution Factor : 	1.000000 

Result File : c:\ams\data\061918\rsd-006.rst  
Sequence File : C:\AMS\seq\Full  Calibration.seq 

5:49 AM 

24:41 AM 

0 
0 

200 	 

E 	— 

`2 150 	 
0 

in 

ct 

100 

Fr TIT] 1 1 1 1 11 1 1 1 1 1 1 1 1 1 11 11 11 1 1 1 111 11 

0.10 	0.20 	0.30  

1111 	1111111111111 11 111111 111 	1 	1 	1 	1 	1 	1 	1 	1 	11 	1 	1 	1 	1 	1 	1 	1 	1 	1 	1 	1 

0.40 	0.50 	0.60 	0.70 	0.80 
Time  [m i n ] 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 	0.066 319005.87 179921.34 

319005.87 179921.34 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

H , 'ITP -1 ,  • 

0 . 90 

Fag; 1 of 1 

Software Version : 6.3.2.0646 Date : 6/29/201811 £5149‘AM 
Reprocess Number : hplc: 1522 
Sample Name : RSD . A. .

1 

Instrument Name : HPLC Data Acqulsmon Tlme : 6/29/201811 24:41AM 

RackNiaI : 0/1 Channe' i A 

Sample Amount : 1‘000000 Opefator 3 ams 

Cycle : 6 Dilution Factor : 1‘000000 

Result File : c:\ams\data\061918\rsd-006.rst 
Sequence File : C:\AMS\seq\Ful| Calibrationseq 

Response[mvl é
\ Li 

ALLA 

"r '4 H{IHI‘HI\[HIIW[IJ‘WHIIHIHIM{MHIHWNH‘I Mimfll'fl‘lmfwm: 
oao 

‘ ‘ ‘ ‘ 

0‘0 020 040 050 060 070 080 090‘ 
Time [min]

‘ 

HPLC1 3 

Peak Component Time Area Height 
# Name [min] [uV'sec] [uV] 

1 caffeine 0.066 319005.87 179921.34 

319005.87 179921.34 

Component Expected Retention (Calibration File) 

All components were found

1 

Missing Component Report



Page 1 of 1 

Software Version 
Reprocess Number 
Sample Name 
Instrument Name 
RackNial 
Sample Amount 
Cycle 

: 6.3.2.0646 
: hplc: 1524 
: RSD 
: HPLC 
: 0/1 
: 1.000000 
: 8 

Date 	 : 6/29/2018 11 29:41 AM 

Data Acquisition Time : 6/29/2018 11 
Channel 
	

:A 
Operator 
	 : ams 

Dilution Factor 	: 1.000000 

28:33 AM 

Result File : c:\ams\data\061918\rsd-008.rst  
Sequence File : C:\AMS\seq\Full  Calibration.seq 

0 0 

  

R
es

po
ns

e  
[m

V
]  

200- 	 

150 

1 00— 

w 
LL 
0  

11111111III! 

0 90 
1 	I 	! 	1 1 	II 	1 	1 	1 111 	11 	I 	1 	1 	I 

	
1111111111111111111111111111111111 

0.10 	0.20 	0.30 	0.40 	0.50 
Time [min] 

111 1111 1 	1 	11 1111111111111111111 
0.60 	0.70 	0.80 

HPLC1 
Peak Component Time 	Area 	Height 

Name 	[min] [uV*sec] 	[uV] 

1 caffeine 0.070 319836.30 180316.81 

319836.30 180316.81 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

—— 
Page 1 of 1 

k ‘ , 7 7 _ , 7 7

‘ 

Software Version : 6.3.2.0646 Date : 6/29/201811 29:411AM 

Reprocess Number : hplc: 1524 ‘

‘ 

S l N : RSD A . . . 

,nifignfenffigme . HPLC Data AcISItIon Tlme : 6/29/2018 11 28:33AM 
' , \ 

RackNial : 0/1 82:2: 1 :ms 
S | A : 1.000000 ‘

' 

c3135 
6 mum 

: 8 
Dilution Factor : 1.000000 

Result File : c:\ams\data\061918\rsd—008‘rst ‘ 

Sequence FiIe : C:\AMS\seq\Full Calibration.seq
‘ W“
\ 

; 

Cf 

:- x‘ ‘2
1 

200 _: ‘i 
“\ 

i :2 ;‘ ‘2 

g 
150 l 

J 

v‘ 

c? 
:1 ‘ 3‘ 

voo—u 
J 

\\ f / 

‘\ 

:7 v 
‘ 

‘T- * ' , -' 
‘

E 
‘

3 
'1' 

2‘ V“ MiHM!‘TTWTW‘J'WW"Lilbw\W‘TW: wfl‘ “ 
030 040 050 060 070 080 090 

Time [mm] 

Peak Component Time Area Height 
# Name [min] [uV*sec] [uV] 

1 caffeine 

319836.30 180316.81 

Missing Component Report 
Component Expected Retention (Calibration File) 

0.070 319836.30 180316.81 

All components were found
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AM 

AM 

: 3:13 

2:04 

Page 1 of 1 

Software Version : 6.3.2.0646 
Reprocess Number : hplc: 1531 
Sample Name 	: CO 
Instrument Name : HPLC 
RackNial 	: 0/2 
Sample Amount 	: 1.000000 
Cycle 	 : 15 

Result File : cAams\data106191C0-015.rst 
Sequence File : C:1AMS1seq1Full Calibration.seq 

Date 	 : 6/29/2018 11 

Data Acquisition Time : 6/29/2018 11 
Channel 	 : A 
Operator 	 : ams 
Dilution Factor 	: 1.000000 

ti 

0.10 	0.20 0.30 	0A0 	0.50 
Time (mint 

urIAA\phrs-A- 

0.60 	0.70 	0.80 	0.90 

HPLC1 
No peaks available to report 
Missing Component Report 
Component Expected Retention (Calibration File) 

caffeine 	 0.073 

Page 1 of1 

Software Version : 6.3.2.0646 Date : 6/29/201811 43:13 AM 

Reprocess Number : hplc: 1531 
: O .. . 

3235:3333” : ,3c Data Acquismon Time : 6/29/201811 42:04 AM 

RackNial : 0/2 
82:33:): 3 2m 

S : . D O . .
' 

Giggle Amount 
: 

1500 
00 

Dilution Factor : 1.000000 

Result File : c:\ams\data\06191CO-O15.rst 
Sequence File : C:\AMS\seq\Full Calibrationseq

E

i 
55 MWWWWM WM Win-,- 

INHIHHIHHIIllIIHIIlllllllllllllllllllllllIIIllllIHIIllIlllllllllllllllqlll Illll IIIHH‘ 
I 

0.10 0.20 0.30 0.40 
Writio‘ l 

0.60 0.10 0.80 0‘90 
mm 

HPLC’I 
No peaks available to report 
Missing Component Report 
Component Expected Retention (Calibration File) 

caffeine 0.073



: 6/29/2018 11: 1:37 • M Date Software Version 
Reprocess Number 
Sample Name 
Instrument Name 
RackNial 
Sample Amount 
Cycle 

: 6.3.2.0646 
1525 .../11 11 • 

: 0/2 
: 1.000000 
:9 

  

Pag = 1 of 1 

   

    

    

Data Acquisition Time : 
Channel 
Operator 
Dilution Factor 

0:29 a M 6/29/2018 11: 
:A 
: ams 
: 1.000000 

Result File : cAams1data\061918\Blank•009.rst 
Sequence File : CAAMMseq1Full Calibration.seq 

66.2-9 

=.7... 
..66.0—E.' 

7 -- 
g 65 8 :÷. 1- , 

5Lel 1 a 
cr  65.6—=1  

--E 
65.4-15i\., 

'-' 
--q 

..,„..An‘siLANArnyvvrv' f'•%,....n.."-vv..wv\p,0"-Nr-A.A.,40"NIV\r/-1,1si'm s-IV' 'NP 

imiiii111111Iimiiiiiiimi11111111111inirmpilTIT1111mgrwirminiipini 
0.10 	0.20 	0.30 	0.40 	0.50 	0.60 	0.70 	0.80 

Time (min] 

HPLC1 
No peaks available to report 
Missing Component Report 
Component Expected Retention (Calibration File) 

caffeine 	 0.073 

MI 

0.90 

1 1 1 1 1 1 ! 

f
0 Page 1 of 1 

Software Version : 6.3.2.0646 
Reprocess Number .111 ' 1525 
Sample Name 
Instrument Name : 

" C 
RackNial : 012 
Sample Amount : 1.000000 
Cycle : 9 

Date 

Data Acquisition Time 
Channel 
Operator 
Dilution Factor 

Result File : c:\ams\data\061918\Blank-009.rst 
Sequence File : C:\AMS\seq\Full Calibrationseq

f : 6/29/2018 11:. 1:37 AM 

6/29/201811 L012 

. A 
: ams 
: 1.000000 

9AM 

raw 

3 7' 

Response

l 
DI U! a 

llmlmlh 

"III! 
65.4— 

ulm 

\MJ \VWWWVWNWWVW MMWVW'WN 

No peaks available to report 
Missing Component Report 

Time (min) 

HPLC1 

Component Expected Retention (Calibration File) 

caffeine 0.073 

HHIIIIIIIllllI”Ilium”I]!IITIIHIIllllllllllllTrfrflrlllHlllll‘nll‘llllllllll 
0.10 0.20 030 0.40 0.50 0.60 0.10 o.» 

n I 

0.90 

Tlllll!
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Chromatogram 

SaNiple Name . blank 	 Sample # 001 	 Page 1 of 1 
FileName : c: L...rIstdata \081918 \n&d-001-20180819-142900.raw 
Date 8/1912C18 2 54 42 PM 
Method 	 Time of Injection: 8/19/2018 2:20:31 PM 
Start Time : 0 25 min 	End Time : 9.98 min 	Low Point : 65 19 mAU 	High Point 65.32 mAU ..  
Pint Offset. 65 19 mAU 	Plot Scale: 0.1 mAU 

Response [my] 

1111M11111111M111 .2. 13_ 11 . 1j°31111 	1111P°1°) 111  
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CP 
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‘CO 	
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tr 
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, 
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/ 	.---- 
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33 

4 
2, 
j

W 
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CO 
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OD 
u,  

• 0 

° 
-Q 

N 

1;\)  

O 

—— 
Chromatogram

r 

Sa‘W‘oue Name mam Sample I 001 Page ‘ 01 1 

‘ F <eName c x... \smaxamaxewamsa‘ootzomums.M2900 raw 
Dale 5A9/2C1e 2 54 42 PM 
Memou Turns 0! Injecban 8119/2015 2 20 3‘ PM 
Stan Tune 0 25 mm End Tvme 9 98 mm Low Pom! 65 19 mAU mgn Pom 65 32 mAu 
9' w' onsel 65 ‘9 mAU Plol Scale 0 1 mm 

Response [mV] 

d) Oi 01 m u u. 

3 1g; ho é;i,;__ _. -14.‘.- L} i I- ._ 
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l
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to 0N f; \— 

3 g 33 
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9

c
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‘99



Peak Time Area Height 
# 	[min] 	[pV.s] 	[pV] 

Area Norm. Area BL Area/Height 
[s] 

P g 

Software Version 
Reprocess Number 
'Dperator 

6.3 2.0646 
hplc: 1599 
manager 

Date : 	8/19/2018 2:30:30 M 

sample Number 001 Sample Name : 	blank 

AutoSampler SER200 Study : 	nosiedrift 

Instrument Name HPLC Rack/Vial : 	0/1 

Instrument Serial # None Channel : A 

Delay Time : 	0.00 min A/D mV Range : 	1000 

Sampling Rate : 	1.0000 pts/s End Time : 	9.98 min 

Sample Volume : 	1.000000 ul 
Sample Amount : 	1.0000 Area Reject : 	0.000000 
Data Acquisition Time : 	8/19/2018 2:20:31 PM Dilution Factor 1.00 

Cycle 2 
Raw Data File : c:\ams\data\081918\n &d-001-20180819-142900.raw 
Result File : c:\ams\data\081918\n &d-001-20180819-143029.rst 
Inst Method : C:\AMS\meth\noisedrift  from c:\ams\data\081918\n &d-001-20180819-14290 raw 
Proc Method : CAAMS\meth\noisedrift from c:\ams\data\081918\n &d-001-20180819-143029.rst 
Calib Method : C:\AMS\meth\noisedrift  from c:\ams\data\081918\n &d-001-20180819-14309.rst 
Report Format File: C:\AMS\meth\noisedrift.rpt  
Sequence File : C:\AMS\seq\noisedrift.seq  

DEFAULT REPORT 

1 0.152 1118.16 205.83 67.62 67.62 BV 5.4324 
2 0.306 535.33 67.78 32.38 32.38 VB 7.8986 

1653.49 273.61 100.00 100.00 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found 

of 1 

— r 

\ 

t

I ‘ 

‘ 

Page 1 of 1 

Software Version : 63.2.0646 Date : 8/19/2018 2:30:30 P s/l 

Reprocess Number : hplc: 1599 V \ 

’)perator : manager
‘ 

Sample Number : 001 Samp'e Name 5 mar?“ 
‘ l

I 

AutoSampler : SER200 StUdY 
, 

3 "OS'edr'fl ~
1 

Instrument Name : HPLC RackNIal : 0“ 
Instrument Serial # : None Channel I A

‘ 

Delay Time : 0.00 min AID "TV Range 3 1000 
_

i 

Sampling Rate ; 1,0000 pts/s End ”“9 3 9-98 m'” 
-} 

Sample Volume : 1.000000 ul
3 

Sample Amgpnt 
. 

5 1-0000 Area Reject : 0.000000
: 

Data Acquusmon Tlme : 8/19/2018 2:20:31 PM Di|ution Factor : 1.00
‘ 

Cycle : 2 
Raw Data We : c:\ams\data\081918\n&d~001-20180819-142900.raw 
Result File : C'\ams\data\081918\n&d-OO1-20180819-143029‘rst

L 

Inst Method : C:\AMS\meth\noisedrifl from c:\ams\data\081918\n&d-001-20180819—14290(graw , 

Proc Method : C:\AMS\meth\noisedrift from c:\ams\data\081918\n&d-001-20180819-14302£?rst i 

Calib Method : C:\AMS\meth\noisedrift from c:\ams\data\081918\n&d-001—20180819-1430 first “ 

Repon Format File: C:\AMS\meth\noisedriftVrpt 
Sequence File : C:\AMS\seq\noisedrift.seq 

DEFAULT REPORT i 

Peak Time Area Height Area Norm. Area BL Area/Height 
# [min] [uV-s] [W] PM [%1 [s] 

1 0.152 1118.16 205.83 67.62 67.62 BV 5.4324 
203% 535.33 67.78 3238 32.38 VB 7.8986 

165349 273.61 10000 100.00 

Missing Component Report 
Component Expected Retention (Calibration File) 

All components were found



I  HY1RID PHARMA 

Per mance Certification of an IIPLC UV Detector 

Test Report 

Atta hment 1 (Cont.) 

Wa ∎ clength Verification (UV) 

Watlength Peak Area Wavelength Peak Area 
202 m -KAM'S .  270nm 31 1 6 ut 

9(2.V il- 271nm 31/ 2erti. 
204 m 9_gcL 442.  272nm 31 6 1 c-s 
2031m 

205 m ge -n 89 273nm stz2g8 < 
206 m e7e6s- * 274nm q9.-.1. Al 0 
207 m -07-22 LO 275nm 2.5-'4-4. 
208am sh-q-.fl C/ 276nm 32x c', 12 

bda Max. UV 

Lanibda Max. UV Performance Pass/Fail 
.20' (nm) 205 +/-2 (nm) ret‘a 

I 27.5 
(nm) 273 +/-2 (nm) giV 

Nola 

La bda Max. UV Performance Pass/Fail 

2. 	(DV) .50 (DV) Vi Yg 
.. . 	 DAV) ..:Str(DAU1----- 

Drift 

Latlibda Max. UV Performance Pass/Fail 

D. S zt 	(mV/hr) .0.60 (mV/hr) Pcivt, 
..: 	" _I.. I (mA 	r -....,,,,  

. CONFIDENTIAL 

! 

'HY3RID PHARMA 

lPerf 

Test Report 

Attn chmcnt l (Conn) 

eance Certification of :m [IPLC UV Detector 

Wm clcnglll Verification (UV) 

Wm clength Peak Area Wavelength Peak Area 
202 m #367155 270nm 3H (3 171'- 

I 
203 m @252;— 27lnm 3U2S'u. 

a 204 m 4229 442 272nm 'ls [$3 
2 205r m QQSD 89 273nm Q 158 g 

206 m 8766:? 3 274nm ”€124! [3| 0 
, 

207 m 87-32 m 275nm 22544.43 
g 

zosfim 36??! at 276nm 22(311 
l
l

1 

g 
Lam bdn Max. UV 

‘ bda Max. UV Performance PassfFail 

z o 5: (nm) 205 +l—2 (nm) F4 55 

E 

2 7-5 (M) 273 +/—2 (nm) l’qSB 

Performance Pass/Fail 
550 (51V) \Sélss 

.3UU1AU) 

Ibda Max. UV Performance Pass/Fail 

'0. 5-4 $0.60 (mV/hr) 4m. 
”40.60 (mAUnm‘a 

. CONFIDENTIAL

‘



Performance Certification of an HPLC Autosampler 

Test Report 

Attachment 1 (Cont.) 

Test Materials and Test Equipment Certification 

Material Preparation Reference Lot Number Expiration 	ate 
Caffeine Standard PCS7e--- 1‹. - 3) cauet 

ppLc. oc-linsia,N 
A .--.. el-Vi 2- 4 .'D. I 	12-0a0 

ag4 yr ix tur_lz 

Performance Certification of an HPLC Autosampler 

Test Report 

Attachment 1 (Cont.) 

Test Materials and Test Equipment Certification 

Material Preparation Reference Lot Number Expiration Date 
Caffeine Standard KESTEK— zigzag. 

HPLC. QC Ulnar} A0114s’03 I /202'O ’- U 
\284 1441’m



Performance Certification of an HPLC UV Autosampler 

Test Report 

Attachment 1 (Cont.) 

Notes 

Performance Certification of an HPLC UV Autosampler 

Test Report 

Attachment 1 (Cont.) 

Notes 

__ __ ______ _ ____ _____ 4____ 

_ _ .__ _____________ ____ ;.



Performance Certification of an HPLC Autosampler 

Test Report 

Attachment 1 (Cont.) 

Reuroducibility Test 
Injection Area 
1 

3 re3p7 , 94 

2 3,Posi--76,3 

3 31 4 S-c) i . S-3 

4 
31 ci 4-t,i4- . gt,  

5 
309 WS. g 1 

6 
31 9 g36 ,  _3 0 	 . 

%RSD 
0 I c A 

Performance - 0.5'76FAIL 

Linearity Test 
Injection Volume Area 

1 50 !Al Blank ®a 00 . 
2 10µl 

Caffeine 2.Sc3c)  02- 
3 20 !Al 

Caffeine 
So 3 2_ 

4 30 pl 
Caffeine :q6q3Cf-l- 

5 40 ul 
Caffeine 

Lit) .S 4.S t ( 

6 50µl 
Caffeine )3 qt €79 .< 

7 50 IA1 Blank 0 . 0 0 

Correlation Coefficient (r2) ftl' . qg T-1' L 
Performance > 0.9990 ( 3 A?g7FAIL 
Carryover f7 f 
Performance <0.10% ASS/ AIL 

Performance Certification of an HPLC Autosampler 

Test Report 

Attachment 1 (Cont.) 

Reproducibility Test 
Injection Area 

1 

31538940 
2 3209-; £123 

3 31‘? ST)! .35 
4 

3: <74.“ - 26 

5 
319005. Q7 

6 
3/ 9 836 - 30 

%RSD 0 ‘ 5’ 7‘ 

Performance $0.57 WAR 

Linearity Test 
Injection Volume Area 

1 50 m Blank 0. 00 
2 I0 ul 5 

Caffeine 4:5q82 
3 20 pl S o 3 1?, 

Caffeine 
4 30 ul 

3 

q‘
4 

Caffeine :6 3q? 
5 40 “I , 

Caffeine W345” 
6 50 “I / 

Caffeine 1341648 
7 50 llunk 0'00 
Correlation Coefl‘iciem (r2) 5 - qg 
Performance 2 09990 q7pAss AIL 
Carryovcr “I? '/, 
Performance 50.10% (fiAssfliAIL



Performance Certification of an HPLC Autosampler 

Test Report 

Attachment 1 (Cont.) 

Documentation attached to this report 

Documentation Type 
	

Pages 
Reproducibility test reports 
Linearity and carryover test reports 

Performance Certification of an HPI.C Autosampler 

Test Report 

Attachment 1 (Cont.) 

Documentation attached to this report 

Documentation Type Pages 
Reproducibility test reports 

Linearity and carryover test reports
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1.0 	PURPOSE 

1.1 	The purpose of this procedure is to document in detail the test methods 
used to verify the performance and function of a HPLC Auto-sampler. 

	

2.0 	SCOPE 

2.1 	This test procedure will be performed at suitable intervals in accordance 
with an established programs and is designed to ensure the operation of 
the instrument in accordance with its intended use. The instrument will be 
tested as a part of the complete system defined by the client. 

3.0 REFERENCE DOCUMENTS 

3.1 	21 CFR 211 Subpart I 211.160 

3.2 	Autosampler Users Manual (manufacturer specific) 

3.3 	Test Report Attachment 1 

4.0 TEST MATERIALS AND TEST EQUIPMENT 

4.1 	25 mg Caffeine/Liter H2O 

4.2 	Mobile Phase (DI water) 

4.3 	Restrictor — 0.007" OR 0.010" ID PEEK Tubing (5 meter length) 

5.0 PROCEDURE 

5.1 	Using the Component Identification form in Attachment 1, document the 
following information: 

§ Engineer's Name 
§ Certification Date 
§ Recertification Due Date 
§ System ID Number 
§ Instrument Location 
§ Component Make, Model and Serial Number 

5.2 	Using the Test Materials and Test Equipment Certification form in 
Attachment 1, document the applicable information for all test materials 
and test equipment used. 

1.0 

2.0 

3.0 

4.0 

5.0 

PU RPOSE 

[.1 The purpose of this procedure is to document in detail the test methods 
used to verify the performance and function of 3 HPLC Auto-sampler. 

SCOPE 

2.] This test procedure will be performed at suitable intervals in accordance 
with an established programs and is designed to ensure the operation of 
the instrument in accordance with its intended use‘ The instrument will be 

tested as a pan of (he cumplcxe system defined by the client, 

REFERENCE DOCUMENTS 

3.l 2ICFR2llSubpan12ll.160 

3.2 Autosamplcr Users Manual (manufacturer specific) 

3.3 Test Report Attachment 1 

TEST MATERIALS AND TEST EQUIPMENT 

4.] 25 mg Caffeine/Liter H20 

4.2 Mobile Phase (DI water) 

4.3 Restriclor — 0007" OR 0.0l0“ [D PEEK Tubing (5 meter length) 

PROCEDURE 

5.1 Using the Component Identification form in Attachment 1. document lhc 
following informafion: 

Engineer's Name 
Certification Date 
Recertificaliun Due Date 
System ID Number 
Instrument Location 
Component Make. Model and Serial Number 

mmmmmm 

5.2 Using the Test Materials and Test Equipment Certification form in 

Attachment 1. document the applicable information for all test materials 
and lest equipment used.
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5.3 	To verify the Reproducibility of the HPLC Auto-sampler, set up the 
instrument as stated below: 

5.3.1 	Connect the restrictor tubing in place of the column. 

5.3.2 	Mobile Phase (DI water) 

5.3.3 	Set flow rate to 2.0 mL/min and prime the unit. 

5.3.4 	Set the detector wavelength to 273 nm or closest possible. 

5.3.5 	Configure the system for a 1.0 minute data collection run with an 
appropriate sampling rate. 

5.3.6 	Using a sample injection volume of 101.11, make 8 injections (two 
conditioners and 6 rsds) of the test solution. Calculate the % RSD, 
based on the peak area of the last 6 consecutive injections. 

Standard Deviation 
Example: 	%RSD = 	 x 100 

Average Area 

5.3.7 Record the %RSD of the peak areas in Attachment I. 

5.4 	To verify Linearity and Carryover using a Variable Injection Autosampler, 
the system configuration will remain the same as in step 6.3 but the 
autosampler will be configured to make the following injections: 

	

' -SeoItit14:ri  	Blank. I 

	

lujectiOn 	SO id volume 

5.4.1 	Report the peak areas and calculate the correlation coefficient of 
the test solution injections (r 2 ) in Attachment 1. 

5.4.2 	Calculate the carryover by dividing the peak are of Blank 2 Minus 
the peak area of Blank 1 by the peak area of the 50 p,1 caffeine 
sample. 

[(area of Blank 2—area of Blank 1)]  
Example: 	 X 100 

(Area of 50 ill Caffeine) 

5.4.3 	Report the % carryover results in Attachment 1. 

5.3 

5.4 

To verify the Reproducibility of the HPI.C Auto-sampler, set up the 
instrument as stated below: 

5.3.] Connect the restrictor tubing in place of the column. 

5.3.2 Mobile Phase (DI wmcr) 

5.3.3 Set flow rate to 2.0 mUmin and prime the unit. 

5.3.4 Set lhe detector wavelength to 273 nm or closest possible. 

53.5 Configure the system for a 1.0 minute data collection run with an 

appropriate sampling rate. 

5.3.6 Using a sample injection volume of 1011]. make 8 injections (lwo 
conditioners and 6 rsds) of the test solution. Calculmc the ‘70 RSD. 
based on the peak area of the last 6 consecutive injections. 

Example: %RSD = w x 100 
Average Area 

5.3.7 Record the %RSD of the peak areas in Attachment I. 

To verify Linearity and Carryover using 3 Variable Injection Autosampler, 
the system configuration will remain the same as in step 6.3 but [he 

autosampler will be configured to make the following injections: 

sagas; F9305). ; 'ressésvyw (swir'fiifi' 7> LEA-fit? * 

in, 
51) MI 

1 

“I m 
I 

20 ul l 10 .1! ; 
40 pl 

2 

50 M 1 SI! pl
‘ 

, ‘ . l ,, “2'13” .3 

5.41 Report the peak areas and calculate the correlation coefficient of 
the test solution injections (T2) in Alluchmenl I. 

5.4.2 Calculate the carryover by dividing the peak are ofBlank 2 Minus 
the peak area of Blank l by [he peak area of the 50 u] caffeine 
sample. 

[(area afBlank ZAarea ofBlank 1)] 
. : -———— X amplc 

(Area of 50 ul Caffeine) 
100 

5.43 Report the ‘70 carryover results in Anachmem l,
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Updated to change Integrator to AID interface. Changed Data to 
Documentation attached to this report and included list of documentation to 

2 	 Clarification of calculation for Linearity and Carryover (section 6.3). 
Should be Wank  I and 2 not Mobile Phase 1 and  2. 

3 	JUpdated to add incorporated to company's name, 

4 	 Delete "Prepared -  on Approval page, 
• 

Updated Scope to include the statement that 'The instrument will be tested 
as pan of the complete system defined by the client•" and to eliminate 
repetitive documentation of system components in Attachment I . Addition 
of statement for documentation of Test Materials and Test Equipment. 

• 

Section S.1 changed 25mg/Liter Caffeine to: 25 mg CatTeine/Liter 
Section 5.3 deleted. Section 53 changed 0.007 lD PEEK to 0.007 -  OR 
0.010'" ID Peek Section 6,3.6 changed 6 test solution injevtions to: 10 test 
solution irriections; deleted "Report the peak areas and" and completed the 
section with: Calculate the % RSD, based on peak area or 6 consecutive 
injections, Added section 6.3.7: Report the areas and 5'41 R$D on 
Attachment I. 

Section 6.3.5 changed to more generic data handling criteria. 63.6 changed r 
to two conditioners and 6 rsd standards 

The following disclaimer was added to the front page of this document: 

This document is the proprietary property of AMS. Inc.. No part of this 
document may be reproduced in any form whatsoever. or translated into 
any language, without the prior, written approval of AMS. The 
CUSTOMER acknowledges and understands that nothing contained herein 
shall be construed as conveying title of this document to the CUSTOMER. 
The CI ISTOMER is granted a non-transferable, non-exclusive right to use 
this document. supplied by AMS, as necessary for archive or backup 
purposes only. Further, the CUSTOMER agrees to hold this document in 
confidence and shall not disclose any part of it, except to its employees to 
whom disclosure is necessary for use, or as required by regulatory agencies 
to whom disclostne is necessary for their review. Any comments about this 
document shall be addressed to AMS. inc. 
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Performance Certification of an HPLC Pump 

Test Report 

Attachment 1 

Component Identification 

Qualifying Engineer 
Certification Date 06/18/2018 
Recertification Period 	. 12 months  
Recertification Due Date . 06/18 
System ID Number 	• HPLC #1 

. 

Instrument Location. QC LAB i 

Component Make 	! Model Serial Number 
Injector Perkin Elmer Series 200 293N0013003  

1 

Performance Certification of an HPLC Pump 

Test Report 

Attachment 1 

Component Identification 

Qualifying Engineer 

Certification Date 06/18/2018 i 

Reunification Period 
, 

[2 months i 

Rcccrlificnlion Due Date - 06/18 
Syslem ID Number 

3 
HPLC #1 

Instrument Location QC LAB '

x

l 

Component Make 5 Model Serial Number 
Injector Perkin Elmer Series 200 293N00l3003
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HYBRID PHARMA sop 

Title: Assessing Cleaning and Disinfection Procedures: FORM 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (x) each space for which the person 

being assessed has acceptably completed the described activity, prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. 
Daily Tasks: 
Prepares correct concentration of disinfectant solution according $0M" REE?“ 
to Hybrid Pharma's SOP instructions. V 
Uses appropriately labeled container for the dilution of the

N 
disinfectant; /’A 

Documents dis—infectanfiolution preparation. 

Follows garbing procedures when performing any cleaning 
activities. 

At the beginning of each shift, cleans all ISO Class 5 devices prior 
io_compounding in the following order: walls, and work surface._ 

Uses a lint free wipe soaked with sterile 70% IPA or other 
approved disinfectant solution and allows to dry completely. 

Removes all compounder components and cleans all ISO Class 5 

areas as stated above at the end of each shift. 

Cleans all counters and easily cleanable work surfaces/ counters. 

Mops floors, using the mop, starting at the wall opposite the room 
entry door; mops floor surface in even strokes toward the operator. 
Moves carts as needed to clean entire floor surface. Use of a 

microfiber cleaning system is an acceptable alternative to mops. 

In the preparation/ staging room, cleans sink and all contact 
surfaces; cleans floor with a disinfectant solution or uses \/ 
microfiber cleaning system. J 

The person assessed is immediately informed of all unacceptable activities 

(i.e., spaces lacking a Check marks, WA and shown and informed of specific 

corrections. 

Signature of Person Assessed "MW ‘ 
Date 4/11”? 

Printed Name % é;
‘ 

Signature of Qualified Evaluator -- M414 ’6 Date ill/(2. //‘/‘
_ 

Printed Name



Title: Assessing Cleaning and Disinfection Procedures: FORM 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
Performs monthly cleaning on a designated week. Prepares a 
disinfectant solution as stated in approved list at Hybrid 
Pharma that is appropriate for the surfaces to be cleaned. 

Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfec‘ant solution and a mop or uses a 
microfiber cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room 
ceiling, followed by walls and ending with the floor. Uses 
appropriate labeled mops or microfiber cleaning system. 

Cleans all buffer area storage shelves by removing contents 
and using a germicidal detergent soaked lint free wipes. A||ows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 
remove disinfectant residue. Uses new wipe as needed. 

Cleans all buffer area carts by removing contents and using 
germicida| detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shees in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes carts with 
sterile 70% IPA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked |int free 
wipe. 

\\\ 

\*\\ 
Documents all cleaning activities as to who performed such 
activities with date noted. 

The person assessed is immediately informed of all unacceptable 
activities 0.6., spaces lacking a Check marks, N/A and shown and informed of 

specific corrections. 

Signature of Person Assessed ____U_W\9 ‘ 
ate Q 

) 
I?— 

‘ 
'9 - 

Printed Name % _ , / Signature of Qualified Evaluator - W K ate (IL IZ/l C/
, 

Printed Name 
.'\



HYBRID PHARMA SOP 

97 a Title: Assessing Hand Hygiene and Garbing Related Practices 
of Compounding Personnel Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably compieted the described activity, prints N/A if the 

activity is not applicable to the assessment sess1on or N/ 0 if the 

activity was not observed. 

Printed name and position/title of person assessed: [AM-Q“ ------------ 

The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check marks, N/A, or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator MW )& ate: 9‘ /5_/? , 

Signature of the Personnel evaluated: Date: 

WV MW?



HYBRID PHARMA SOP 

97a. Hand Hygiene and Garbing Practices: Presents in a clean 
appropriate attire and manner. No street jackets allowed. Remove street 
shoe and wear lab shoes. 

Wears no cosmetics or jewelry (watches, rings, 
earrings, etc. piercing jewelry included) upon entry into prep/ staging areas. 

Brings no food or drinks into or stored in the ante—areas or buffer areas, 

ls aware of the line of demarcation separating clean and dirty sides and 
observes required activities. 

Dons shoe covers or designated clean-area shoes one at a time. placing 
the covered or designated shoe‘ on clean side of the line of demarcation, 
as appropriate. 

\\\\\\ 

Dons beard cover if necessauy. Dons head cover assuring that a" hair 
and ears are covered. C# 
Dons face mask to cover bridge of nose down to include chin. 

Performs hand hygiene procedure by wetting hands and forearms and 
washing using soap and warm water for_at least 30 seconds. 

Dries hands and forearms using lint-free toweI or hand dryer. 

Selects the appropriate sized gown examining for any holes, tears, or 
other defects. Dons gown and ensures full closure. 

Disinfects hands again using a waterless atcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before 
donning sterile gloves 

\\_\\ 

Dons appropriate sized sterile gloves ensuring (hat there is a tight fit with 
no excess glove material at the fingertips. 

in the direct compounding area (DCA) and after touching items or 
surfaces that may contaminate gloves. 

Removes PPE on the clean side of the ante-area. Removes gloves and 
performs hand hygiene. 

Removes gown and discards it, or hangs it on hook if it is to be reused 
within the same work day. 

\‘_\\ 

Removes and discards mask, head cover, and beard cover (if used). 

Removes shoe covers or shoe one at a time, ensuring that uncovered 
foot is placed on the dirty side of the line of demarcation.



HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96a 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (x) each space for which the person 

being assessed has acceptably completed the described activity, prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. 
Daily Tasks: 
‘Prepares correct concentration of disinfectant solution according to‘I 

Hybrid Pharma' 5 SOP instructions. I/ 
Uses appropriately labeled container for the dilution of the 
disinfectant. \/ 
Documents disinfectant solution preparation. ‘/ 

IFollows garbing procedures when performing any cleaning
i 

3 

activities. ‘/
fl ‘At the beginning of each shift, cleans all ISO Class 5 devices prior / ‘

I to compounding in the following order: walls, and work surface. 

Uses a lint free wipe soaked with sterile 70% IPA or other / W 

approved disinfectant solution and allows to dry completely. 

1Removes all compounder components and cleans all ISO Class 5 

areas as stated above at the end of each shift. 

Cleans all counters and easily cleanable work surfaces/ counters ‘/ 
{Mops floors, using the mop, starting at the wall opposite the room 
‘entry door; mops floor surface in even strokes toward the operator. 
1Moves carts as needed to clean entire floor surface. Use of a 
microfiber cleaning system is an acceptable alternative to mops. 

In the preparation/ staging room, cleans sink and all contact M 
surfaces; cleans floor with a disinfectant solution or uses 
microfiber cleaning system. " 

The person assessed is immediately informed of all unacceptable activities 
(i.e., spaces lacking a Check marks, WA and shown and informed of specific 
corrections. 

Signature of Person Assessed ---R Date 813““ 18 

Printed Name 
Signature of Qualified Evaluator ----- Date 

8/ / Printed Name fiaWCoUdoQ 
‘4 ’7 

APPROVED BY



HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96b 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
lPerforms monthly cleaning on a designated week. Prepares a l

i 

‘disinfectant solution as stated in approved list at Hybrid i 

Pharma that is appropriate for the surfaces to be cleaned. J '/ 
Cleans buffer area and ante-area ceiling, walls, and storage \ 

shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room 
Lceiling, followed by walls and ending with the floor. Uses \/ 
apprcflriatj |a_beled mops or microfiEr _c!eaninvg system. 

Cleans all buffer area storage shelves by removing contents 
‘ and using a germicidal detergent soaked lint free wipes. Allows

I 

to dry prior to replacing contents , wipes with sterile 70% |PA to ‘ l/ i 

remove disinfectant residue. Uses new wipe as needed. 

Cleans all buffer area carts by removing contents and using 
germicidal detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
‘wheels. Cleans the under side of shelves in a similar manner. 
‘Uses a new wipe for each cart. Allows to dry. Wipes cats with 
sterile 70% |PA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

‘Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
wipe.

1 

Documents all cleaning activities as to who performed such 
‘ 

\/ 
activities with date noted. J 

The person assessed is immediately informed of all unacceptable 
activities (i.e., spaces |acking a Check marks, WA and shown and informed of 
specific corrections. 

Signature of Person Assessed fill-’43 Date 8’ 3W “8 
Printed Name 
Signature of Qualified Evaluator ----C)?I€_<_ Date 
Printed Name few 50 ”ML 

APPROVED BY 

w/Is



HYBRID PHARMA SOP 

97 a'fitle: Assessing Hand Hygiene and Garbing Related 
Practices of Compounding Personnel Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment sess1on or N/ 0 if the 

activity was not observed. 

Printed name and position/title of person assessed: -------------------- 

The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check @155, N/A, or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator W Date: PAM/5’
' 

Signature of the Personnel evaluated} Date: Q\3~"\Ug 

vMA’ 

APPROVED BY DATE:



HYBRID PHARMA SOP 

97a. Hand Hygiene and Garbing Practices: Presents in a clean 
appropriate attire and manner. No street jackets allowed. Remove street 

{foot is placed on the dirty side of the line of demarcation. 

shoe and wear lab shoes. V 
Wears no cosmetics or jewelry (watches, rings, '/ 
earrings, etc. piercing jewelry included) upon entry into prep/ staging areas. 

Brings no food or drinks into or stored in the ante—areas or buffer areas. / 
Is aware of the line of demarcation separating clean and dirty sides and 
observes required activities. V 

Dons shoe covers or designated clean—area shoes one at a time, placing 
the covered or designated shoe on clean side of the line of demarcation, / 
as appropriatg 
Dons beard rW‘Ner if necessary. Dons head cover assuring that all hair / and ears are covered. 

Dons face mask to cover bridge of nose down to include chin. / 
Performs hand hygiene procedure by wetting hands and forearms and 
washing using soap and warm water for_at least 30 seconds. ’/ 
fDries hands and forearms using lint-free towei or hand dryer. ./ 
Seiects the appropriate sized gown examining for any holes, tears, or |/ 
other defects. Dons gown and ensures full closure. 

Disinfects hands again using a waterless alcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before ./ 
donning sterile gloves 

Dons appropriate sized sterile gloves ensuring that there is a tight fit 
with no excess glove material at the fingertips. l/ 

in the direct compounding area (DCA) and afier touching items or ‘/ 
surfaces that may contaminate gloves. 

Removes PPE on the Clean side of the ante-area. Removes gloves and 
performs hand hygiene. / 
Removes gown and discards it, or hangs it on hook if it is to be reused / 

:. within the same work day. 

Removes and discards mask, head cover. and beard cover (if used). / 
Removes shoe covers or shoe one at a time, ensuring that uncovered / 
APPROVED BY 

W 
DATEzf/W/K



HYBRID PHARMA SOP 

SOP 90A_REV1. STANDARD OPERATING PROCEDURE: CLEANROOM 
ENTRY and EGRESS 
CLEANROOM ENTRY: 

1. Any item brought into the cleanroom must be thoroughly wiped down with 
an approved cleanroom wipes and solution such as alcohol (IPA) and 
Distilled water. 

2. Seek approval before bringing tool boxes including contents, chemicals, 
Instruments. etc. into cleanroom. Wipe down completely before entry. 

3. All supplies must enter the cleanroom either through the (a) gowning area 

and wipe using Lint Free Wipes. 

4. Unbox equipment, parts, etc. and remove packaging BEFORE bringing 
them into the cleanroom. 

5. Keep wood, pencils, cardboard, non—cleanroom rated paper, or materials that 

generate particulates out of the cleanroom. 

6. Poly bags / Clean and Dried with IPA moist wipes Sterilite Storage containers 

may be employed for carrying essential items for PROCESSING into the 

cleanroom. 

CLEANROOM ACTIVITY 

1. Refrain from excess talking or shouting 
2. Activity - Do not: 
a. run or make fast movements 
b. touch, rub, or scratch scalp, skin, hair, or eyes 
c. write on walls, gloves, equipment, or garments 
(1. use a cell phone (unless an emergency) 
6. use duct tape 
f. Sand, drill, file, or weld 

3. Apparel — Do not 
a. remove any piece of cleanroom apparel 
b. remove articles from underneath cleanroom garment 
c.wear 

(i) garments that shed lint or fibers; (ii) contaminated, soiled, or tom cleanroom 

garments; (iii) shorts, midriff tops, tank tops, or hats; 

(iv) open-toe shoes, sandals, or fabric-covered shoes; 

Approved By /& Date 
8210 [‘17 Page 3 of4/



HYBRID PHARMA SOP 

and (v) any jewelry if it will compromise safety attire or interfere with cleanroom 
activities 

d. Do not re-use disposable gloves 

4. Do not prepare or consume food or drink. 

5. Do not wear or apply cosmetics. 

6. Do not wear contact lenses. 

7. Do not work in the cleanroom if coughing or sneezing. 

CLEANROOM EGRESS 

1. Enter gowning/control area to remove gowning. Discard gloves in a labeled 
trash can. 

24 Remove articles in reverse order i.e., safety glasses/splash goggles, boots, 
arm sleeves (optional), coveralls, and hood. Exit control area. 

3. Place reusable garments, hood, boots, arm covers (optional), and coverall on 
a hanger. 

4. Exit the cleanroom lAnte Room zoning. 

5. Remove shoe covers and haimet. 

Approved By 
Vb, 

Date 
8W0)” Page 4 of4



HYBRID PHARMA SOP 

SOP 90_REV1. STANDARD OPERATING PROCEDURE: GOWNING 
PROCEDURE ISO 5 through ISO 7 and 8 

PURPOSE: Ensure that personnel protective equipment is worn at all times while 
in the cleanroom. To keep gowning area clean and adhere to cleanroom safety 
policies at all times. 

GOWNING PROCEDURE: 
1. Ensure that all jewelry (including rings and watches) is removed before 

entering into Gowning area IPrep Room and cover with protective wear and 

does not interfere with work. 

2. Always remove your street shoes and wear the assigned indoor clean 
room shoe before entering into Staging /Prep room. Street shoes are strictly 
not allowed in the Prep Room. Then, put on shoe covers (booties) one foot at 

a time and haimet/ haircover. Step on tacky mat with both feet and enter 

gowning area. 

3. Follow Hand washing Procedure: 
Wash with antibacterial soap and warm water. Then scrub with rnicrobicide 
Iodine solution and scrub. Wash thoroughly your both forearms, fingers, 
fingernails with plenty of water and disposable nail pick. Dry with lint-free 
Wipers. Sterilize with 70% IPA. 

4. Continue to put on: 
bouffant cap or hood; 
facemask (Class 10 to Class 100). 

NOTE: Ensure no gaps around nose or mouth ; and coveralls (or frock/lab coat). 

Ensure that bouffant cap or hood covers hair and ears completely. 
NOTE: Take care not to tear garment. If any tear occurs, remove garment and 

replace immediately with a new one. 

5. Step over gowning section to controlled area/Ante Room . Put on the 

following: 
1. Boots; tuck coverall legs into boots 

2. Pair of gloves (to be worn over the sleeves of the coverall) 
3. Wear safety glasses/splash goggles.. 

6. It is recommended to change garments (bouffant cap or hood; facemask; 

boots; arm sleeves, if applicable; and coveralls or frock/lab coat) daily. 
7. If garments are heavily soiled or damaged then replace immediately. 

Garments may be changed at a higher frequency if specified by the 

Approved By (QC @29 
Date 

87W}? 
Page 1 of4/



HYBRID PHARMA SOP 

Supervisor. 
a. It is recommended that gloves be changed at least once per work session! 

between different batches/any sign of damaged/holes/contanfination following a 

spill clean up. 
b. Disinfect gloves 
0 prior to entering an aseptic area, 
0 regularly during operations, and 
0 before contact with an aseptically gowned person. 

Approved By & Date 3’ (o m Page 2 of4
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HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (x) each space for which the person 

being assessed has acceptably completed the described activity, prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. 
Daily_Tasks: 
Prepares correct concentration of disinfectant solution according 
to Hybrid Pharma's SOP instructions. 

5.eit 1,tA 
1.0,--- 

Uses appropriately labeled container for the dilution of the 
disinfectant. Np\ 

Documents disinfectant solution preparation. N ∎  
I,. Follows garbing procedures when performing any cleaning 

activities. 

At the beginning of each shift, cleans all ISO Class 5 devices prior 
to compounding in the following order: walls, and work surface. 

v  

Uses a lint free wipe soaked with sterile 70% IPA or other 
approved disinfectant solution and allows to dry completely. 

t, 

Removes all compounder components and cleans all ISO Class 5 
areas as stated above at the end of each shift. 

‘.. 

Cleans all counters and easily cleanable work surfaces/ counters. 17' 

Mops floors, using the mop, starting at the wall opposite the room 
entry door; mops floor surface in even strokes toward the operator. 
Moves carts as needed to clean entire floor surface. Use of a 
microfiber cleaning system is an acceptable alternative to mops. 

1...  

In the preparation/ staging room, cleans sink and all contact 
surfaces; cleans floor with a disinfectant solution or uses 
microfiber cleaning system. 

'%/ 

The person assessed is immediately informed of all unacceptable activities 
(i.e., spaces lacking a Check marks, N/A and shown and informed of specific 
corrections. 

Signature of Person Assessed ---amo - 	Date i-1/.2.1/ 

Printed Name 
Signature of Qualified Evaluator -- &eat iaC Date 	(( 2_ ti 
Printed Name 

••• 

HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: 
Cleaning and Disinfection Practices: 

@5, ‘15“ 

FORM 

The qualified evaluator will mark (x) each space for which the person 
being assessed has acceptably completed the described activity, prints N/A if 
the activity is not app|icab|e to the assessment session or N/O if the 
activity was not observed. 
Daily Tasks: 

Documenté—ciis—ingctangcmfigl; preparation. 

Prepares correct concentration of disin—fe'cTant solution according 50175 
to Hybrid Pharma‘s SOP instructions. A_# 
Uses appropriately labeled container for the dilution of the N disinfectant. /’I\ 

Follows garbing procedures when performing any cleaning 
activities. 

NZ

> 

At the beginning of each shift, cleans all ISO— Class 5 devices prior 
to compounding in the following order: walls, find work surface._ 

Uses a lint free wipe soaked with sterile 70% IPA or other 
approved disinfectant solution and aIlows to dry completely;

/ 
\// 

Removes all compounder components and cleans all ISO Class 5 

35333 as stated above at the end of each shift. 

Cleans all counters and easily cleanable work surfaces/ counters. 
\\ 

Mops floors, using the mop, starting at the wall opposne the room 
entry door; mops floor surface in even strokes toward the operator. 
Moves carts as needed to clean entire floor surface. Use of a 

microfiber cleaning system is an acceptable alternative to mops. 

m the preparation/ staging room, cleans sink and all contact 
surfaces; cleans floor with a disinfectant solution or uses 
microfiber cleaning system. 

The person assessed is immediately informed of all unacceptable activitie's. 

(i.e., spaces lacking a Check marks, WA and shown and informed of specmc 

corrections. 

Signature of Person Assessed - W ‘ 
Date 4 / L // fi’ 

Printed Name 
Signature of Qualified Evaluator -- 154671 62676 Date AIL/I 2. //‘f ‘ 

Printed Name 

PM“ 
RTM



Title: Assessing Cleaning and Disinfection Procedures: FORM 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
Performs monthly cleaning on a designated week. Prepares a 
disinfectant solution as stated in approved list at Hybrid 
Pharma that is appropriate for the surfaces to be cleaned. 

✓ 

Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

,__------"-- 

Once ISO Class 5 area is clean, cleans compounding room 
ceiling, followed by walls and ending with the floor. Uses 
appropriate labeled mops or microfiber cleaning system. 

Cleans all buffer area storage shelves by removing contents 
and using a germicidal detergent soaked lint free wipes. Allows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 
remove disinfectant residue. Uses new wipe as needed. 

1... -  

Cleans all buffer area carts by removing contents and using 
germicidal detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shelves in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes carts with 
sterile 70% IPA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

L.-. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
wipe.  

e,---  ----- 

Documents all cleaning activities as to who performed such 
activities with date noted. C.---  

The person assessed is immediately informed of all unacceptable 
activities (i.e., spaces lacking a Check marks, N/A and shown and informed of 
specific corrections. 

Signature of Person Assessed 	 
Printed Name 
Signature of Qualified Evaluator 
Printed Name 

p, 

Title: Assessing Cleaning and Disinfection Procedures: FORM 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
Performs monthly cleaning on a designated week. Prepares a 
disinfectant solution as stated in approved list at Hybrid 
Pharma that is appropriate for the surfaces to be cleaned. 

Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room 
ceiling, followed by walls and ending with the floor. Uses 
appropriate labeled mops or microfiber cleaning system. 

Cleans all buffer area storage shelves by removing contents 
and using a germicidal detergent soaked lint free wipes. Allows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 
remove disinfectant residue. Uses new wipe as needed. 

\\\ 

Cleans all buffer area carts by rembving contents and using 
germicidal detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shelves in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes cans with 
sterile 70% IPA wetted |int-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
wipe. 

Documents all cleaning activities as to who performed such 

\*\\ 

activities with date noted. 

The person assessed is immediately informed of all unacceptable 
activities (i.e., spaces lacking 3 Check marks, N/A and shown and informed of 

specific corrections. 

Signature of Person Assessed “Min/‘5} ‘ 
ate ‘4 

) 
'2 

| 

'q - 

Printed Name % _ I 
Signature of Qualified Evaluator - $3662.41. 5 ate $// 1/} 3 I 
Printed Name 

!\ _



HYBRID PHARMA SOP 

97 a Title: Assessing Hand Hygiene and Garbing Related Practices 
of Compounding Personnel 	 Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment session or N/ 0 if the 

activity was not observed. 

Printed name and position/ title of person assessed: 

The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check marks,  N/A, or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator Azoir 

Signature of the Personnel evaluated: 

ate: 	Cz  

Date: 

HYBRID PHARMA SOP 

97 a Title: Assessing Hand Hygiene and Garbing Related Practices 
of Compounding Personnel Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment sessTon or N/ 0 if the 

activity was not observed. 

Printed name and position/tine of person assessed: MIL ------------ 
The person assessed is immediately informed of all unacceptable 

activities 0.9., spaces lacking a Check marks, N/A, or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator MW )(4 ate: 9‘ /§/? , 

Signature of the Personnel evaluated: Date: 

3%” “W



HYBRID PHARMA SOP 

97a. Hand Hygiene and Garbing Practices: Presents in a clean  
appropriate attire and manner. No street jackets allowed. Remove street 
shoe and wear lab shoes. 

Wears no cosmetics or jewelry (watches, rings, 
earrings, etc. piercing jewelry included) 	upon entry into prep/ staging areas. ' 1..  

Brings no food 	or drinks into or stored in the ante-areas or buffer areas. ,...-  

Is aware of the line of demarcation separating clean and dirty sides and  
observes required 	activities. 

Dons shoe covers or designated clean-area shoes one at a time, plac ing 
the covered or designated shoe' on clean side of the line of demarcation, 
as appropriate. 

1- 

Dons beard cover if necessary. Dons head cover assuring that all hair 
and ears are covered.  . A 4 
Dons face mask to cover bridge of nose down to include chin. 

Performs hand hygiene procedure by wetting hands and forearms and  
washing using soap and warm water for_at least 30 seconds. 

Dries hands and forearms using lint-free towel or hand dryer. 

Selects the appropriate sized gown examining for any holes, tears, or 
other defects. Dons gown and ensures full closure. L.. 

Disinfects hands again using a waterless alcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before 
donning sterile gloves 

t..  

Dons appropriate sized sterile gloves ensuring that there is a tight fit with 
no excess glove material at the fingertips. 

...," 

in the direct compounding area (DCA) and after touching items or 
surfaces that may contaminate gloves. 

Removes PPE on the clean side of the ante-area. Removes gloves and  
performs hand hygiene. 

Removes gown and discards it, or hangs it on hook if it is to be reused 
within the same work day. 

,,_../- 

Removes and discards mask, head cover, and beard cover (if used). .__.  

Removes shoe covers or shoe one at a time, ensuring that uncovered 
foot is placed on the dirty side of the line of demarcation. 

HYBRID PHARMA SOP 

97a. Hand Hygiene and Garbing Practices: Presents in a clean 
appropriate attire and manner. No street jackets allowed. Remove street 
shoe and wear lab shoes. 

Wears no cosmetics or jewelry (watches, rings, 
earrings, etc. piercing jewelry included) upon entry into prep/ staging areas. 

Brings no food or drinks into or stored in the ante-areas or buffer areas. 

is aware of the line of demarcation separating clean and dirty sides and 
observes required activities. 

Dons shoe covers or designated clean-area shoes one at a time, placing 
the covered or designated shoe' on clean side of the line of demarcation, 
as appropriate. 
Dons beard cover if necessaly. Dons head cover assuring that all hair 
and ears are covered. 

Dons face mask to cover bridge of nose down to include chin. \‘ 
Performs hand hygiene procedure by wetting hands and forearms and 
washing using soap and warm water for_at least 30 seconds. 

Dries hands and forearms using lint-free toweI or hand dryer. 

Selects the appropriate sized gown examining for any holes, tears. or 
other defects. Dons gown and ensures full closure. 

Disinfects hands again using a wateriess alcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before 
donning sterile gloves

\ 
Dons appropriate sized sterile gkoves ensuring thai there is a tight fit with 
no excess glove ma:erial at the fingertips. 

\ um 

i\ 
\\\

\

\ 
in the direct compounding area (DCA) and after touching items or 
sufiaces that may contaminate gloves. 

Removes PPE on the clean side of the ante-area. Removes gloves and 
performs hand hygiene. 

Removes gown and discards it, or hangs it on hook if it is to be reused 
within the same work day. 

Removes and discards mask, head cover, and beard cover (if used). 

Removes shoe covers or shoe one at a time, ensuring that uncovered 
foot is piaced on the dirty side of the line of demarcation.

\ xxx



HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96a 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (x) each space for which the person 

being assessed has acceptably completed the described activity, prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. 
Daily Tasks: 
Prepares correct concentration of disinfectant solution according to 
Hybrid Pharma's SOP instructions. V 

Uses appropriately labeled container for the dilution of the 
disinfectant. ✓ 

Documents disinfectant solution preparation. (/ 
Follows garbing procedures when performing any cleaning 
activities. 

At the beginning of each shift, cleans all ISO Class 5 devices prior 
to compounding in the following order: walls, and work surface. V  

Uses a lint free wipe soaked with sterile 70% IPA or other  
approved disinfectant solution and allows to dry completely. 

Removes all compounder components and cleans all ISO Class 5 
areas as stated above at the end of each shift. 

Cleans all counters and easily cleanable work surfaces/ counters. 1/  

Mops floors, using the mop, starting at the wall opposite the room 
entry door; mops floor surface in even strokes toward the operator. 
Moves carts as needed to clean entire floor surface. Use of a 
microfiber cleaning system is an acceptable alternative to mops. 

✓ 

In the preparation/ staging room, cleans sink and all contact 
surfaces; cleans floor with a disinfectant solution or uses 
microfiber cleaning system. 

1/ 

The person assessed is immediately informed of all unacceptable activities 
(i.e., spaces lacking a Check marks, N/A and shown and informed of specific 
corrections. 

Signature of Person Assessed 	 
Printed Name 
Signature of Qualified Evaluator 
Printed Name 	-ewc,o t,s1:(9,, 

Date 81A (‘ 

Date 

APPROVED BY 

HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96a 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (x) each space for which the person 

being assessed has acceptably completed the described activity, prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. Wfifi,_r ,, ,, , 

{Prepares correct concentration of disinfectant solution according to 
Hybrid Pharma's SOP instructions. / 
Uses appropriately labeled container for the dilution of the 
disinfectant. \/ 

l/ 
\/ 

Bocuments disinfectant solution preparation. 

Follows garbing procedures when performing any cleaning 

‘ 

activities. ‘_ 
'At the beginning of each shift, cleans all ISO Class 5 devices prior 
to compounding in the following order: walls, and work surface. '/ 
Uses a lint free wipe soaked with sterile 70% IPA or other / 
approved disinfectant solution and allows to dry completely. 

Removes all compounder components and cleans all ISO Class 5 
areas as stated above at the end of each shift. 

Cleans all counters and easily cleanable work surfaces/ counters. j
/ 

Mopsmbors, using the mop, starting at the wall opposite the room 
entry door; mops floor surface in even strokes toward the operator. ' 

‘Moves carts as needed to clean entire floor surface. Use of a
/ 

microfiber cleaning system is an acceptable alternative to megs. 

In the preparation/ staging room, cléans sink and all contact V 
surfaces; cleans floor with a disinfectant solution or uses

\ 

microfiber cleaning system. 
'

J 

The person assessed is immediately informed of all unacceptable activities 
(i.e., spaces lacking a Check marks, WA and shown and informed of specific 
corrections. 

Signature of Person Assessed mw Date KPH“ 18 

Printed Name 
Signature of Qualified Evaluator ————— Date 

8/ / Printed Name «flawfl ’4 5/ 

APPROVED BY



HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96b 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
Performs monthly cleaning on a designated week. Prepares a 
disinfectant solution as stated in approved list at Hybrid 
Pharma that is appropriate for the surfaces to be cleaned.  

Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room 
ceiling, followed by walls and ending with the floor. Uses 
appropriate labeled mops or microfiber cleaning system. 

t/ 

Cleans all buffer area storage shelves by removing contents 
and using a germicidal detergent soaked lint free wipes. Allows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 
remove disinfectant residue. Uses new wipe as needed. 

V 

Cleans all buffer area carts by removing contents and using 
germicidal detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shelves in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes carts with 
sterile 70% IPA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
wipe. 

✓ 

Documents all cleaning activities as to who performed such 
activities with date noted. 

./ 

The person assessed is immediately informed of all unacceptable 
activities (i.e., spaces lacking a Check marks, N/A and shown and informed of 
specific corrections. 

Date 8-j 
Date 	fg 

Signature of Person Assessed 
Printed Name 
Signature of Qualified Evaluator ---
Printed Name 1-0 eo  

APPROVED BY 

HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96b 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
Performs monthly cleaning on a designated week. Prepares a 
disinfectant solution as stated in approved |ist at Hybrid 
Pharma thatjfis appropriate for thefimaces to be cleaned. '/ 
Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room 
iceiling, followed by walls and ending with the floor. Uses \/ 
appropriate labeled mops or microfiber cleaning system. 

Cleans all buffer area storage shelves by removing contents 
and using a germicidal detergent soaked lint free wipes. Allows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 1/ 
remove disinfectant residue. Uses new wipe as needed. 

Cleans all buffer area carts by removing contents and using 
germicidal detergent soaked lint free wipe, cleans all cans 

[starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shelves in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes cans with 
sterile 70% IPA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
‘wipe. 

L/ 

Documents all clreaing activities és to Who performed such 
'

¢ 
activities with date noted.

I 

The person assessed is immediately informedibf-éll unacceptable 
activities (i.e., spaces lacking a Check marks, N/A and shown and informed of 
specific corrections. 

Signature of Person Assessed M Date 8’ 2’“ ",8 
Printed Name 
Signature of Qualified Evaluator MW- Date 

W/I‘ 
Printed Name {W 60 “Wk 

APPROVED BY



HYBRID PHARMA SOP 

97 a Title: Assessing Hand Hygiene and Garbing Related 
Practices of Compounding Personnel 	Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment session or N/ 0 if the 

activity was not observed. 

Printed name and position/title of person assessed: 	  

The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check marks, N/A, or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator 

Signature of the Personnel evaluated: 

Uft/lk 

Date: ed,„ 
Date: g \ail 1g" 

APPROVED BY 	 DATE: 

HYBRID PHARMA SOP 

97 aTitle: Assessing Hand Hygiene and Garbing Related 
Practices of Compounding Personnel Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment sess1on or N/ 0 if the 

activity was not observed. 

Printed name and position/title of person assessed: -------------------- 

The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check _m_ar_ks, N/A. or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator fib’L" Date: FAVE ' 

Signature of the Personnel evaluated; Date: 3 \a‘fllg 
W? 

APPROVED BY DATE:



HYBRID PHARMA SOP 

97a. Hand Hygiene and Garbing Practices: Presents in a clean 
appropriate attire and manner. No street jackets allowed. Remove street 
shoe and wear lab shoes. 

Wears no cosmetics or jewelry (watches, rings, 

earrings, etc. piercing jewelry included) 	upon 	entry into 	prep/ staging areas. 

Brings no food 	or drinks 	into or stored in the ante-areas or buffer areas. ✓ 

Is aware of the fine of demarcation separating clean and dirty sides and 
observes required 	activities. V 

Dons shoe covers or designated clean-area shoes one at a time, placing 
the covered or designated shoe on clean side of the line of demarcation, 
as appropriate. 

1/ 

Dons beard gver if necessary. Dons head cover assuring that all hair 
and ears are covered. 

 
✓ 

Dons face mask to cover bridge of nose down to include chin. 
V 

Performs hand hygiene procedure by wetting hands and forearms and 
washing using soap and warm water for at least 30 seconds. 

Dries hands and forearms using lint-free towel or hand dryer. / 

Selects the appropriate sized gown examining for any holes, tears, or 
other defects. Dons gown and ensures full closure. 

V 

Disinfects hands again using a waterless alcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before 
donning sterile gloves 

V 

Dons appropriate sized sterile gloves ensuring that there is a tight fit 
with no excess glove material at the fingertips. ✓ 

in the direct compounding area (DCA) and after touching items or 
surfaces that may contaminate gloves.. 

Removes PPE on the clean side of the ante-area. Removes gloves and 
performs hand hygiene. ✓ 

Removes gown and discards it, or hangs it on hook if it is to be reused 
within the same work day. 

/ 

Removes and discards mask, head cover, and beard cover (if used). iV 

Removes shoe covers or shoe one at a time, ensuring that uncovered 
foot is placed on the dirty side of the line of demarcation. 1/ 

APPROVED BY 
	

DATE: rilfY 

HYBRID PHARMA SOP 

973. Hand Hygiene and Garbing Practices: Presents in a clean 
appropriate attire and manner. No street jackets allowed. Remove street 

foot is placed on the (My side of the line of demarcation. 

shoe and wear lab shoes. '/ 
Wears no cosmetics or jewelry (watches, rings. 1/ 
earrings, etc. piercing jewelry included) upon entry into prep/ staging areas. 

Brings no food or drinks into or stored in the ante—areas or buffer areas. / 
ls aware of the line of demarcation separating clean and dirty sides and 
observes required activities. V 

Dons shoe covers or designated clean-area shoes one at a time, placing 
the covered or designated shoe on clean side of the line of demarcation, 1/ 
as appropriatg 
Dons beard rWi‘ver if necessary‘ Dons head cover assuring that all hair / and e a rs are covered. 

Dons face mask to cover bridge of nose down to include chin. / 
Performs hand hygiene procedure by wetting hands and forearms and 
washing using soap and warm water for_at least 30 seconds. ‘/ 
Dries hands and forearms using lint-free towel or hand dryer. / 
Selects the appropriate sized gown examining for any holes, tears, or V 
other defects. Dons gown and ensures full closure. 

Disinfects hands again using a waterless alcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before |/ 
donning sterile gloves 7 

Dons appropriate sized sterile gloves ensuring xhat there is a tight fit 
with no excess glove material at the fingertips. / 

in the direct compounding area (DCA) and after touching items or / 
surfaces that may contaminate gioves. 

Removes PPE on the clean side of the ante-area. Removes gioves and 
performs hand hygiene‘ / 
Removes gown and discards it, or hangs it on hook if it is to be reused / 
within the same work day. 

Removes and discards mask, head cover, and beard cover (if used). / 
Removes shoe covers or shoe one at a time, ensuring that uncovered / 
APPROVED BY 

W 
DATEig/W’K



 

                            STATE OF FLORIDA 
  

            DEPARTMENT OF HEALTH 
 
 

 

AGENCY FOR HEALTH CARE ADMINISTRATION 

 

 
 
 
 
 

INV FORM 301, Created 04/14 

 

 

INVESTIGATIVE REPORT 

Office: Area 10 – Fort Lauderdale    Date of Complaint:  12/28/2017 Case Number: 2017-23347 

 
Subject: HYBRID PHARMA, LLC 
              1015 W Newport Ctr. Dr. #106-A 
              Deerfield Beach, FL 33442 
              954-708-2771 
 

 
Source: DEPARTMENT OF HEALTH/ISU/FT.   
              LAUDERDALE 
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E
A EGW- :E,Grossman Furlow hEfiEW 

i 
, ‘ ., IE & Bayé, LLC 

‘ , 

January 23, 2018 

Marsha Boatwright, Investigator 
Florida Department of Health 
Division of MQA 
1400 W. Commercial Blvd. 
Ft. Lauderdale, FL 33309 

Re: Hybrid Pharma, LLC, DOH Case No. 2017—23347 

Dear Investigator Boatwright: 

As indicated in our letter dated January 3, 2018, please consider the following as our 
supplemental response to the above captioned matter. 

The complaint states that our client failed to comply with sterile compounding 
requirements as stated in USP 797, and proceeds to point out several alleged deficiencies. The 
complaint also includes a concise list of the alleged deficiencies from Inspectors Monica Bower, 
R.Ph., and James Shepherd, R.Ph. 

In response to the alleged deficiencies, enclosed with this letter is our client’s response to 
the findings in question where our client received “NO” on their inspection repon. 

We hope that our client’s letter sufficiently responds to the alleged deficiencies listed in 
the inspection report and demonstrates our client’s continual compliance with applicable rules and 
regulations. Also, please consider this letter as our request, pursuant to subsection 456.073(10), 
F.S., for a complete copy of the investigative file at the conclusion of the investigation. Our client 
agrees to maintain the confidentiality of all documents provided pursuant to this request and further 
agrees to pay appropriate costs for the copies provided. 

Please let me know if you have any questions or need for additional information to 
complete your investigation. 

Sincerely,
0 

Edwin A. Bayé 

cc: Hybrid Pharma, LLC 

202272 RAYMOND DiEHL ROAD E! TALLAHASSEE, FL 22308 D V850 385 "‘3“; D FAX (850) 38’; 4240 D vvwv» {HMin/VHHM «mm 
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Response to DOH Inspection Report, dated December 19, 2017 

Inspection Regort item in underline 

DOH Inspector’s comments in italics 

9‘ A 0.2-um certified sterilizing membrane filter is used that is chemically and physically compatible with 
the CSP. Filtration is completed rapidlv without filter replacement Sterilization method is verified to 
achieve sterility for the quantity and type of containers. [VERIFICATION OF COMPOUNDING ACCURACY 
AND STERILITY : Sterilization of High-Risk Level CSPs bv Filtration] 

Compounding record for Zinc sulfate 10mg/mlfma/ volume of 300 ml was sterilized by filtration with a 

Baxter Super 32 mm syringe filter. Manufacturer recommended volume for this filter is less than 150 ml‘ 

RESPONSE: While the manufacturer lists 150 ml as a recommended volume for this filter, it does not give 
a maximum recommended volume‘ The manufacturer also fails to mention the conditions or criteria 
used to determine the ”recommended” volume. 

The volume any given filter can process and still maintain its integrity is based upon many factors 
including substrate viscosity, solubility, structure, pressure, purity, and size to name a few. The 
validation test performed at the end of every batch (known as bubble point or pressure holding test) is 
the determining factor when assessing a filters failure point. 

We have not had any premature failure of the Super 02 micron filter after processing 300ml of Zinc 
Sulfate. 

Action Plan: Although no official maximum filtered volume is given for this filter, we will use 150ml as 
the maximum allowed volume going forward. 
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15‘ Dry heat depyrogenation is used to render glassware or containers, such as vials free from pyrogens 
as well as viable microbes. The description of the dry heat depvrogenation cycle and duration for specific 
load items is included in written documentation in the compounding facility. The effectiveness ofthe dry 
heat depyrogenation cycle is verified using endotoxin challenge vials LECVS). [VERIFICATION OF 

COMPOUNDING ACCURACY AND STERILITY: Depvrogenation by Drv Heat] 

Firm is using distilled water to rinse glassware not sterile water; SECOND ADVISORY. 

Response to June 14, 2017 DOH Inspection Report: 

All the non-sterile glassware Is washed with tap water to remove any suspended particles, and then 
washed with distilled water in the cleaning process. Next, it is rinsed with sterile water for injection‘ We 
explained the cleaning procedure to the inspectors. We have many cases of sterile water for injection 
(Baxter product) in the inventory room within the pharmacy. We only take from inventory the necessary 
amount to use during the sterilization process. 

Response to December 19, 2017 DOH Inspection Report: 

The inspector claims again that we are using distilled water for the final rinse of glassware. This is 

incorrect. Distilled water is used in the cleaning process but not in the final rinse stage‘ Sterile water is 

transported from the storage room after being removed from its cardboard shipping containers. We do 
not store sterile water in the prep room. See on the next page the SOP regarding the procedure to wash 
glassware and vials prior to depyrogenation. 
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Hybrid Pharma SOP 
Procedure to wash Glassware and Vials Prior to Depyrogenation. 

We process glassware, vials and other containers to meet required endotoxin levels according to 

USP <85>. Cleaning, washing and drying is performed inside ISO 8/Class room. Glassware and 

Vials used in the processing, storage, or packaging of pharmaceutical compounds are washed, 

dried and depyrogenated. 

Washing of glassware 

Materials Required: 

0 Distilled Water 
0 Sterile Water for Irrigation/ Sterile Water for Injection 
0 Stainless Steel Sterilizing Trays 
0 Plastic bins 

We use plastic storage containers or stainless steel trays to transfer bags of scaled sterile water for 
injection into clean room on a need to use basis. Large stock of Baxter brand Sterile Water is kept 
in supply room. After inspecting cardboard cases for damage they are placed in supply room from 
UPS delivery. 

Shipping containers or boxes are not stored in the clean room. Quantity of sterile rinse water depends 

upon amount of glassware to be rinsed. Return only unopened bags of Sterile Water to supply room 
when finished. Discard opened but unused sterile water down sink. 

Step 1: Wash all glassware and vials with plenty of tap water and drain them to remove 

any dust particles. Repeat this procedure 3 times. 

Step 2: The drained glassware from step 1 is washed with plenty of distilled water, make 

sure all the surfaces are Cleaned. Repeat this process with Distilled water two times. 

Step 3: The drained glassware from step 2 is rinsed with sterile water for Irrigation or 
Sterile water for Injection [SW1] 

Step 4: Drain the glassware in the Stainless steel Sterilizing Trays and let them air 

dry. Once they are dry, store the Vials in the plastic storage bins, labelled as Washed. 

Instructions: 
a. Do not perform any of these activities when any compounding activities are carried 
out in the room. 
b. Make sure the sink and counter is clear of any dirty items before you begin the 

washing the glassware/ containers/Vials. 
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22. On site: Membrane filtration is used if appropriate. (The technique of membrane filtration is used 

whenever the nature of the product permits; that is, for filterable aqueous preparations for alcoholic 

or oily preparations, and for preparations miscible with, or soluble in, aqueous or oilv solvents, 

provided these solvents do not have an antimicrobial effect in the conditions of the test.) Filters are 

rinsed according to USP<71>. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

The SOP the firm is using is the Pall MF (membrane filtration) technique for their sterility testing that 
does not match the procedure, also, the Nalgene sterile filter that was presented to inspectors indicates 
that it is for food and beverages and does not indicate it can be used for pharmaceutical product 
sterility tests; PROVIDE DOCUMENTATION THE DEVICE l5 APPROPRIATE FOR USP <71> STERILITY TESTS 

RESPONSE: 

Hybrid Pharmacy is not using the "Pall filtration technique” (which was contained in a mislabeled 

folder). This was mistaken for our SOP‘ The SOP for sterility testing was filed in our FDA section. Hybrid 
was using Pall filters for sterility testing prior to upgrading to the Nalgene system. Please see enclosed 

SOP as Exhibit 1. 

The Nalgene filters #145—2045 (in use since August 2017) are listed by ThermoFisher Scientific for Water 
Quality, Food and Beverage, and Pharmaceuticals. (See attached PDF Nalgene Filter.pdf) 

USP<71> outlines the use of membrane filtration in regard to sterility testing. 

We have met all the criteria described in ”Membrane Filtration” (2009 USP/NF Pg. 83)‘ The 

description and specifications of these filters are as follows: 

1) Use membrane filters having a nominal pore size not greater the 0.45 micron whose effectiveness 

to retain microorganisms has been established. 

We use 0.45 micron sterile filters whose effectiveness to retain microorganisms has been 
established. 

2) Cellulose Nitrate is used as an example of filter composition when using aqueous, oily, and 

weakly alcoholic solutions. 

The new Nalgene filters are composed of Cellulose Nitrate. The Nalgene filters #145-2045 are listed by 
ThermoFisher Scientific is listed to be used for pharmaceutical purposes, including raw ingredients 

(liquid and powder), Make-up Water, Rinse Water, and Final Product. See as Exhibit 1a ThermoFisher 
Scientific’s product description. 
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Hybrid Pharma SOP Sterility testing —Membrane Filtration 
114. Rev.l Sterility test (Membrane Filtration Method) in finished sterile drug 
preparations 

1.0 OBJECTIVE 
The Objective of this SOP is to test for sterility of the Sten'le drug products by 

Membrane filtration method and document the results. 
2.0 SCOPE 

This protocol is applicable for Sterility test of the finished pharmaceutical 
products. The sterility test will be conducted in accordance with the methods outlined 
in the current USP <71> [Harmonized Pharmacopeia Method! 21 CFR 610.12.] 
3.0 RESPONSIBILITIES 

Responsibilities Name of the 
Department 

1 Validation Protocol, Approval & Report Quality Control 

4.0 PRE-REQUISITES 
1. Method Suitability Test or Bacteriostatic and Fungistatic Test 

In order to efficiently conduct the sterility suitability test by Membrane Filtration 
method, ensure that the following requirements are fulfilled. 
a. Validated Aseptic facility, an independent testing Facility 

to carry out the Sterility test validation 

b. Follow the proper GMP procedure and share the procedure to develop proper 
method(s) to do the sterility test. 

c. Method suitability follows the validated GMP protocol and Sterility test follows 
USP <71> protocol. 

d. After the method suitability is done, perform the sterility test for the different 
batches of the same product as per USP <71>. 

S. STERILITY TESTING. 
3. Follow the strict protocols described in USP <71> and method suitability tests. 

b. All Equipment to be used for Sterility test are qualified and operational SOP’s 

established and followed. 

0. All the equipment and culture media required for the sterility test should be sterile. 

Pagel 
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Hybrid Pharma SOP Sterility testing —Membrane Filtration 
d. Trained personnel for conducting Sterility test 

6.0 IDENTIFICATION OF CRITICAL CONTROL l MONITORING 
PARAMETER 
Before proceeding for sterility test, following parameters are checked 

a Each lot of sterility test medium must be tested for its growth promoting qualities 
as provided by manufacturer 
b During validation carry out environmental monitoring by settle plate (Plate 
Exposure) and Personnel monitoring by gloved finger dab. 
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Hybrid Pharma SOP Sterility testing —Membrane Filtration 

7. TEST FOR ANTIMICROBIAL ACTIVITY lSTERILITY TEST 

Objectives: The testis performed to ensure that, the absence of Antimicrobial
! 

Activity in the finished sterile products under the experimental conditions.
' 

Sample Procedure: For a batch of 200 vials of IOmL; 10 vials for testing 

Step No Product Control 

1 
Rinse the membrane with approx. 10 ml of sterile fluid D before 

starting the filtration under vacuum. 

2 
Select 10 vials randomly and pour half the content into a filter holder 

& start the filtration 
Rinse the membrane three times with fluid D 

;

| 

4 
Aseptically transfer the filter paper using sterile S.S. tweezer to

‘ sterile FTM
1 

5 
Repeat step 1-3 using another stefile filter and aseptically transfer the

i 

‘ filter paper using sterile S.S. tweezer to sterile TSB/SCDM
; 

6 
Incubate the TSB/SCDM glass containers at 20- 25°C and FTM glass 

bottles at 30-35°C for 14 days 

7 
After incubation observe the samplés for growth and document the 

observafion. 

8 After 14 days incubation and Document the observation
i 

Acceptance Criteria: 

a. After incubation, observe all the negative control of each medium Le. FTM and 

SCDM for absence of growth. 
b. Observation: — Observe the samples for any evidence of microbial growth by means 

of turbidity. If evidence of microbial growth is observed in terms of turbidity or 

cloudy, the test article does not pass the sterility test unless it can be clearly 
demonstrated that the test is invalid for causes unrelated to the test article. 

If no evidence of microbial growth is observed and the sample is clear for the 

incubation period of 14 days, the test article passes sterility test. 

If a test article renders the media turbid so the presence or absence of microbial 
growth cannot be readily determined by visual examination, a portion (not less than 

lmL) of the media will be transferred to a fresh container of the media on Day 14. 

The transfer solution will be incubated for not less than 4 days. 

Page 3 
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Hybrid Pharma SOP Sterility testing ~Membrane Filtration 
8.0 Reporting: 

The final report will include but will not be limited to: the dates of test initiation and 
completion and the final test results. 

9.0 PRECAUTION: 
a. Personnel conducting sterility testing or associated aseptic manipulations should 
wear sterilized garments. Following the completion of the test, the personnel will 
gently press their gloved fingertips onto the surface of the TSA w L/PS plate. The 
glove plates will be aerobically incubated at 300C to 35°C for 48-72 hours. 

The BSC/LAFH will be wiped with an approved disinfectant immediately prior to 
testing. 

~ b. All equipment, vessels and materials, which are used for sterility test, should be 
sterilized by autoclaving or by dry heat sterilization. 

10. Independent Testing Lab~validation work 
* a. Validation tasks are to be carried out by trained personnel using techniques and 

equipment, which minimize the risk of accidental microbial contamination of the test 
and of the testing environment. 
b. Validation tests should be conducted in sterile environment and positive control 
tssts in Microbiological testing room under LAFH 

11. Test Article Identification: 
All the necessary documentation for the identification of the test article are 

documented in Form 122A, 122B, 122C and the dates are marked in the samples. 
The minimum number of articles to be used in relation to the number of articles in the 
batch and the minimum quantity to be used for each medium by USP 71 guidelines. 
Out of this 50% of the samples are reserved as retention sample, which will be used 
for any repeating of tests or other testing needed. 

12. Compliance: 
This study will be performed in accordance with applicable Good laboratory practices 
and follow USP 71 sterility test protocol. 

Page 4 
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Hybrid Pharma SOP Sterility testing ~Membrane Filtration 
13. Testing Environment: 

All sterility tests will be performed in ISO 5 hood. 

Personnel will be gowned as suitable for the testing environment. Sterile gloves, 

mask, goggles and sleeves are required in the ISO 5 hood. Sterile coverall suit, mask 

and goggles are required in ISO 7 suite. 

Settling plates will be placed in the hood during testing to confirm ISO 5 

conditions were in effect during testing. Tryptic Soy Agar or Malt Extract Agar or 

equivalent settling plates will be opened during testing. When testing is complete 

TSA will be incubated for 48 — 72 hours, and MBA will be incubated 5 — 7 days. 

Contact plates will sample surface of hood after testing, to confirm the surface 

of the Hood is sterile. TSA+ contact plates will be used to neutralize any residual 
disinfectant. TSA+ will be incubated for 48 — 72 hours. 

Contact plates will also sample microbiology technician fingertips after testing, 
to ensure technician maintained aseptic technique. TSA+ plates will be incubated for 
48— 72 hours. 

In case of a failing sample, the environmental monitoring results will be helpful 
in determining whether there was laboratory error. 

Page 5 
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USP <71> STERILITY TEST FLOW CHART 

Prepare tools 
- Autoclave filter Funnels and Forceps 
0 Gown up and bling Pump and filtration set to Clean Room. 

Disinfect all items before placing in ISO 5 Hood

¢ 
Wipe down Vials with steflle 70% IPA 

\L 

Place the funnel in the filtration set. 

Asepticalll)f remove the membrane 

filter and place it on the filtration 
funnel.

\ 
Aseptically remove the membrane filter 
and place it on the filtration funnel. 

¢ 3/ 

Aseptically remove half the Aseptically remove half the 

contents of the test samples and contents of the test samples and 

filter through the membrane. filter through the membrane. 

Wash the funnel with IOOmL of fluid D

\ 

Aseptically remove the membrane 

filter with tweezer and place it in the 

glass jar of TSB 

Wash the funnel with IOOmL of fluid D 

Aseptically remove the membrane filter 
with tweezer and place it in the glass jar 
of FTM 

Incubate at 20 — 25 
0 

c for 14 days. 

Confirm no turbidity in any 

sample to pass the sterility test 

Incubate at 30 —35 
0 

c for 14 days. 
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F___ 
HYBRID PHARMA SOP 

USP 71 STERILITY TEST: 

Product Requirements: Minimum Quantity per Unit for Each Medium 
Liquids Minimum Quantity 

< 1 mL The whole contents of each container 
1-40 mL Half the contents of each container, but not less than lmL 

>40 — <100 mL 20 mL per container 
>100 mL 10% of the contents of the container, but not less than 20 mL 
Antibiotic Liquids 1 mL 

Product Requirements: Minimum Quantity per Unit for Each Medium 
Solids Minimum Quantity 

< 50 mg The whole contents of each container 
50 - <300 mg Half the contents of each container, but not less than 50 mg 
300 mg — 5 g 150 mg per container 
>5 g 500 mg per container 

Insoluble preparations, creams, and ointments to be suspended or emulsified - Use the contents of each 

container to provide not less than 200 mg 

APPROVED BY
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15HYBRID PHARMA SOP 

Table 3. Minimum Number of Articles to be Tested in Relation to the Number of Articles in thc Batch 

Number of Items in the Batch“.6 
Parenteral preparations 
Not more than IOO containers 
More than 100 but not more than 500 containexs 
More than 500 containers 
‘For large-volume paremerals 

Antibiotic salia's 

Pharmacy bulk packages (<5 g) 
Pharmacy bulk packages (25 g) 
Bulks and blends 

Ophthalmic and other noninjecrable pmparations 
Not more than 200 containers 
More than 200 containers 
If the product is presented in the form of single-dose containers, 

apply fihe scheme shown above for preparations for parenteral use. 

06 

Catgut and other surgical sutures for veterinary use 

'Not more than 100 miclm 
More than 100, but not more than 500 articles 
More than 500 articles 

Bulk solid products 
Up to 4 containers 
More than 4 containers, but not more than 50 containers 
More than 50 containers

1 
' [fthe batch size is unknown, use the maximum number of items prescribed. 

Wuimum Number of Items to be Tested f0; Each Medium 
(unless otherwise justified and authoruedf‘n 

10% or 4 containers. whichever is the greater 
10 containers 
2% or 20 containers, whichever is less 

2% or 10 containers, whichever is less 

20 containers 
6 contamers 
See Bulk solid pmducts. 

5% or 2 containers, whichever is the gmater 
10 containezs 

2% or 5 packages, whichever is the gamer, 
up to a maximum total of 20 packages 
10% or 4 articles, whichever is greater 
10 amides 
2% or 20 articles, whichever is lws. 

Each container 
20% or 4 contains, whichever is greater 
2% or 30 containers, whichever is greater 

“ If the contents of one container are enough to inoculate the two media, this oolumn gives the number of containers needed for both the media togedler.“ 

APPROVED BY 
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Hybrid Pharma SOP Sterility testing —Membrane Filtration 

114A: Sterility Testing Experimental Procedure 
EquipmenUsupplies/reagents: 

E uipment: 
o iltration s et 
0 Filter holders 
.47 mm filters 
0 Lammar Flow Hood 
0 Vacuum Suzyly oIncubator (- — 35°C) . Incubator (20 — 25°C) 
.180 5 Laminar Flow Hood 
oAutoclave 

Media: 
0 Tryptic Soy Broth CTSB) 

F1u1d Thioglycolate Medium (FI'M) 
o Fluid D 

Tryptic Soy Agar (TSA) 
TryFtic Soy Agar plus lecithin and tween (TSA+) 
Ma t Extract Agar 

Supplies: 

0 Tweezers . Sterile gloves 
0 Stenle sleeves 
0 Lab coat 
a Hair net 
o Safety glasses 
0 Face mask 

1.0 Method 

1.1 mm 
1.1.1 Take the appropriate number of samples for test, depending 

upon batch size and unit dose size. The amount is determined 
by Table 3 in USP <71>. See Appendix 1. 

1.1.2 T h 6 volume to be tested is dependent upon unit dose size. The 
amount is determined by Table 2 in USP <71>. See Appendix 2 

1.2 STERILITY TEST PROCEDURE 
1.2.1 All sten'lity tests will be performed in ISO 5 hood. 
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Hybrid Pharma SOP Sterility testing —Membrane Filtration 

12.2 P e r s 0 n n 61 will be gowned as suitable for the testing 
environment. Sterile gloves, mask, goggles and sleeves are required in 
the ISO 5 hood. Sterile coverall suit, mask and goggles are required in 
ISO 7 suite. 

1.2.3 S e t t l i n g plates will be placed in the hood during testing to 
confirm ISO 5 conditions were in effect during testing. Tryptic 
Soy Agar or Malt Extract Agar or equivalent settling plates will 
be opened during testing. When testing is complete TSA will be 

incubated for 48 — 72 hours, and MBA will be incubated 5 — 7 

days. 

1.2.4 C o n t a ct plates will sample surface of hood after testing, to 
confirm the surface of the hood is sterile. TSA+ contact plates will 
be used to neutralize any residual disinfectant. TSA+ will be 

incubated for 48 — 72 hours. 

1.2.5 C o n t a c t plates will also sample microbiology technician 
fingertips after testing, to ensure technician maintained aseptic 

technique. TSA+ plates will be incubated for 48 —- 72 hours. 

1.2.6 In case of a failing sample, the environmental monitoring 
results will be helpful in determining Whether there was 

laboratory error. 

1.3 Membrane Filgrgfign: 

1.3.1 M e m b r a n e filtration is performed on liquid samples that are 

readily filterable. It is the preferred method as it allows 

inhibitory compounds to pass through while trapping microbes 

on the surface of the filter. 

1.3.2 Wr ap filter funnels and autoclave at 121C for at least 20 minutes or use 

sterile filter funnels. 

1.3.3 S p r a y the outside of the wrapped funnels with sterile 70% [PA 

and place wrapped funnels in the ISO 5 Hood. 

1.3.4 U n w r a p funnels and place on filtration set. 

1.3.5 U s i n g sterile tweezes, place sterile filter on filter funnel. 

Page I 2 
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[ Hybrid Pharma SOP Sterility testing —Membrane Filtration 

1.3.6 Wi p 6 dry outside of sample containers (primary packaging) 
with sterile70% IPA. 

1.3.7 Wip 6 dry outside of media bottles with sterile 70% IPA. 

1.3.8 Tu r n on vacuum pump. 

1.3.9 F i 1 te r adequate amount of sample through filter set. Sample 

must be removed aseptically. Products from syringes can be 

directly injected into funnel. Products in Vials and bags may be 

removed from vial by sterile syringe. 

1.3.10 Allow vacuum to drain the filter funnel through the filter. 

1.3.11 Fill funnel with Fluid D, being sure to rinse side of funnel. The amount 

of Fluid D rinse will be dependent upon What was validated during method 

suitability. Wash the membrane not less than three times with the validated 

amount but do not exceed five 100 mL washes per filter. 

1.3.12 Allow all of the Fluid D passes through the filter. 

1.3.13 Using sterile forceps, aseptically remove the filter from the funnel 
and place in TSB or FM. Product will be tested in both media -— 

whether samples are split or whole samples are filtered will depend 

upon unit dose size. Refer to USP Table 2 in Appendix 2. 

1.3.14 Incubate TSB for 14 days at 20 — 25°C, incubate FI‘M for 14 days at 30 
— 35°C. 

1.4 Dirgcglnoculatign: 

1.4.1 To be utilized for inSOIuble products that cannot be membrane filtered. 

1.4.2 Tr a n s fer sample into culture medium so that the volume of the 

product is not more than 10% of the volume of the medium. 

1.4.3 S a mp 1 e s will be transferred according to USP Table 2 in 

Appendix 2 and what has been validated according to method 

suitability. 

1.4.4 I n c u b ate TSB for 14 days at 20-25°C. Incubate FI‘M for 14 days at 

30 — 35°C. 

2.0 REFERENCES: US Pharmacopeia <71> Sterility Tests 

Page|3 
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Hybrid Pharma SOP Sterility testing ~Membrane Filtration 

Product Testing lab Size Product volume Product volume
L 

Atlas of filtered/Volume filtered/Volume of 
Fluid D vial of FTM FTM 

Magnesium chloride Fluid D, 0.45 SOmL ZSOmI/ 100ml 250111]! 1001111 

200mg/ml CN 
HCG 11000 iu Reconstitute llmL 55n11/100ml 55ml/100m1 

with BS 
water 

MIC Fluid D, 0.45 30mL 450mL/ 100ml 450mL/100m] 
CN 

B12, MIC Fluid D, 0.45 30mL 450mL/100m] 450mL/100ml 
CN 

Testosterone Fluid D, 0.45 IOmL 50mL/100mL 50mL/100mL 
Cypionate 200mg/mL CN 

Calcium Glucofiatc Fluid D, 0.45 20mL IOOmL/IOOmL IOOmL/IOOmL 
10% CN 

Sodium Bicarbonate Fluid D, 0.45 SOmL 250ml/ 100ml 250ml/ 100ml 
8.4% CN 

Placebo Fluid D, 0.45 2mL 50mL/100mL 50mL/1 OOmL 

CA 
Cyanocobalamin Fluid D, 0.45 30mL 45011111 100ml 450mL/100m1 
1mg/mL CN 
Methyl cobalamin Fluid D, 0.45 30mL 4SOmL/ 100ml 450mL/ 100ml 
ling/ml. CN 
Glutathione Fluid D, 0.45 30mL 450mL/ 100ml 450mL/ 100ml 

CN 

Page|4 
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HYBRID PHARMA 

HYBRID PHARMA ON-SITE STERILITY TESTING IMEMBRANE FILTRATION DOCUMENTATION FORM 122C_Rev.2 

Batch details, Name of the drug, strength, Batch size, 
number of vials 

vials used in sterility test 

During Sterility test ISO 5 Hood settle air Plates Cfu Pass/ Fail Start date End Date
1 

Negative Control 
7 

Cfu Pass/ Fail 

Post sterility test LEFT RIGHT HOOD SURFACE Incubation 
Personnel Gloved Cfu Pass] Fail Cfu Pass/ Fail Cfu Pass/ Fail Temp. 
fingertip 

Negative Control Cfu Pass/ Fail 30 ”350C 

Details of Fluid D, USP Detai}s of the membrane, 
batch, expiry, manufacturer 

Details of settle plate TSA to 
, collect air in the LAFH W64 

15X100mm 

Details of TSA W/LEC &P80 
P34 

Details of settle plate MEA to collect air in the LAFH 15X 100mm W28 Hardy 

Negative Cfu Pass/ Fail 
Cfu 

CONFIDENTIAL 

Pass/ Fail
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HYBRID PHARMA ~ 

'
i 

Sterility Test Inspection Log TSB 20-250C [68—77F] 
' 

Incubator 1 Form 122A 

Indicate X if cloudy or 'I‘urbid. For accelerated early release of the batch, follow it up On Day 1 to Day 14. If it is not 

monitored these days [holidays or missed] they shall be followed asap. 

Broth Lot# U71TSB USP Days of Inspection Results 

Broth Expiry IOOmL 
1 3 7 14 

Date 
Pass Fail 

Sample Lot # Start Date 

Negative Finish Date 

‘ 

Control 
x

! 

Sterility Test Inspection Log FTM 30 - 35“ C Incubator 2 Form 12213 

@roth Lot# U41 Days of Inspection Résults 

Broth Expiry 1 3 7 14 Pass Fail 
Date 

Sample Lot # Start Date 

Negative Finish Date 

Control 

CONFIDENTIAL
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ThermoFisher 
S C I E N T I F | C 

Home > Life Sciences > Lab Plasticware and Supplies > Filtration > Analytical Filtration 

Analytical Filtration 

Reliable and consistent analytical filterware for microbiological quality control testing 

When conducting analyfical filtration in your lab, we understand that particle retention efficiency is 

critical to your research. Analytical filter units and filter funnels are often used in water quality testing to 

determine the microbial content of samples. Producing accurate results in this type of testing is 

especially dependent on the filter‘s performance in retaining microbes on the membrane. 

We built our Nalgene analytical filtewvare products with all of this in mind‘ For over 50 years, we have provided precise. easy-to—use systems for the recovery 

of microorganisms and particles for QC testing and research. We provide sterile analytical filters, funnels and a wide array of reusable filters to support a 

variety of analytical filtration applications. 

The most common applications for Nalgene Analytical Filtration products are for the Water Quality, Food and Beverage, and Pharmaceutical industries. 

Water quality 

- Waste Water 

- Potable Water 

. Recreational Water 

(Beaches, Lakes, etc) 

- Swimming Pools 

Nalgene analytical system 

Food & beverage Pharmaceutical 

- WineA - Raw Ingredients 

. Beer (liquid and powder) 

. Milk - Make-upWater 

- Packaged Foods - Rinse Water 

- FruitJuices - Final Product 
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V Step 1 : Select membrane 

Select a membrane by color and pore size: 

Color 

Whlte J - Standard for microbiological analysis of water, wastewater, and bever‘ 

G rey 

- For the maximum contrast between colonies and the filter withoui stail 

. Use to enumerate yeast and bacteria in beverages, wines. wastewate 

Product selection 

Pore size 

0.2um 

adspm 

0.8um 

1.0pm 

Challenge organism 

Smal! bacteria 

Coliforms, feca| conforms, Comm 

Yeas‘s, molds and fungi 

Veasts, molds and fungi 
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Thermo Scientific 

Nalgene 00 Analytical Filtration Products 
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Single~use Nalgene® Filterware 
- ready when you are! 

Our analytical filterware provides precise, easy-to-use systems for the recovery 

of microorganisms and particulates for QC testing and reseamh. 
- Disposable, easy-muse, pre-assembled stenle finer umts and funnels 
- Easy-to-remove tmon-free cellulose mtrate (CN) membranes 
0 The 0.2 pm CN membrane ‘3 suitable for sterihtytesfing 
I 0.45 pm CN gridded membrane is certified fm water quafity testing 

Analytical Filter 
Units, Sterile 
Finer units have w1de polystyrene 

base for added stability on the 

bench. 

150 ml capacity of units and 

funnels \s idea! for beverage 

samples that may foam. Twist-off 

upper chamber prowdes easy 
~ , access to 

47 mm diameter membrane. Upper and lower chambers are graduated for 

quick volume checks Easy to open bags, 72 units per case‘ Pass ISO 7704 

recovery test‘mg. 

> 

«1024) 4045 
_ . 

Pore size, urn 0.2 0.45 

Membrane color/grid White/none Whne/black 

Upper cap‘, ml 

Membrane dia., mm 

Pore size, pm 

Membmne color/grid 

Analytical Test Filter 
Funnels, Sterile 
Low cost filter funnels feature 

white or gray CN membrane. 

Gray membrane turns black 

when wet. Upper separates 

easity from lower for convenient 

access to membrane. Adapter 

allows use with No.8 stopper 

(Cat.No.D80396-0080) with 

filtenng flask or manifold, 50 

funnels and 6 adapters per case. 

100 ml or 250 ml votume. Pass 

ISO 7704 recovery testmg. 

100 250 

47 47 47 47 

0.2 045 0,2 045 
White/ White/ White! While/ 
none black none black 

;; 
Funnel can, ml 

Membrane dia., mrn 

Pore size‘ um 

Membrane color/grid 

100 250 

47 47 

0.45 0.45 

Gray/black Gray/ black 

Analytical Filter 
Funnels, Sterile 
For use with filter flasks or 

manifolds 150 ml graduated 

chamber. Accomodates larger 

voiumes as long as membrane 

continues to flow. Convenvent 

snap away design wqth 

removable membrane. Each pack 

a of 12 filters contains 1 vacuum 

gasket (DSOSQS- 0708) to replace a stopper. 72 funnels per case. Pass ISO 

7704 recovery testing. 

Funnel cap” ml 

Memmane dla., mm 

Pore size. um 

Membrane color/grid 

150 

47 

0 ,4 5 

White/black 
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Notation on June 14, 2017 DOH Inspection Report and Response: 

27. On site: A USP<71> method suitability test has been done with appropriate inoculum additives and 
rinses. [STERILITY TEST USP<71> : Method Suitability Test] 

Method suitability is outsourced to WuVi AppTec in Marietta GA. Sterility testing is done in house. 
There is no documentation to demonstrate that the procedure for method suitability matches the 
procedure forsteri/ity testing such as rinse solutions. No. 

RESPONSE: We will synchronize with WuVi App Tec's procedure and switch from fluid A to fluid D. We 
will document the change. See attachment 27 [WUXi e-mail communication] 

Notation on December 19, 2017 DOH Inspection Report and Response: 

27. On site: A USP<71> method suitability test has been done with appropriate inoculum, additives and 
rinses‘ [STERIUTY TEST USP<71> : Method Suitability Test] 

Method suitability does not match method used forsteri/ity tests. SECOND ADVISORY. Atlas labs conducts 
method suitability for HCG and uses bacteriostatic water to reconstitute the product, not SWFI; SECOND 
ADVISORY Provide documentation that all rinses and methods used in the method suitability are alike ie; 
membrane filtration, inoculation, rinses, etc. FOR EACH PRODUCT THAT YOU TEST FOR STERILITY. The 
media you are using is TSB with lecithin and tween 20 and Fluid Thiog/ycol/ate that are manufactured by 
Hardy. Send documentation Atlas labs is using the some media and rinses for method suitability for EACH 
PRODUCT. No. 

RESPONSE: 

Atlas Labs uses bacteriostatic water for injection to reconstitute HCG and it becomes a multi dose vial. 
Hence dituting with bacteriostatic water for injection is the correct method. Here at Hybrid Sterility 
testing, we also reconstitute HCG with bacteriostatic water for injection. 

As of The TSB media manufacturer Tryptic Soy Broth (TSB) with Lecithin and Tween@80 are added to the 
formulation TSB to neutralize germicidal or disinfectant residues‘ Neutralization of these residues 
reduces their inhibitory effect which would ultimately result in the lowering of the microbial count. 
Instead using TSB, TSB modified with lecithin and tween 80 ensure a better result to pick up any minute 
microbial contamination 

We did the comparison study with TSB and TSB modified with lecithin and tween 80 for many of our 
product formulations and we did not see any difference. Understand the fact that, the method suitability 
is to evaluate the inhibitory effect on the growth of microbes by the drug product whereas the sterility 
testing is to see the growth of microbes if any contamination. The media plays a role. The TSB modified 
with Let/Tween 80 is for Sterility test and the TSB is for the method suitability‘ 
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Please refer the Table 1, for the inoculums, the method, and the rinse fluid between the Method 
suitability test and the sterility test for all our products 

Tablel 

Inoculum Method Rinse 

Media 

Method Suitability TSB Membrane Filtration Fluid D 

Test 

Sterility Test TSB Membrane Filtration Fluid D J 

Though the TSB w Lec/ Tween 80 is superior to TSB, we will continue to match TSB as in the suitability 
test going forward for a” the drug products. 

We provide the documentation that Atlas labs is also using the Hardy/s TSB product as per their e 
mail re-printed below. 

-------- Original Message -—--—— 

Subject: Followup on yesterday phone conversation From: "Kim Dix" 

<kim@atlasanalytical.com> Date: 12/22/17 9:48 am To: "drraja@hybridpharma.com" 
drra'a@hybrid9harma.com 

Dr. Raja, Please send your6 x SOmL 95% sterile alcohol vials forvalidation. We will do method suitability 
on the 6 target organisms in TBS and FTM. With regards to Atlas preparation of TSB and FTM: we 
prepare according to manufacturer instructions: Hardy Criterion C7141 and C7501 We growth 
promote prior to use to verify that media meets its intended use. Thanks, Kim Dix Quality Coordinator 
Atlas Analytical 8255 Commercial Way Weeki Wachee, FL 34613 (352) 6104367 
www.atlasana|ytical.com Atlas Logo_JPEG 

Additional Language from DOH Inspector in Item 27: 

The media you are using is TSB with lecithin and tween 20 and Fluid Thioglyco/late that are 
manufactured by Hardy. Send documentation Atlas labs is using the same media and rinses for method 
suitability for EACH PRODUCT. 

RESPONSE: 

Enclosed as Exhibit 2 is the Certificate of Analysis, dated January 9, 2018, for Ethyl Alcohol 95% (Lot# 
Y171226) provided by Atlas Analytical‘ You will see that the materials used are the same‘ N.B All 
products produced in batches over 25 are produced under the protection of FDA 5038 license, These 
products are compounded under CGMP with 5033 exemptions. 
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Client: 

Contact: 

Atlas Sample ID No.: 

Atlas Report No.: 

Original Issue Date: 

Test: 

Product Name: 

lot Number: 

Samples Tested: 

Test Materials: 

LAS 
ANALYTICAL 

CERTIFICATE OF ANALYSIS 

Hybrid Pha mm 
1015 W Newport Center Dr #106a 
Deer-field Beach. FL 33442 

Dr. Raja 

Drraja@hybridpharma.com 
P (954) 708—2771 

17-2527 

17~2527 

January 9, 2018 

USP (71> Steriliw: Method Suitability Test 

Placebo Ethyl Alcohol, USP 95% qs. 

Y171226 

6 vials with SOmL product In each were received. The entire contents of each 
vial was fihered through a 0.45uM filter and that filter was placed into 100 mL 
of growth medium (3 filters into 153; 3 filters into FTM). 

Tryptic Soy Broth (TSB) Hardy Diagnostics Cat. No.: C7141 was prepared 
according to manufacturers Instructions and growth promoted with <100 cfu of 
microorganisms according to Atlas SOP 402.1. Turbidity In microorganism 
Inoculated media confirmed growth. Uninoculated media served as a sterility 
control. 

Fluid Thioglycollate Medium (FI'M) Hardy Diagnostics Cat. No.: C7501 was 
prepared according to manufacturer’s Instructions and growth promoted with 
<100 cfu of microorganisms according to Atlas SOP 402.1. Turbidity in 
microorganism inoculated media confirmed growth. Uninoculated media sewed 
as a sterility control. 

Fluid D was prepared using 1g of pancreatic diges‘ of casein Hardy Diagnostics 
Cat. No.: £6531'and lmL of Tween 80 (Polysorbate) per liter of distilled water. 
Fluid D was filter sterilized using a bottle-top sterile filtration unit. 

The 0.45pm cellulose acteate membrane filters used in the product enrichment 
were Advantec Item C0456047A individually wrapped steriie membranes. 

This document Is issued under the company’s terms and conditions which were agreed upon during sample submission. Atlas 
Analytical Inc‘s liability regarding this analysis ls llmttad m the cost of the tests associated with ‘hls Certlflcate of Analysis. The 
results are the property of the client listed above and Atlas Analytical Inc. 

8255 Commercial Way - Weeki Wachee, FL 34613 ' Phone (352) 610 #367 L__________ 
000028



000029

TLAS 
ANALYTICAL 

Method Summary: 

In order for a USP <71) Sterility Test to be considered valid, the enrichment scheme used to recover 
contaminants must be shown to be able to recover various test species introduced to separate 
enrichments at low levels (<100 colony forming units). These enrichments are incubated for no more 
than five days at prescribed temperatures Turbidity in the growth media is confirmation of growth and 
therefore validmes the test. 

Product Enrichment: 

50 mL of product was filtered through a 0.45uM filter. The filter was rinsed with <100 cfu 00 test species 
suspended in ZOmL Fluid 0. The filter was rinsed with 80mL Fluid 0 and the filter was transferred to 100 
mL of growth media. The type of medium was dependem on the test species as outlined below. 

Results: 

T Broth Bacillus subtilis 20° - 25‘C 
T Broth Candida albicans 20' - 25'C 
T Broth his brasiliensis 20' - 25'C 
Fluid Th e Medium Clostridlum 30‘ - 35'C 
Huid [late Medium St auneus 30». 35'C 
Fluid te Medium Pseudomonas inosa 30' - 35'C 

Conclusion: 

Filtering aliquots of 50 mL of Piacebo Ethyl Alcohoi, USP 95% and placing the filters in separate, bottles of 
100 mL of T58 and FTM is a valid method for confirming sterility of manufactured product. 

Approved by: 

21:40,; 
Quality Assurance 

This document is |ssued under the company‘ s fienns and conditions which were agreed upon during sample submission. Aflas 
Analytical Inc.‘s liability regarding chls analysB is limited to the cost of the tem associated with this Certificate of Anaiysls, The 
results are the property 01 the chem listed above and Aflas Analytical knc, 

8255 Commercial Way ~ Weeki Wachee, Fl. 34613 - Phone (352) 610 4367 
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32. Endotoxin testing is conducted for High-risk level CSP‘s that are prepared in batches of more than 25 
Identical containers or exposed longer than 12 hours at 2° to 8“, and 6 hours at warmer than 8°, before 
being sterilized or in multidose containers for administration to multiple patients. (excluding those for 
inhalation and ophthalmic administration) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: 
Bacterial Endotoxin {Pyrogenj Testing 

Testosterone lot #1 7100611 2000 ml has not been tested for endotoxins. 

Response: 

The USP monograph for Testosterone Cypionate does not reference any endotoxin value requirement for 
this product. 

The USP contains maximum allowable endotoxin levels for all official water soluble injectable products. 
The USP describes the methods used to determine these values. The USP does not list any method to test 
oil soluble products‘ The USP fails to list the maximum allowable endotoxin level for oil based injectable 
drugs, most notably TESTOSTERONE CYPIONATE. 

While doing research into this we found some labs were doing endotoxin testing on Testosterone 
Cypionate utilizing their own unofficial methods. These methods all involve adding water to the oil and 
extracting solution from the water based layer after shaking. The hope is that the endotoxin will be drawn 
into the water layer and the extracted water layer would be free from oil contamination 

No validation of this method exists and is most likely the reason it is not mentioned in the USP <797>, 
<71>,<85> or any of the other references listed below. 

The test methods refer to dilution with LAL Reagent Water. These methods work fine with water 
soluble drugs. 

The USP gives no guidance, methods or procedures to determine endotoxin levels involving oil based 
preparations which can interfere with the gel clotting and photometric methods. 

We do endotoxin testing for all water based batches as per USP <85>A 

We have tested the Testosterone batch in question (lotfl 171006A) using an unofficial water extraction 
method found common in many testing labs. It shows a sample value of 600 EU/mL which calculates 
into: 

< 500 EU {mg _ 
200 EU/ml 

_ <o.025 EU/mg (PASS) 
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Suggested limits for unlisted, unofficial drugs is calculated: 

*Endotoxin Limit K = 5.0 EU/kg for parenteral drugs‘ For an average body weight of 70kg the endotoxin 
limit is 3SOEU‘ This value (005 EU/mg) is expressed in Endotoxin Units per mg of product. In order to 
convert this value to an endotoxin unit concentration per ml, multiply it (0.5EU/mg) by the product 
potency 10mg/ml.10mg/mlx 0.05 EU/mg20.5 EU/ml. 

Common references which omit Testosterone Cypionate endotoxin information. 

https://www.ashp‘org/~/media/assets/po|icy—guidelines/docs/guidelines/compounding—sterilei 
Qreparationsashx 

http://www.pharmacopeia.cn/v29240/usp29nf2450 c85‘html 

https://www.fda.gov/downloads/drugs/guidances/ucm?»10098.pdf 

http://www.pharmacopeia.cn/v29240/usp29nf2450 m81190.htm| 

Action Plan: We will perform the water extraction endotoxin values on all future batches even though this 
method is not documented in any official documents. 
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46. Hazardous drugs are stored separately from other inventory in a manner to prevent contamination 
and personnel exposure. [HAZARDOUS DRUGS AS CSPs] 

HCG stored in quarantine cabinet with nonhazardous drugs. 

RESPONSE: 

The HCG wil! not be stored in the quarantine cabinet. However, it should be noted that, during the time 
of the inspection, no HCG was stored in the quarantine cabinet Instead, the HCG was kept in a different 
large metal storage cabinet. For some reason the inspector thought this cabinet was the quarantine 
cabinet. It is not, and never was, a quarantine cabinet We have attached as Exhibit 3 photos to illustrate. 
HCG is already contained in a plastic container with top fitting lid. It is important to note that Merck’s 
commercial HCG has no warning or information about special storage conditions. 
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51. Certification and testing of primary (LAFWs, BSCs CNS and CACIS) and secondaw engineering 
controls (buffer and ante areas) have been performed by a qualified individual no less than every six 

months and whenever the device or room is relocated altered, or maior service to the facility is 

performed. Corrective action for deficiencies are documented. Certification procedures such as those 
outlined in the CETA Certification Guide for Sterile Compounding Facilities (CAG—003—2006) are 
conducted under dynamic conditions‘ [ENVIRONMENTAL QUALITY AND CONTROL : Environmental 
Nonviable Particle Testing Program 

July 11, 201 7 TMI; Ante ISO Class 7 , BR 1 (positive buffer room) ISO Class 7, BR 2 (negative buffer room) 
ISO Class 7; ISO Class 7 PR {prep room); 1 X LFH ISO Class 5 TESTED UNDER AT REST CONDITIONS; 1 x BSC 

located in BR 2 however TMI reported the PEC is located in the lab which non viable particle counts were 
not collected on the BSC. There is no assurance this PEC is operating under clean ISO Class 5 standards 

RESPONSE: 

All above = Ante ISO Class 7 , BR 1 (positive buffer room) ISO Class 7 , BR 2 (negative buffer room) ISO 

Class 7; ISO Class 7 PR (prep room); 1 X LFH ISO Class 5 WERE TESTED UNDER DYNAMIC CONDITIONS 
AS SHOWN BY CERTIFICATES. 

The BSC certificate shows no particle count data, which is an oversite by TMI. Please see attached as Exhibit 
4 the TMI Certificates. They were instructed to do particle counts under dynamic conditions for both hoods. 
We did not catch the omission. We are however monitoring particle counts before every session with our 
own certified Bio-Test particle counter. We are finding 0 (zero) particles on evew occasion. See video 
enclosed with this response, entitled ”51 - video particle count bsc.mp4." TMI will re—certify the BSC on Jan 

17th for official documentation, and the official documentation will be submitted in a supplemental 
response. 
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ow ‘- 

DATE 
CERTIFIED!

A 
24 SQ/FT 
192 CU/ FT

1 

73°F/48% RH 

ROOM NUMBER- 
1 1 JUL 2017 PERFORMED FOR: 

HYBRID PHARMA 
015 w. NEWPORT CENTER DRIVE, STE 106A 

DEERFIELD BEACH, FL. 33442 
CUBIC FOOTAGE: 
NUMBER OF HEPAs: 
AMBIENT CONDITIONS: 

NEXT DUE: JAN 2018 

CERT #2 A2581292 

N LASSIFICA ON 

AVG. FILTER FACE VELOC‘TY: ; 
90 FPM ALL DATA IS IN PARTICLES PERI CUBIC METER

E AVR LA 

TOTAL MEASURED CFM: 2040 CFM 
I

g 

_,._,,_A£\B3£AHN§ES PER HOUR: 637 ID ‘ SAMPLE 1 
‘ SAMPLE 2 ”232:“

7 CRITERIA MET. YES 593 371 50 “M 

__ > 

, 
PARTICLE LIMITS: 2,930 CRITERIA MET? YES 

LEAK 
7 

Note: Target Classification: ISO 7 

DETECTED? 
N0 FILTER 

(2’X4’) Actua! Classification: ISO 7 

LEAK SIZE: 
REPAIRED? 

No 

FiNAL o CRITERIA 
PENETRATION: 

< 0'01 A MET? 
YES 

0D. PRSfi‘R - , 

' 

< MANUFACTEURR SERIAL # DUEDATE 

My IN RELATION TO PR: ~0.045”H20 #3 8:23:23 9 
18:10 14 DEC 2017 

W VVVVVVVVVV 
IN RELATION TO BR: . 

~0.040”H20 
2 do 1007 

5037 2‘ OCT 2°”
; 

8 IN RELATION TO 8R2: 0.045”H20 MET ONE J 4 0 500133 2° SEP 2017
§ 

0 _ 397 _ CERTIFIED BY: “NW DATE: 28 me» 2017 
O CRITERIA MET, >0.02 . YES 

g 

0' 

fiézfifc; h) Apprndixcs A and B fur snmplc Inc-minus and a list ofcquipmcm turned (Ill REVIEWED BY: DATE: W WFZO/7 
luring d} namit wurking mnditinm.
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s\\\xw$wws&wullllulwllaaaalaclv: 

~ 
N 

Room BER: 
_ 

1 

AR ' DATE 3 

3 ‘ f 1 I JUL 2017 Pfiégggl‘ggzaii‘? SQUARE FOOTAGE: 24 SQ/ FT I CERTIFIED:
; 

1015 w. Newpom CENTER DRIVE, STE 106A CUBIC FOQTAGE ‘92 CU/FT 
NEXT DUE: JAN 2018 DEERHELD BEACH, FL. 33442 “NUMBER OF HEPAS: 1 

AMBIENT CONDITIONS: 73°F/48‘7/n RH CERT #2 
I 

A2581292 
i 

! 

.

l ' 0* - ~ C 5'EA'NL‘ NEss' CLASSIFICATION 

i Ave. FILTER FACE VELOCITY: 90 FPM ém- DATA IS *N PAFTICI-IEszpffli 
‘ 

s CfIBIC METEIR 
28 L a . , mssxr—‘ICATION: AMPLE OLUMEZ AVERAGE VELOCITY RANGE. 854 00 PPM , , , 

ALL TE 5 PE M DER n T TOTAL MEASURED CFM: 2040 CFM 
_ 

ST RFOR ED UN DYNA“ C COND' ‘ON5 

AIR CAHNGES PER HOUR; 637 
I 
ID SAMPLE 1 SAMPLEZ ”:3n

7 

I PARTICLE LIMITS: 352,000 CRITERIA MET? YES 
i LE AK 

~ L > 

Note: Target Classification: [80 7 
‘ 

DETECTED? 
V 

N0 
FILTER (2’X4’) Actual Classification: [SO 7 

LEAK SIZE: 
REPAIRED? No 

FINAL CRITERIA 
PENETRATION: 

< 001% 
MET? YES 

_, , , ~ ‘ d“. DAT SKU‘SEDF“ 
‘ ,. , 

ROOM PREES’U E PROFlV'yE‘i ' 

‘ _ MANUFACTURER MODEL it ..... 
' 

SERIAL #5 DUE DATE;
. 

O IN RELATION TO PR: “0.045”H20 AT' 2” ' 18710 ’4 DEC 20,17
; 

8 _ IN RELATION TO BR : ~0‘040”H20 TS; 
2131;: 

90745037 2‘ OCT 2911
f 

8 .. 
IN RELATION TO BRZ: 0.045”H20 

C 
MET NF 

_1 D . 23:132‘30] 
33 

[ 
2° 5‘51” 20171

W 

0, CRITERIA MET, >0.02"? YES ERT'F’ED BY' ME" ~——-—i
V \me: Refer to Anpendixox \ and B [or samplelocmionsnhilnu list nf equipment turned an REVIEWED BY‘ DATE: 2 22 E16 20/ ; ' 

during dynamic warning mndiziuns
i
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WTITIIWI I I I l I "I!!!” 
"NDITI‘O 

DATE 
g 

11.1w. 2017 
CERTIFIED: ‘ 

ROOM NUMBER: 
SQUARE FOOTAGE: 
CUBIC FOOTAGE: _h 
NUMBER OF HEPAS: 
AMBIENT ONm-TloNs: 

PERFORMED FOR: 
HYBRID PHARMA 

1015 W. NEWPORT CENTER DRNE. STE 106A 
DEERF‘IELD BEACH, FL. 33442 

80 SQ/F'T 
480 (AU/FT 1 NEXT DUE: 

73 °F/48% RH 

JAN 2018 

A2581295 

' EPA FILTER“ ‘ELOLC'L : ~ ~* I”, EA” NL 
’ 

E” s” 50;; A 5315104511o 8 

' ,, * 

3 
AVG. FILTER FACE VELOCITY: 84 FPM ALL DATA IS ‘IN PARTYCLES PERI CGBE METER 

_‘ 

, . CLASSIFICATKONI 3 
ISO 7 , SAMPLE VOLUME: . 28 L 

y 

AVERAGE VELOCITY RANGE. 85"! 00 FPM 
, 

. 
ALL TESTS PERFORMED UNDER DYNAMIC CONDITlONS 

; 
TOTAL MEASURED CFM 

_ 

7030 CFM 
3 PARTICLE 

r AIR CHANGES PER HOUR. ! 878 ID SAMPLE 1 SAMPLE 2 
1 

SAMPLE 3 SAMPLE 4 SIZE: 

‘: 

1 

CR‘TER‘A MET? 
1 

YES 
5 

3,376 2,930 3,301 7,420 0.5 pM 

. 
r,- : r». 5 ~ m : gafim 4,5 

, - w v m .‘ PARTICLE LIMITS; 352,000 
; 

CRlTERIA MET? YES 

i 
------ 

LEAK t 
1 

. Note: Target Classification: ISO 7 

% DETECTED? 
No 

1 FILTERS 
(2’x4’) Actual Classification: 1550 7 

' 

LEAK 1 SIZE: 
REPAIRED? , 

No
Q 

FINAL 1 
CRITERIA , 

PENETRATION: 
< 0‘0 1 % 

1 

MET? 
YES 

MANUFACTURR E 
Monmii

V 

nhnnnn 

. 

S§_RIAL# W 

- 
DUE

1 

. ,, ATl 2H 18710 
; 

1405c2017
1 

1“ RELAT‘ON nAi; 0.04:? ”20 TS] 8375 90745037 21 om 2017 i 

CRITERiA MET >0 0 E5 METONE 2400 010500133 1 
20 SEP 2017 » 

Note: Refer to Appendixes A and B for sample locations and a 

fist of equipment turned on during dvnamic working 

conditions. 
REVIEWED BY' 
CERTIFIED BY: _11~ DATE: 

_2_____________? 
Ma 2007 

DATE: flkfi (W720
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l“““‘l|Illllllllalillllllllll 
ROOM NUM I 

PERFORMED FOR: 
HYBRID PHARMA 

1015 W. NEWPORT CENTER DRIVE. STE 106A 
DEERFIELD BEACH. FL. 33442 

SQUARE FOOTAGE: 
CUBIC FOOTAGE: 
NUMBER OF HEPAs: 
AMBIENT CONDITIONS: 

11JUL2017 80 SQ/F‘T CERTIFIED: 

480 iU/FT NEXT DUE:
: 

73 °F/48% RH CERT it: 3.251% 1 295 

AVG. FILTER FACE VELOCITY: 84 FPM CUBIC METER 
CLASSIFICATION: 
ALL DATA IS IN PARTICLES PERI 

ISO 7" SAMPLE VOLUME 2 f 28L 
ALL TESTS PERFORMED UNDER DYNAMIC CONDITIONS 

JAN 2018 

AVERAGE VELOCITY RANGE: 85-100 FPM 
TOTAL MEASURED CFM: 

i 
7030 CFM 

% ~AIR CHANGESNPER HQUR: 
‘ 

M ~ .,§.,7§ fl“ 
' 

CRITERIA MET? YES 
[D j 

SAMPLE 1 
: SAMPLEZ SAMPLE 3 SAMPLE 4 9315.222? 

; 
148 259 482 927 5.0 pM 

‘ PARTICLE LIMITS: 2,930 CRITERIA MET? YES 
Note: Target Classification: ISO 7 

“70000 

? LEAK . . . 

f DETECTED? 
NO 

FILTERS 
(2’x4’) Actual Classxficatxon: ISO 7 

r 

H
_ LEAK No SIZE. 

REPAIRED? 
FINAL CRITERIA _ 

PENETRATION: < 0.01% MET? YES 
ED' , 

" 
,1 ."fi "i” IF“ ‘ MANUFACTURER MLODE# SERIAL# 

V DTE __ 
x ATI 2H 18710 14DEC2017 i I 
3 

W! ..... IN RELATION To A5? 
0'040 H20 

TS] 8375 90745037 21 OCT 2017
I CR‘TERIA MET, >0~°2° ’ YES MET ONE 2400 010500133 20 SEP 2017
J Note: Refer to Appendixes A and B for sample locations and a 

list of equipment turned on during dynamic working 
conditians. 

R EV} EWED 

CERTIFIED BY: 4W2}, DATE: ”2.8 Ava LOW 

DATE: QWF 20/ 7 

'31

1,
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PERFORMED FOR: 
HYBRID PHARMA 

1015 W. NEWPORT CENTER DRIVE, STE 106A 
DEERFIELD BEACH, FL. 33442 

ROOM NUMBER: 
SQUARE FOOTAGE: 
CUBIC FOOTAGE: 
NUMBER 20F HEPAs: 
AMBIENT CONDITIONS:

1 

'BFiz 
’ * W 

78 SQ/FT 
624 CU/FT 4 

73°F/48% RH 

; s LASSIFICATION 

CERTIFIED: ’ 

NEXT DUE: 

CERT #1 

11JUL2017 

JAN 2018 

A2581286 

ALL DATA IS IN PARTICLES PER: CUBIC METER 
28 L” ‘ CLASSIFICATION: 

E 
150 7 SAMPLE VOLUME I , 

ALL TESTS PERFORMED UNDER DYNAMIC CONDITIONS 

AVG. FILTER FACE VELOCH‘Y: 91 PPM 
AVERAGE VELOCITY RANGE: 85-100 FPM 

TOTAL MEASURED CFM: 1620 CFM 
{5:113 CHANGES PER HOUR: 155 

CRITERIA MET? I YES 

PARTICLE I [D SAMPLE 1 SAMPLE 2 
SIZE: 

3,598 3,301 0.5 pM 

PARTICLE LIMITS: 352,000 CRITERIA MET? YES , 
1' .; Wag» 

LEAK 
j , ’ 

,4BEEEIEPLNMMES, ‘ FILTER 1 

(2 x4) 
LEAK SIZE: 

REPAIRED? N0 
FINAL 0 CRITERIA 

PENETRATION: 
< 0.01 /o MET? YES 

00, 

' -WE§SURE;ELK 
IN RELATION To AR: 0.045”H20 

> 

A 

Note: Target Classification: ISO 7 

Actual Classification: lSO 6 

DUE DATE
i 

MANUFACTURER 
” 

MODEL it 
AT! 2H 

; 
18710 1405:22017 

TS! 8375 ‘ 90745037 21 OCT 2017 
MET ONE 2400 010500133 20 SEP 2017 

Note: Refer to Appendixes A and B for samplewlocations and a list of 
equipment turned on during dynamic working conditions. REVIEWED B 

CERTIFIED BY: —1 La». 3;," DATE: 2 2; MO: 2017 

DATE: n6— 20/ 7
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8170000 

PERFORMED FOR: 
HYBRID PHARMA 

101 5 w. NEWPORT CENTER DRIVE, STE 106A 
DEERFIELD BEACH, FL. 33442 

Room NUMBER: 
SQUARE 
CUBIC 
NUMBER OF HEPAsz 1 

AMBIENT CONDITIONS: 

N ITI’6N' 

DATE 
CERTIFIED: 

' 

3R2 
78 SQ/FT 

624 CU/FT 
IIJUL2017 

GE: 
'TAGE: 

NEXT DUE: 

73°F/48% RH CERT #: A2581286 

C ON 

JAN 2018 

CRITERIA MET, >002”? 
; 

YES 
Note: Refer to Appendixes A and B for sample locations and a list of 
equipment turned on during dynamic working condition-x 

CERTIFIED BY! —-J W" 

REVIEWED BY' 

' DATE: 2 8’ Win 2m”; 

DATE: fiflflé: 20/ 7 

AVG. FILTER FACE VELOCITY: 91 PPM ALL DATA Is IN EARTICLES PER: CUBIC METER
. 

AVERAGE VELOCITY RANGE: 85-100 FPM emissf $:;;:%E;F0Rléig SNDER SDérfi:Efifig 2:13:11?cs 
8 L “J 

TOTAL MEASURED CFM: 1620 CFM 
1, 

'

P 
W” AIR CHANGES PER HOUR: 155 [D SAMPLE 1 

‘ SAMPLE 2 A232? 
z CRITERIA MET? YES 

.4 
‘l 

408 296 5.0 “M 

IPARTICLE LlMlTS: 2.930 CRITERIA MET? YES 

I LEAK 
' 

Note: Target Classification: ISO 8 

3 
DETECTED? 

N0 
FILTER (2’x4’) Actual ((lasmncanon: [50 8 

I

< 

, LEAK SIZE: 
REF§!RED? 

NO 

FINAL CRITERIA 
PENETRATION: 

< 0'01% MET? YES 
m w ARES 5513:" 

V 
_ K 

’ ’ 

QM_PRE5§URE-PRQ;_15._‘S Swain MANUFACTURER MODEL it ' 

SERIAL # DUE DATE 
. ,, ATI 2H 18710 i 14DEC2017 '“ RELATION To AR' 0°45 ”20 

TS] 8375 90745037 21 OCT 2017 
MET ONE 2400 010500133 20 Step 2017
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DATE 
'1 

17170000 

ROOM NUMBER: 15R ’ 

PERFORMED FOR: 
, y . _ 5 

11Jum2017 
HYBRID PHARMA SQUARE FOOTAGTE- 120 SQ/FT‘ CERTIFIED.

; 

1015 W. NEWPORT CENTER DRIVE, STE 106A CUBIC FOOTAGEtwm 144° CU/FT 
NEXT DUE: JAN 2018 DEERFIELD BEACH, FL. 33442 NUMBER OF HEPAS: 2 

.. ’ ‘ 
AMBIENT CONDITIONS: 73°F/48% RH CERT #: A2581288 

TION 

AVG. FILTER FACE VELOClTY: 35 FpM ALL. DATAils IN PARTICLES PER: CUBIC METER 
AVERAGE “we“ RANGE 35" °° PPM misfffigflaémfig 3mm ififlitfié’é‘aifiiiéés L 

TOTAL MEASURED CFM: 9915 CFM 
‘ 

, 

' 

I 
_

l . = : PART. ' AIRCHANGES PER HOUR. 413 ID SAMPLE 1 SAMPLE 2’ SAMPLE SAMPLE 4 ‘ 
smms 5 5m;

. 

CRITERIA MET? YES 
3

‘ 

v 55,650 60,287 57,690 55.204 i 62,142 0.5m 

I” LEAK x 

' 

APARTICLE auTs: 352.000 CRITERIA MET? YES 

{#251591}??? ‘‘‘‘‘‘‘‘‘‘‘‘‘‘ N? J FILTER (2’X4’) Note: Target Classfijcut'ion': ISO 7 

3 
LEAK 

NO 1‘ 

SIZE: Actual Classmcatmn. ISO 7
V 

L” AREPAIRED? “ J
: FINAL 

‘ 

CRITERIA 
PENETRATION: 

< 001% 
; MET? YES 

” 
ROOM PRESSURE PROFILE. 

IN RELATION TO EXTERIOR: 0.045”H20 
1 IN RELATION TO AR : 0.045”H20 
: CRITERIA MET, >002”? YES 

Note: Refer to Appendixes A and B for sample locations and a list of 
equipment turned on during dynamic working conditions. 

SERIAL it DUE DATE MODEL # MANUFACTURER 
ATI 2H 1‘ 18710 14DEC2017} 

,. 3 

TS! 8375 
K 

3 
90745037 M2} OCT 2017 

,.
I 

MET ONE 
[ 

2400 
§ 

010500133 
E 

20 SEP 2017 ’- , DATE: 2? M16: 20:7 
DATE: 2,3n 70/7 

CERTIFIED BY: 

REVIEWED BY:
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ROOM NUMBER! 
3 DATE i

1 P t 
_ , \ 

¥ 
1 1 J 2017 fifiggggfiagi‘? SQUARE FOOTAGE: 120 SQ/FT 

5 

CERTIFIED: 
I 

W
X 

1015 w. NEWPORT CENTER DRIVE, STE 106A CUBlC FOOTAGE: 1440 CU/FTJ NEXT DUE: ! JAN 2018
I 

DEERFIELD BEACH, FL. 33442 NUMBER OF HEPAS: 2 
g

1 

AMBIENT CONDiTIONS: 73°F/48f’4: RH ‘ CERT #: ' A2581288 

AVG. FILTER FACE VELOCU‘Y: 85 FPM ALL DATA IS IN }?A\RTICLES PER: CUBIC METER 

m AVERAGE V5190" RANGE 85" 0° FPM CLAisLlffé‘sTigaépoafilig 5mm i?“§:;fi§§;‘;“3§;g~sza
L 

TOTAL MEASURED CFMZ 991 5 CFM 
1

P 
.. , 

_ . ‘ 

l ART. AKR CHANGES PER HOUR. s 413 1D SAMPLE 1 SAMPLEZ SAMPLE3 SAMPLE4 
‘ 

SAMPLEE 
, SIZE 

3 
CRITERIA MET? i YES > 

816 1,372 519 593 408 5‘“ "M 

PARTICLE LIMITS: 2,930 CRITERIA MET? YES 
5 S 

;_ 
w DETECTED? 

NO 
m FILTER (2 X4) 

. LEAK 
, No SIZE. 

REPAIRED? 
FINAL x CRITERIA G , 

PENETRATION; 
< 0'01 /° 

} 
MET? YES 

MODEL 

Note: Target Classification: ISO 7 

Actual Classification: ISO 7 

ER’IAL # 

9170000 

Note: Refer to Appendixes A and B for sample locations and a list of 
equipment turned on during dynamit working conditions. 

. , ;., ‘ , . MANUFACTURER DUE DATE 
_ . u AT! 2H 18710 I4DEC 2017 IN RELEATION TO EXTERAOlg: 0.045”H20 TS! 8375 90745037 21 om" 2017 

. 
-m N RELAT‘ON T0 ' 0-045 “2° MET ONE 2400 010500133 20 sep 2017 

i 
CRITERIA MET, >0.02”? YES CERTIFIED BY: 4km 3 DATE:w 

REVIEWED SWW DATE: Z'M’Vf- 20/7 x

l



000046

9170000 

PERFORMED FOR: 
HYBRID PHARMA 

1015 W. NEWPORT CENTER DRIVE, STE 106A 
DEERFIELD BEACH, FL. 33442 

LL DING-S N 

83 
84 

96 94 
99 96 

89 100 92 82 
90 100 86 83 

88 
92 
96 
9‘1 

93 
87 

MANUFACTURER: 
MODEL: 
SERlAL NUMBER: 
ID NUMBER: 

OCATI : 

AIR SCIENCE 
LF-SERIES 
NSN 
LFH~1 
BR 

11JULY2017 

A269872O 

ALL DATA (5 [N PARTICLES PER: Cumc METER 
CLASSIFICATION: SAMPLE VOLUME: : 28.3 I: 

i 
{so 5 

ALL TESTS PERFORMED NDER DYNAMIC CONDITIONS 

ID SAMPLE SAMPLE SAMPLE
I 

AVERAESE VELOCITY: 89.5 FFM A 0 
AVERAGE VELogTY CRITERIA: 80-100 FPM 

DISTANCE OFF FACE OF HEPAI
i 

B 0 
1 2» 

C O 
CRITERIA MET: ; 

LEAK 
DETECTED? 

LEAK 
REPAIRED? 

FINAL 
PENETRATION? 

Note: Tested under Dynamic Conditions 

No 

N/A 

< 0.03% 

11? OF FANS: 

PAO 
CONCENTRATEZ 

CRITERIA MET? 

YES 
D 0 

PARTICLE LIMITS: 3,520 CRITERIA MET? YES 

ANUF 
AT] 

METONE 
KANOMAX 

CERTIFIED BY: 

REVIEWED BY' 

RER 41‘ 

PARTICLE 
SIZE: 

0.5 pM 
2 3 

O 0 
O O 

O O 

O O 

MEANZ 

0.0 
STD. 

DEVIATlON: 

0.0 

SERI it DUE DATEM
‘ 

18710 14DEC20’17 
010500133 20 SEP 2017 

07124 26 JAN 2018 

214”.“ 
A2400 
A~044 

” 
7 DATE: 2 jaw 20x8" 

DATE: 3 777’” 2W6”



000047

M70000

V 

PERFORMED FOR: 
HYBRID PHARMA 

1015 W. NEWPORT CENTER DRIVE, STE 106A 
DEERF’IELD BEACH, FL. 33442 

METHOD USED: DIRECT 
SASH OPENING DIMENSlONS: 

VELocrrY READINGS (FPM): 
100 105 108 1 10 

WIDTH: 64“ 
WIDTH: 60" 

110 107 105 

‘ 
HAVE ALL CRITERIA BEEN MET? 
NOTE: TESTED UNDER DYNAMlC CONDITIONS 

READmGs AT BOTTOM OF 
TAKEN: SASH 

‘NDIVIDUAL READINGS. FPM 
(EACH MUST BE WITHIN :20% OR :16FPM or 175 AVG” WHICHEVER Is GREATER) 

77 77 74 75 73 77 79 

STYLE: UNIFORM 

EXHAUST SUPPLY 
PAO CONCENTRATION: 1 00% 100% 
LEAK DETECTED? , No No 
LEAK REPAIRED? fl 3 

No No 
FINAL PENETRATION: <0.01% <0.01% 
fiAvt—z ALL CRITERIA BEEN MET? ’ YES YES 

BAK ER 
SG 403TX 
38687 
BSC- 1 

B R-Z 

NEXT DUE: JAN 2018 

CERT 13: A2698726 

19.2. W 
7‘2 F-‘T2 

-.. _J 

AVERAGE VELocrrv: 1 06.2 FPM 

100-110 FPM INFLow VELOCITY CRITERIA: 

lnFLow VELOClTY CRITERIA MET: YES 

WORK AREA 
WIDTH: 

AVG D‘OWNFLow 
(PPM) 

76.0 FPM 

64" 
‘ 

DEPTH: 
7 

SIZE: 
5 

19.2 FTZ 

MEETS 
CRITERIA 

YES 

TOLERANCE 
RANGE (FPM): 

73-80 
ALL CRITERIA MEET? 

YES 

Dué'SKE‘“ 
«MM—4 

1 4 DEC 2017 ‘ 

26 JAN 20 18 

U'F' # 
ATI 2H 

OMAX A—044 

“1km; 

SERIAL aft 

1 87 1 0 
O7 1 24 

CERTIFlED BY: 

REVIEWED BY: 

DATE: 2 JUN 203$ 

DATE: 2377” 25/5”
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52. Primarv engineering controis provide unidirectional (Leu laminar) HEPA filtered air. Air pattern analysis 

via smoke studies are conducted at the critical site to demonstrate unidirectional airflow and sweeping 

action over and away from the product under dynamic conditions‘IENVlRONMENTAL QUALITY AND 

CONTROL: Facility Design and Environmentai Controls] 

No smoke studies available at the time of inspection. PLEASE PROVIDE SMOKE STUD/ES WITHIN 72 HOURS 

OF THIS INSPECTION. HCG IS A HAZARDOUS DRUG COMPOUNDED IN THE HD ROOM THEN TRANSFERRED 

TO THE LYOPHYL/ZER THAT/5 LOCATED IN THE POSITIVE CLEAN ROOM; PARTIALLYSTOPPERED VIALS ARE 

BEING TRANSFERRED FROM ISO CLASS 5 PEC THROUGH I50 CLASS 7 TO THE LYOPHYL/ZER‘ 

RESPONSE: 

Videos of smoke patterns for the BSC and area next to Lyophilizer have already been forwarded to 

the Department. It is also enclosed with this response 

The partially stoppered HCG vials are transported aseptically in a surgical stainless steel enclosure 

while inside the BSC. They are only reopened once they reach the area directly in front of the 

Lyophilizer. Attached as Exhibit 5 are pictures of the stainless steel enclosures. 

The video supplied clearly shows the air flow in the area around the lyophilizer is being directed 

downward as expected. The HEPA filter mounted in the ceiling directly above this area insures this 

flow‘ 

000048



000049000049



000050



000051

58. Facility has pressure gauges or velocity meters to monitor the pressure differential or airflow between 
the buffer area and ante-area and the anteiarea and the general environment outside the compounding 
area. The results are reviewed and documented on a log at least dailv or by a continuous recording device. 
Thgnressures differentials meet or exceed 5 Pa (0.02 inch water column (w.c.)). Alternatively, in facilities 
where low- and medium-risk level CS 5 are prepared differential airflow Is maintained at a minimum 
velocity of 0.2 meter/second (40 fpm) across a line of demarcation between buffer area and ante—area. 
[ENVIRONMENTAL QUALIW AND CONTROL: Pressure Differential Monitoring] 

Door connecting the general area to the ISO Class 7 prep area remained ajar through most of the 
inspection. Pressure gauge read +0.003”w.c.. 

RESPONSE: 

We are not aware that this occurred, as we always keep the door closed. This door has spring loaded 
hinges that can be adjusted tighter‘ We will adjust the tension to overcome the pressure on the door. 

000051
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63A The surfaces of ceilings, walls, floors, fixtures, shelving counters, and cabinets in the buffer area are 
smooth, impervious, free from cracks and crevices, and non-shedding, thereby promoting cleanabilitv 
and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

positive clean room has protruding , rusted bolts sticking out of the upper left side of wall; there are 
multiple cracks on seam of wall in clean room‘ 

SECOND ADVISORY. 

Response to June 14, 2017 DOH Inspection Report: 

The entire waH structure has been re-constructed with smooth cleanable surface Protruding bolts have 
been capped with stainless steel. No exposed threads are present The floor is not tile but rather vinyl 
which has 5 coats of clear epoxy. 

N.B. 

Buffer room has undergone 6 inspections by State Inspectors and complete FDA inspection The 
“protruding bolts” are pan of the room’s construction and have never been questioned previously. 

Response to December 19, 2017 DOH Inspection Report: 

We have complied with the first advisory by totally reconstructing the ISO 7 buffer room. The walls were 
removed and replaced with smooth FRP (Fiber Reinforced Plastic) and stainless steel hardware. 
Protruding bolts were covered with stainless steel bolt covers. 

The black hardware which inspector claims is rust has been painted over with white epoxy paint These 
screws where most likely never removed when the walls were replaced from the plastic panels it was 
designed with. Unfortunately I never noticed these objects. 

We hired a contractor to do the new construction and was lead to believe he could do the job correctly. 
Hybrid spent much time, effort, and money to comply with the first advisory. We will continue to comply 
with the states advisories. 

000052
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68. An appropriate environmental sampling plan has been developed for airborne viable particles based 
on a risk assessment of compounding activities performed Volumetric air sampling is conducted everv six 
months and sites include locations within each ISO Class 5 environment and in the ISO Class 7 and 8 areas, 
and the areas at greatest risk of contamination (942., work areas near the ISO Class 5 environment, 
counters near doors pass—through boxes). The plan includes sample locations method of collectm 
frequency of sampling, volume of air sampled, and time of day as related to activity in the compounding 
area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL : Environmental Viable Airborne 
Particle Testing Program~Sampling Plan] 

Not available at the time of inspection 

RESPONSE: 

The SOPs are attached as Exhibit 6‘ 

000053
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‘ 
‘I 

' 
I 

Hybrid Pharma SOP 

68 Title: Low Risk level CSPs with 12 hour or less BUD Environmental 
Viable Airborne Particle Testing Program 

An appropriate environmental sampling plan has been 
developed for airborne viable particles based on a risk assessment of 
compounding activities performed including Low Risk, Medium risk, High 
risk as well Low risk with BUD less than 8 hours. 

Volumetric air sampling is conducted (at a minimum) every six 
months and sites include locations within each ISO Class 5 environment 
and in the 530 Class 7 proximate to the ISO 5, that is our Buffer room 
designated area and the areas at greatest risk of contamination (e.g., work 
areas near the ISO Class 5 environment, counters near doors, ante-room). 
Air Sampling is done at counter level to simulate closest actual conditions. 

Hybrid Pharma uses The A6® Viable Microbial Particle Sampler 
manufactured by EMLABS. And settle plates are also used. 

Refer: 

SOP 64 Title: Environmental Quality Control- Environmental viable 
Airborne Testing Program and Sampling Plan. 

634mm: Use of Settle plates for Environmental viable Micro organisms 
Monitoring 

APPROVED BY: , 

W «\N 

nnnru- vuvvt‘
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w. 

p, 
4 

Hybrid Pharma sop 

. 68A Title: Use of Settle plates for Environmental viable Micro 
organisms Monitoring 

Areas within the clean room where there is personnel activity or 
specific operations are carried out should also be subject to monitoring e.g. 

adjacent to bench areas where trays that have been passed into the clean 
room are held before being transferred into a clean air device. 

Method of sampling: 

Follow the specimen procedure for use and exposure of settle plates 

1. Examine the plates for contamination prior to use. 

2. Assemble the plates required and ensure that the correct information 
is written on the base of the plate (the part containing the media) with 
ink or other marker. Do not mark the lid of the plate, as there is 

always a possibility of lids coming off and being replaced on the 
incorrect sample plate. 

3. The following details may be marked on each plate or recorded . separately: 

- operator who collected sample 
- date and time of day sample taken 
0 area/Iocation of sample 
0 position/sample number 
4. Transfer the plates into the area/room/cabinet where they are to 

be exposed as outlined in the appropriate transfer procedure. 

5. Enter the area to be tested by the appropriate procedure, if 

required. 

6. Place the plates in the appropriate positions with the lids still on. 

7. Raise lids to expose the surface of the medium, rest the lid on 
the very edge of the plate so that the entire agar surface is 

completely exposed. Take care not to put fingers on plates. Avoid 
passing anything over the top of plates being exposed, where 
possible. 

APPROVED BY: 

W M 
000055
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‘—
o 

r, 
‘ 

Hybrid Pharma SOP 

8. Leave settle plates exposed for the full work session. The 

exposure time should be recorded before sending the p|ates for 

incubation. 

9. After exposure: Replace lids of plates. Swab areas where p|ates 

have been exposed with a suitable disinfectant (e.g. sterile IPA 70% 

solution) to remove any trace of media or condensation from the lids, 

which may contaminate the clean room. Remove from area/ room/ 

cabinet. Collect all p|ates exposed, and return to GA or microbiology 

for incubation. Ensure plates are secured in a suitable container , 

kept inverted and covered in bin. 

9. Complete and enclose the necessary documentation. Write down the 

details of where settle plates are obtained and location collected 

from. 

10. If refrigerated, the plates should be removed from the 

refrigerator half an hour before they are due to be exposed. Care 

should be taken to ensure that plates are used before the expiry date 

on the label. 

11. Write down the details of how settle plates are returned to the 

Microbiology department, where used. Details of transport and any 
other arrangements should be described. 

Incubation conditions: TSA plates at 20-25deg. C and 
MEA plates at 30 ~ 35 deg.C for 3- 5 days. 
Results and reading of samples, Action levels Recommended action 

levels are given in Table 1.: Diameter 90mm, 4hr exposure. 

Location At rest (cfu) Operational (cfu) 

ISO 5 <1 5 

ISO 7 5 5O 

Note 1: Values shown are average values. Individual settle p|ates may be 
exposed for less than 4 hours. If the settle plates are exposed for less than 
4 hours, the action levels should be adjusted accordingly. 

APPROVED BY: 

\x 
“014056——
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\1 

HYBRID PHARMA SOP 

70d. Title: Calculation of Minimum number of sampling points in 
Hybrid Pharma's Clean room_suite [Quality check not for certification]. 

Purpose: Calculate the sampling points to do Hybrid Pharma Clean 
Room Suite Environmental Monitoring (EM) 

The Vertical Laminar FIowhood ISO class 5 hood or workstation is 

monitored within 6 inches of the critical exposure or aseptic manipulation 
site. The pharmacy maintains site-specific cleanroom diagrams that show 
sampling locations in compliance with ISO 14644-121999 standard (for 
sampling site determination) and the Hybrid Pharma EM program. Sample 
locations are chosen by calculating the minimum number of sampling 
point locations from the equation NL = «IA so that the sample locations are 
evenly distributed throughout the cleanroom area and positioned at the 
height of the work activity. [Where NL = the minimum number of sampling 
sites and «IA = square root of the area of the cleanroom in square meter 
("‘2’]. The sampling diagram is approved by the QA Manager prior to 
implementation. Copies of the approved diagrams are maintained in the 
EM notebook. 

Vertical Laminar Flow Hood =12 sq.ft = 1.11 sq.meters 

Buffer Room Area: 120 sq.ft = 11.148 sq.metres
I 

Ante Room Area = 24 sq.fl = 2.230 sq.metres 

Staging /Preparation Room Area = 144 sq.ft = 13.378 sq.metres 

One square foot is the equivalent to 0.09290304 square metres. 

Locations «IA sq.m The minimum number 
of sample points, NL 

Vertical Laminar Flow V1.11 1 

Hood 

Buffer Room «111.15 3 

Ante Room 42.23 1 

Staging / Preparation «113.38 4 

Room 

APPROVED BY I Date 
\\\\\\ 
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69‘ Evaluation of airborne microorganisms using volumetric collection methods in the controlled air 

environments is performed by properly trained individuals for all compounding risk levels. 

[ENVIRONMENTAL QUALITY AND CONTROL: Viable Air Samplifi] 

VAS using a general microbiological growth medium to support growth of bacteria has been used for the 

LFH only. 

RESPONSE: 

USP <797> Pharmaceutical Compounding — Sterile / Physical Tests Environmental Viable Airborne Particle 

Testing Program (From USP) 

A general microbiological growth medium such as Soybean-Casein Digest Medium shall be used to 

support the growth of bacteria. Malt Extract agar or some other media that support the growth of 

fungi shall be used in high risk level compounding environments. 

We use Malt Extract agar, a more sensitive growth medium which supports the growth of fungi. The 

USP suggests that MEA should be used in high risk environment. 

In addition, evaluation ofairborne microorganisms using volumetric collection methods is performed in all 

of the controlled air environments. In support, attached as Exhibit 7 is sampling data from 201672018, as 

well as the relevant SOPs, which show that all controlled air environments were evaluated and passed. 
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HYBRID PHARMA SOP SAMPLING DATA FORM -FL 70 S- A Rev.1 .‘0 3: fit \ < 
no 
\‘u \\’\< D\\£ ”4 \V) 

W 7 __N fix: M\\° \(2’ 
. 

A\\ ha) 

Air sampling ISO/class 'Microbial 1: amp AirSampIer/ 
Action Level ettmgpatcsm ettmg 9 fies enmg plates ESet‘mgpates 3 

‘LQEEEOH __747 r#«'4##¥__nm‘7W7fdRENCE H 
cfu/plate cfu/plate ‘cfu/plate [qfu/platy i{cfu/plate ‘ 

HOOD Bin 5/C1assIOO 
\, >1 

,, 79“ 1V 6 7 9,,..‘ & 
LBUFFER ROOMl ‘7/ Class 10, 000 >10 

! 
9 ‘ a 6' 

l 9 
goon. BR2 5/ Class 100 >1 

i 

a ‘ 9 Q i 
,9

| 
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‘1 g 

, 

9. a 
‘ 

a 3'4, 
ANTE ROOM 7/ Clasl,000 >10 

l 

‘ a |

: 

= ,A_._ ____ i,_f_ ,, "L. €V# , , I 
,,9_ 

1 

‘9" 
PREPARATION/ 8/Class 

‘ 

>100 | a 9’ l 9 E a 
STAQINGRQCM, WWW i L ____ ‘i- 4,, , 
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090000 

‘ y . b ‘L‘ ‘\ 
~ E I: 

.r‘ F a\ i E 1‘ 
<v\ W ® “:MA Q <7? 

- A ' L 1 SURFACE SURFACE SURFACE SURFACE Ebfirfi‘ 
Surface Locatlon ISO/Class R:;‘0EIIR£I::IE CONTACT CONTACT CONTACT CONTACT CONTASEI‘ 33:21:52?
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_ _ _u, w _] 
. J 
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ESEIEEBM fl 
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'1 2’ 6 
SINK COUNTER 8/Class >100 

, \ 9 
/PREP 100,000 

E 
: l 
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f

" 

L_ > 

z _ : 

M 4 
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L90000 

”h 
~\‘ ‘\ N 

Surface Location ISO/class Action Level RFACE gURFACE SURFACE SURFACE SURFACE SURFACE SURFACE 

REFERENCE CONTACT ONTACT CONTACT CONTACT CONTACT CONTACT CONTACT 

I 

‘, 

l _ ! h _ 

cfu/plate cfu/plate cfu/plate cfu/plate Imil/plate: cfi1/plate cfu/plate cfiJ/plate 

HOOD , BR1 5/ Class 100 >3 9- 
BUFFER ROOM 1 7/ Class 10,000 >5 9' 
HOOD , BR2 5/ Class 100 >3 6.

: 

BUFFER ROOM 2 7/ Class 10,000 >5 ’4 
SST#1 7/ Class 10,000 >5 .2?

} 

SST#2 7/ Class 10,000 >5 9’ 
SST#3 /ANTE 7/ Class 10,000 >5 9‘ 
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L 
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Air sampling for viable airborne microorganisms: 
Location 

Frequency 

Settling plate air sampIing in class ISO 5 Laminar Flow Hood Once in 2 weeks 

Settling plate air sampling in class ISO 5 Laminar Flow Hood [no 

compounding] 
Once in a month 

Settling plate air sampling in Raw material Weighing Station Once in 6 months 

Air samples in ISO 7area —Viable Microbial Particle 

Sampler 
Once in 6 months 

Air samples in ISO 8 Prep/ Staging Room — \fiable Microbial Particle 

Sampler 
Once in 6 months 

When there is no compounding, maintain the Clean Room Suite by the 
regular approved Cleaning agents and Disinfectants. 
All the above detailed sampling takes place after the compounding in the 
sterile room starts. The frequency of sampling depends on the activities, 
traffic, compounding in the Compounding Clean room suite. 

HYBRID PHARMA SOP CONFIDENTIAL 
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700 Rev.2. Evaluation of the compounding environment quality by trend 
analysis and corrective action to control. 
1.0 Objective: To ensure the corrective action to be taken for the result 
exceeding alert & action level followed by the collection and review of the 
sampling data. 
2.0 Scope: This procedure is applicable to evaluate the environmental 
monitoring results of different area by trend analysis. 
3.0 Procedure: 
3.1 Distinguish the results in three categories as follows. 

1. Normal level 2. AIert level 3. Action level 
3.2 No action is required for results observed in normal level and below alert 
level category. 
3.3 Consider the results, observed above normal level and below action 
level as alert level category. 
3.3.1 0n alert trend of results, initiate preventive action for any action level or 
critical results. Perform cleaning and disinfecting using the disinfectants in the 
Rotation consequently twice. If not, consider different disinfecting solutions 
4.0 In action level results, a deviation report will be prepared and involved in 

deciding action to be taken. 
4.1 Evaluate the results and decide that up to what extent and how much 
identification is relevant based on location. Identify all microorganisms found 
in the critical areas ISO 5 up to a level for determining the origin of the same. 
4.2 Include the trend analysis report for evaluation of trend. 
4.3 Frequency of trend analysis 

Frequency 
Gloved Finger print and gown of personnel —microbial contamination Once in 6 months 

working in ISO 5 

Non-viable air samples in ISO 7 area Once in 6 months 

Surface sampling for viable microorganisms: Location Frequency 
Surface samples in class ISO 5 Laminar Flow Hood Once in 2 weeks 

Surface samples in class ISO 5 Laminar Flow Hood [ no 

compounding] 
Once in a month 

Surface sample in ISO 7area Once in quarter 

Surface samples in ISO 8 Prep/ Staging Room Once in quarter 

HYBRID PHARMA SOP CONFIDENTIAL 
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Hybrid Pharma SOP 

70c. Rev.1 Evaluation of the compounding environment quality by trend 
analysis and corrective action to control. 
1.0 Objective: To ensure the corrective action to be taken for the result exceeding 
alert & action level followed by the collection and review of the sampling data. 
2.0 Scope: This procedure is applicable to evaluate the environmental 
monitoring results of different area by trend analysis. 
3.0 Procedure: 
3.1 Distinguish the results in three categories as follows. 

1. Normal level 2. Alert level 3. Action level 
3.2 No action is required for results observed in normal level and below alert level 
category. 
3.3 Consider the results, observed above normal level and below action level as 
alert level category. 
3.3.1 0n alert trend of results, initiate preventive action for any action level or 
critical results. Perform cleaning and disinfecting using the disinfectants in the 
Rotation consequently twice. If not. consider different disinfecting solutions 
4.0 In action level results. a deviation report will be prepared and involved in 
deciding action to be taken. 
4.1 Evaluate the results and decide that up to what extent and how much 
identification is relevant based on location. Identify all microorganisms found in the 
critical areas ISO 5 up to a level for determining the origin of the same. 
4.2 Include the trend analysis report for evaluation of trend. 
4.3 Frequency of trend anaiysis 

Location Frequency 
Surface samples and air samples in class ISO 5 Laminar Flow 
Hood [other than the conclusion of compounding] 

Once in 2 weeks 

Surface samples and air samples in class ISO 5 Laminar Flow 
Hood 1 no compounding] 

Once in a month 

Surface sample in ISO 7area Once in a smarter 
Finger print and gown of personnel working in ISO 5 and 
ISO 7 [other than the Day of Compounding] 

Once in 6 months 

Non-viable air samples in ISO 7 area Once in 6 months 
\fiable air samples in ISO 7area Once in 6 months 

Surface samples and air samples in ISO 8 Ante & Prepl 
Staging Room 

Once in quarter 

When there is no compounding, maintain the Clean Room Suite by the regular 
approved Cleaning agents and Disinfectants. 
All the above detailed sampling takes place after the compounding in the sterile 
room. The frequency of sampling depends on the activities. traffic, compounding in 
the Compounding Clean room suite. 

APPROVED BY: {NAM 7/3°I"6' 

(SIT 
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HYBRID PHARMA SOP SAMPLING DATA FORM -FL 70 S Rev.1 
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HYBRID PHARMA SOP SAMPLING DATA FORM -FL 70 S-A Rev.1 
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. Hybrid Pharma SOP 

67: Title: Volumetric air sampling in Clean Room Suite -High Risk 
Compounding Environment 

1 . Test for Viable that include 

a. Air (environmental) 

1a. Viable Air sampling and testing required 

Once every six months 
When primary engineering control or surrounding area 

undergoes servicing 
. Test must be volumetric, impaction preferred with total volume 

of 400 to 1000|it. (1000 lit. in ISO 5 areas highly recommended). 
. Gravimetric methods may be supplement volumetric methods, 

but cannot be the primary sampling method. 
0 Use TSA or Soybean casein (SCD) digest agar for bacteria. . Use Malt extract Agar (MEA) or Sabouraud Dextrose (SDA) for Fungi; 

This test is needed for only high risk sterile compounding. 

Approved by N Date: 
Q94 
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76. Surfaces in the LAFWs, BSCs, CNS, and CACIs are cleaned and disinfected frequently, including at the 

beginning of each work shift before each batch preparation is started, everv 30 minutes during continuous 

compounding periods of individual CSPs, when there are spills, and when surface contamination is known 

or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and 

Disinfecting the Sterile Compounding Areas] 

Cleaning records do not show the BSC located in the hazardous clean room is being cleaned and/or 

disinfected. 

RESPONSE: 

Although the cleaning log was not updated to reflect the cleaning of the BSC, it was carried out without 

fail. The log has been revised to include this critical piece of equipment. See attached as Exhibit 8 the 

updated Cleaning Maintenance Log. 

Action Plan: Jeffrey Goldrich, R.Ph., will review all logs in the facility and check them all for accuracy, errors, 

and omissions. 
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Cleaning Maintenance Log: Biological Safety Cabinet] Buffer Room 2. FORM 73A-Rev.1 

Check Activi as co leted 
Month/ Daily Weekly Monthly Comments By 
Year 

Date Pressure enclosure Stationary 

cart 

walls/ 

WSP‘VPWNE" 

wNNNNNNNNNMHHHH~H--o 

PWWSQMPP’NZ—‘PWWSP‘P'PWNt‘P' 

31. 

HYBRID PHARMA 
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85‘ Shelving, walls, and ceilings in ante»areas and buffer areas are cleaned and disinfected at least monthly. 

[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile Compounding Areas] 

October cleaning logs reflect monthly cleaning was not done in hazardous clean room. 

RESPONSE: 

The cleaning schedule was affected by Hurricane Irma in September of 2017. We did 2 extra “Monthly’ full 

room cleaning and disinfecting sessions, one of which should have been done 1 week later to qualify for 
October. 

Action Plan: We will ensure the timings of the cleaning more closely relates to the physical caiendar. 
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94‘ High Risk Media-fill tests that closely simulate the most challenging or stressful conditions 

encountered during compounding have been completed at least semiannually by compounding 

personnel. Media-filled vials are appropriately incubated for 14 days. [CSP MICROBIAL CONTAMINATION 

RISK LEVELS : High—Risk Level CSPS 

UR RPT/ast high risk media fill was conducted on 2.1 7.1 7 

RESPONSE: 

Umarani Rajalingam, R‘P‘Tq has two recent media fill tests, the most recent having been performed on 

September 18, 2017‘ Attached as Exhibit 9 are the assessments for M5 Rajalingam. 
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Chm 16 . m Validation Checklius 

PARTICIPANI‘ NAME U m G ‘ 1: DATE: 

EVALUATOR NAME (km) W 164% Go “A meme”: mm) 

' 1.3 F H 
PROCESS VALIDATXON EVALUATION CHECKLIST 

vmrICAL LAMINAR AIRFDOW noon BR‘ 
(PLEASE PLACE A CHECK IN THE APPROPRIATE COLUMN WHILE OBSERVING PARTICIPANT 
PERFORMANCE: YES =100% COMPLIANT N0 = (100% COMPLIANT) 

No' mums wen: hung over miner" Items. obsmming urflow. .......... ... 

Did not block airflow from HE’AEJM with hands, or other objects inflde 
hood during drug preparation munipuhflm. HM..." .... .. ........ "......" ... ....u . 

Didnomkc handsoulofhoodorlcavcflnhmddmingdms 

— a! 
« m and 

figuration manipulation. d 
’6 
id 
v6 

Did not utilize cum-6 inches of hood opening or work too close to 
slaw/back of hood during drug puputu‘on W. ..--.. 
Did not block air—innit: grill; :1 anytime.

' 

Did not contaminate hood by coughing. sneezing. chewing gum. 
or excessive muting ..... 

PROCEDURE EVALUATED m N9 

Hood was turned on and let run for at least 30 minutes pflor lo pmparation. . K Q 
Did not wear jewelry, false mils. or long sleeves. etc. inside the hunt ... 1a" a 
Wore appmpriat: apparel as xequimd by institution (Le. cup or scrubs) .. )d D 
Cmmdknuuwdto cleanhoodwllhphntyofddnfecum. .d a 
Cleaned me IV pole first ifnppliuhln ........ .N/A. D a 
The sides ofthc hood mckundbegiming uthetopmdsuningin I downward motion 
ficmtheback oftlwhoodandworldngmvmdsnnfmm with overlapping smkcs. ........................... if D 
The backwall andinsideoflheghss shieldwem clcmdbeflnning udmelop 
and working in n veniml downward motion with overlapping m ............................................... K D 
mbottmnofthehoodwudmwdmugimfing withuxebackwotkinglawmis 
the from moving horizontally from side to side with overlapping mines. w .Jl’ 0 
Did not use spray mm fat cleaning. ..uzf D 
Did not contaminate pleviwslyckundnmnmy WWW]. ...uaf u 
Loweredglassshield, ”unopeningwasmmomthansmbspdono 
beginning sled]: pupa-aliens. ‘3’ U 
Mlimmplaocdinhodhamflnlfisbimmmbhcflngofdflhw .. ..... K! n 

. D

D

D 

D
D

D

\ 
Icenify on “El‘g at ”fihud [bum that 

(h) «ms-b) MW 100% oompetem at the above task. W: nine) 

EVALUA‘I‘OR SIGNATURE: W 
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HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96b 
The qualified evaluator will mark (X) each space for which the person being 
assessed has acceptably completed the descn'bed activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: 
Performs monthly cleaning on a designated week. PkreApares a 
disinfectant solution as stated in approved list at Hybrid 
Pharma that is appropriate for the surfaces to be cleaned. 

PWR; 
|\/ 

Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

\/ 

ceiling, followed by w and ending with the flo . ses 
appropriate labeled mops or microfiber cleaning system. 

Cleans all buffer area storage shelves by removing contents
‘ 

and using a germicidal detergent soaked lint free wipes. Allows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 
remove disinfectant residue. Uses new wipe as needed. 

Cleans all buffer area carts by removing contents and using 
germicidal detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shelves in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes carts with 
sterile 70% IPA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
wipe. i, _4, 
Documents all cleaning activities a;tb who performed such 
activities with date noted. 

The person assessed is immediately informed of all unacceptable 
activities (i.e., spaces lacking a Check marks, MA and shown and informed of 
specific corrections. 

Signature of Person éfied «44049 'K 
Printed Name 
Signature of Qualified Evaluator ——-' ----- 

Printed Name ’54! (1)1 [Add] 
APPROVED BY 

Date ‘18“? 

Date 
l l%l\$ 

000074



000075

Le 

HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96a 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (X) each space for which the person 

being assessed has acceptably completed the described activity, prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. 
Daily Tasks: 
Prepares correct concentratio-n of disinfectant sofution aitzcording to Padu'm 
Hybrid Pharma's SOP instructions. 

Uses appropriately labeled container for the dilution of the 6’14 3 :1 0 8‘0 65:“ 
disinfectant. 

’ i > L ( 

_Documents disinfectant solution preparation ,m A 7A! 
Follows garbing procedures when performing any cleaning 
activities. 

_ 7 _ \/ 
At the beginning of each shift, cleans all 0 Class 5 

' 
rior 70K 8&0t 

to compounding in the following order@ and ork surface. 3:»: \ . , 

Uses a lint free wipe soaked with sterile ° 
, 1;) 3: 

approved disinfectant solution a _M‘Z"XS to dry completely. . mph} 
Removes all compounder comfienente—an’cf cleans all ISO Class 5 / 
areas as stated above at the_ end of each shift 

Cleans all counters and easily cleanab|e work surfaces/ counters. Vlulr ‘75 L‘ PH 

Mops floors, using the mop, starting at the wall oppositeh |t’e room
' 

“entry door; mops floor surface' In even Show? ward the operator , 

,Moves carts as needed to clean entire floo ace. Use of a / 
imicrofibefianing system is an acceptable alternative to mop§. 
‘In the preparation/ staging room, cleans sink and all contact

F surfaces; cleans floor with a disinfectant solution or uses “ 
microfiber cleaning system. 

rudacRTu - 

The person assessed is immediately informed of all unacceptable activities 
(i.e., spaces lacking a Check marks, MA and shown and informed of specific 
corrections. 

Signature of Person Ffigfied -—L-Xm9‘ ‘ a Date ‘ls’l [8 
Printed Name 
Signature of Qualified Evaluator ""W( Date “9 \‘91 
Printed Name {(91 G [4“s 
APPROVED BY 
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\u 

HYBRID PHARMA 

NAME: DATE: 

Envimnmemal Monitering Competency Checklist 

Reading Environmental Monitoring Samples um . R 
Selects the correct Environmental Sampling Form that corresponds with the samples being read. 

Removes samples from the incubator in ,w 'me frame specifi c 
' 

blished policy and procedure 
(TSA incubation should not be less th @ not greater th s . rs.Fungal plate incubation 
should occur for a penod of 5-7 days. 2—", 
Document the date that samples are removed from the incubator to read. 

Reads the plates one at a time counting the number of discrete colonu forming units (CFUs)on each 

plate 

Documents the number of CFUs on each plate in the correct corresponding location on the . Environmental Sampling Data Collection Form 

After all the results for each plate are read and documented, compares the result to the established 

Action Limit Value for each location. 

If any sample fails, the failing plate is maxked fail with a black sharpie. 

Immediately document any out of limit results, CFU # that exceed established Action Limits and save 

that plat/s to be sent for Speciation if applicable 

Review documentation form for those samples and once complete, files environmental monitoring 

Data collection Form. 

Dispose the plates sealed in plastic bags 

Evaluated By: 
Date: 

“4‘6 , 

Ml") I 

APPROVED BY 
D’m’
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e’ 

HYBRID PHARMA 

. Environmental Monflnrlng (2q Checklist FORM 66

( 

NAME: Uma- )2. DATE: ‘I 51 [8’ 

Viable Volumetric Air Sampling 

Air Samplers are taken at locations that are consistent with the established 
Environmental Monitoring Plan. 

Samples are taken using a procedure that is consistent with licy and proceduy \\\ 
Air volume sampled Wsuylith amounts specified in policy and procedure 

Surface sampling 

Contact plates are appli at loiatyhat are consistent with the established 
Sampling Plan. ‘/ 
Samples axe taken using a procedure that is consistent with protocol. 

Cleans the area ghere the sample was taken taremovc media residue using 70% / sterile IPA and ‘ 0&3 SQMPL «,2, . Incubation and post sampling Procedure

V 

Samples are handled in an aseptic manner which prevents accidental exposure outside 
of the selected sampling location \ 
Exposed samples are closed aseptically withflsecured to bottorgvith tape 

all closed sam 1 s are placed in a plastic bin and cover with the lid and removed fromW 
Documentation is complet immediaw prior to placing the samples in the 

\/ 
\/ 
\/ 

incubator. / \// TSAS ples laced into the incubator in a( i@sitio ungal plates 

right lde 
¥«.up / 

Ar'r\ 

Evaluated By: 
Date: 

0 W 

APPROVED BY DATE 
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a 

HYBRID PHARMA 

. Environmental Monitoring Competency Checklist FORM 66
W 

SKILL NAME: DATE: l
' 

Uma. R ggl l3 
Describe the difference between viable and nonviable contamination and the role of each in a 11 

Environmental Sampling Plan 

Articulates the purpose of an environmental sampling plan and what the data generated can be used to 
determine 

States the location of the facility's environmental sampling plan and data forms 

Describes Procedure for air, surface and personnel sampling 

Describes the actions to take in the event that any of the environmental monitoring plates that exceed 

established action limits 

Describes the process for panicle control and particulate counts at the location and when particle 
counts must occur 

Describes the differential pressure measurements at the facility and correctly states established limits 

Gathers all supplies needed for environmental sampling including correct media, volumetric air . sampler, tape, black sharpie pen, documentation forms, gloves, lint free wipes. 

Checks all media for packaging integrity and expiration dates. Note lot # and expiration dates as well 
as manufacturer and type on documentation forms 

Inspects each media unit to ascertain that there is no growth on the plates prior to beginning sampling. 

Cleans the outside of all containers and supplies before bringing into the clean room 

Labels each media unit using a sharpie identifying sample location per environmental monitoring 
plam, date and time taken, sampler's initials‘ 

Resanitize gloves and allow to dry. Resanitize gloves after every 5 plates. 

Discards plates if during transport or placement, the media unit is exposed or contaminated prior to or 
during sampling. 

Places media units and accompanying documentation into a cleaned plastic bin to go into cleanroom 

Evaluated By: 
Date: 

“Vt W 

APPROVED BY DATE 
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O 

"' HYBRID PHARMA 

97 aTitle: Assessing Hand Hygiene and Garbing Related 
Practices of Compounding Personnel Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment sess1on or N/ 0 if the 

activity was not observed. 

Printed name and position/tifle of person assessed: ”fly/1.1-1..-- 
The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check Ms, N/A, or N/O) and 

shown and informed of specific corrections. 

Signature of Evaluator Date: [1/0 /7 
Signature of the Personn Ievaluated: Date: "For”A 

APPROVED BY DATE n [to /: 7 
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Revision Bullelin (797) Pharmaceutical Compounding—Sterile Preparations 59 

Appendix III. Sample Form for Assessing Hand Hygiene and Curbing Related Practices 0! Cumpounding Pemumcl/ 
Fn'mcd name and position/till: ol‘pcrson ass <e ' __‘ _ 

Nan“: uf facility or lnculiun.’ __ _N...___..._~.. -.-.-.-., 

"and Hygiene and Curbing Prawns: Th: qualified :valuamr wiil mark ()0 each space for which (In: person being asses§cd Inn 
‘ 'aab’ly cump‘lcled l‘ne descbed uctivily. prinls NM if the ntfivhy is not applicable 10 (he assess-“em sessmn or Nil) :1 lhc 
:wlivuy was not observed. 

Px'escms in a clean applupnale aunt and manna. 
Wears no cosmclirs or jcwelry (waldics. rings. mnings, c. piercing jcwelry includm) upon entry inln mile-urea: 

Brings no food or drinks in: or s|orcd In III: ante-areas or buffer areas, 

I: aware of the line of dcmurcalion separating clean and diny sides and obsewes required acliwlies. 
Duns shoe covers or desngnalgd clean-area shuns one at a lime. planing lhc covcrtd or dcsignulcd shoe on clean ml: 01 

the line of danurcuuun‘ as awmprizlr. 
Dons beard cave: If nzccssary 
Dons hwd cover awning that all hair Is coveltd‘ 
Dons face mask (0 covcr bndgt of "us: down 10 mcludc chill. 
Pcrl'urms hand hygitne prnccdure by welllug hands and lhrcanus and washing using snap and wan“ wulcr for an luau W 

seconds. 

Dries hands and forearms using liuH'rcc lewd or Mfid dryer. 
._ . Srleds "If appropriate sized gown examining for any holcs. Rafi. or “(her deity-ISA _ Dons guwn and ensures full closurev / Disinfccls hands again using a waterless alcohol-based surgical hand scmh with pcrsislcm nuivhy and allows hand: In 

‘ dry lhoroughly. beforc donning sterile gloves 

_- Duns uppropnal: sized slcrilc gloves ensuring Ihm that is a u'ghl fil wilh no excess glove material at Ihc lingn'ups. 

__:Y___ Examines glova ensuring lhal there an: no defects. holes. or (cats. 

: 
While :ngaging in smilc compounding activities, routinely disinfects gloves with sterile 70% IPA priur (u \vurl. m 1h: 

dirccl compounding urea (DCA) and afle: touching iluns ur surfaces lhal may contaminate gloves. 

__ 4 Rcmavn PPE an the clean 51d: aflhe mule-men. 

,~ 1 Removes gloves and perfmns hand hygiene 
Rcmuves gOWn and discards il. 0| hangs it on hook If il is u! lie muscd within lhu same wnrk (In! 
Rcmovcs and discards musk. head covtr, and heard cover (If usedl 
Removes shoe covcrs or shoe on: a! a timc. ensuring lhal uumvmd root is plead on III: diny side or [he ling" ‘/ demarcation and performs hand hygirn: again. (Removes and discards shot cuvcrs :very lime [he cmupumldmg um l.\' 

exiled). 

' 

The person unused is Immediately informed o! I“ unacceptable activities “A" Spite! inking :1 Check mgrks. NM. or Nlox 
_ and shown and inf r c I «if»: correctiuns. V.__._..__ 

7241, (1mg. . 2 61313757 
Signature of Fe . Pnuled Nam: 0-1”. 

Signature ou EM D u 

C opyrighl 2007 Thc Unixcd Slates Phamiacopeial Convention All Right: Reserved 
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HYBRID PHARMA 

97a. Hand Hygiene and Garbing Practices: Presents in a clean 
appropriate afiire and mannes’. No skeet iackets allowed. Remove stsee’. / shoe and wear lab shoes. 

Wears no cosmetics or jewelry (watches, rings, 
earrings, etc. piercing jewelry included) upon entry into prep/ staging areas. ‘/ 
Brings no food or drinks into or stored in the ante-areas or buffer areas. ,/ 
ls aware of the line of demarcation separating clean and dirty sides and / 
observes required activities. 

Dons shoe covers or designated clean-area shoes one at a time, placing / the covered or designated shoe on clean side of the line of demarcation. 
as appropriate. 

Dons beard cover if necessary. Dons head cover assuring that all hair / 
and ears are covered. 

Dons 1ace mask 10 cover bridge oi nose down 10 inciude ch'm. / 
Performs hand .hygiene procedure by wetting hands and forearms and 
washing using soap and warm water for_at least 30 seconds. ‘/ 
Dries hands and forearms using lint-free towel or hand dryer. / 
Selects the appropriate sized gown examining for any holes, tears, or / 
other defects. Dons gown and ensures full closure. 

Disinfects hands again using a waterless alcohol-based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before / 
donning sterile gloves 

Dons appropriate sized sterile gloves ensuring that there is a tight fit / 
with no excess glove material at the fingertips. 
in the direct compounding area (DCA) and after touching items or / surfaces that may contaminate gloves. 

Removes PPE on the clean side of the ante—area. Removes g|oves and / 
performs hand hygiene. 

Removes gown and discards it, or hangs it on hook if it is to be reused / 
within the same work day. 

Removes and discards mask, head cover, and beard cover (if used). / 
Removes shoe covers or shoe one at a time, ensuring that uncovered / 
foot is placed on the dirty side of the line of demarcation. 

APPROVED BY DATE ” [Io/’7 
000081
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Prod.“ \(dfdwfiofi M25139 F3] [YDX 50ml Mats 

10 J: High Risk —- Media Fill Challe ge Personnel's aseptic handling. 
Name of the Person performing: 

Date: 
‘ ma .R 

(91-19417 
METHOD: VALIDATION OF HIGH RISK PROCESS -weighing, measuring, 

mixing. dissolving, aseptic manipulation of the filtration process, dispensing, 

stoppering. capping. 

TECHNIQUE] PROCEDURE: 

DISSOLUTION: stage 1 

1. 

2. 

3. 

Weigh growth media TSB powder in scale 450.0gm $251450 ”8 
Measure 1000ml in a graduated container 

Transfer sterile water for injection [9000 ml] to a Glass container of 

size 10 litre without splashing. The sides mouths shall be half covered 

with screw caps or Aluminum foil. " I 
4. Set up the Overhead stirrer. Speed -b-[=¢-{1 rpm for ---J+b- minutes 

Turn on the stirring slowly using the knob. As a good swirIing of liquid is 

seen, add TSB powder in the water and close the mouth with the 

aIuminum foil. Allow for stirring to get a clear liquid. Keep sample 

solution at this stage 1 in sterile vial for positive control before filtration. 

Set up the Pre sterilization to remove particulates as in 7a. In ISO 7 

Work Bench. 

. STERILIZATION: stage 2 

a. stainless steel or plastic filter holder with 0.45 micron or 0.2micron 

filter. transfer tubes, transfer pump with positive pressure. 

Pump Details: Baxter Repeater Pump \/ 
Filter Details: Sterile PES Q.4 micron + 0.2 micron , 

1” capsule Filter \/ 
Collect the filtered solutionwdepyrogenated 50ml clear vials set up in 

ISO Hood. " 

1‘30 xcwh‘Jfl . 

Rows vwm W W
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880000 

HYBRID PHARMA DOCUMENTATION CONTROL FORM FORM 75A 

Batch details, Name of the drug, strength Media )??Qfl-
fl 

Batch size and Vial size ml, vials 

Details of settle plate TSA, collection time batch, expiry, manufacturer used to collect air in the 
LAF H Hardy 26ml USP W64 

H171182017-08-16 

During Compounding ISO 5 Hood settle air \/ aCfu ‘/ Fail
I 

1Start date End Date 
Plates 

6') 234‘“: (’ZMI/q 
Negative control /' (Z Cfu ((2159 Fail ' 

A ,1 

H17094 2017—07-03 Details of TSA W/LEC &P80 batch, expiry, manufacturer Temp: 30-350C, Inc. 2 
Hardy P34 

Post Compounding LEFT / RI T w 
Glovcd fingertip 0'; Cfil 0 . fu 
Personnel: UK @ Fail @ Fail 

H00 SURFACE V 
q; Cfu 
fi/Fan lIM-Il-I 

Start date End Date 

6/29/7 v 816 we \/ Neative control / 
Cfu r) m M/ ( W 3 ,% Fail Fail (é L/

I
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HYBRID PHARMA MEDIA FILL TEMPLATE 

Procm Vandal-6n: WAX“ 1:10 xml. val 

10L: Low/Medium Risk — Media Fill Challenge Personnel's aseptic 

handling. 

Name of the Person performing: Um . R Date: Q 
] 
lfl-l'] 

METHOD: VALIDATION OF HlGH RlSK - measuring, aseptic manipulation Q 

of the filtration process, dispensing, stoppen'ng, capping 

TECHNIQUE/ PROCEDURE: 

1. Measure 60ml of TSB w L & T20 at a time in sterile graduated cylinder 

accurately looking at lower meniscus of the water level. 

2. Transfer TSB w L & T20 [60ml] to a beaker containing 180ml of Sterile 

water for injection. 

3. Cover the beaker with the aluminum foil or glass cover and stir in a 

magnetic stirrer for 3 minutes at rpm 100. 

4. Set up the filteration set either a or b 

@mrile 0.2 micron syringe filter, sterile 50ml syringes 
Pf F“ 

b. Sterile 0.2 micron Filter, Sterile transfer tubes, transfer pump ago—(co 

6, After filtration, dispense into sterile vials arranged in trays aseptically. W" 9m. 
32 

8mm (99949. p—épdfi. AH? 
Volume@2ml 5ml 10ml 30ml SMMM W30? ,2 I 510076.73 o 
Stopper the vials without touching the open end of the vials and touching 

the inner surface of the stoppers using a depyrogenated tweezer. 

7. Inspect visually and make sure the stoppers are sealed tight in by gently 

pressing using the fingers. 

8. Cap the vials, label with date and initial and keep them in the plastic bin, 

cover them and submit it for microbiological evaluation. 

Materials used: 1‘s 3 / I—I TAD ; 026! H 1719b our: :1 IO 

Filter: Sit-PUT $9.1m“- ovum shod; H 9339\46‘12 130.115 

Filter Integrity: use sterile w
_ 

point or Hold pressum!é 
' M 

APPROVED BY 

01017 A518: 

029» 09.. 

for injection through and measure the bubble
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Materials used: Bubble Point Test val e; 9/2 psf 
Sterile water for Injection: Baxter 03380013-06 #233684 05/31/2018 " 
TSB powder: 106380A exp. 11/ 2017 Lab safety Corp. ‘/ 
Tubes: Sterile Repeater Pump Fluid Transfer Tube set, Universal Spike Luer 

Lock, REF: H93811 1193584 2019— 10~31 / 
Sterile Filter: MDI Asepticap KS-PES capsule Filter, 1“ Type: DKS-S 

[0.4MICRON +0.2MICRON] Sten'le DK4286E 2018-07 / 
stoppers autoclavedi/Sleam Sterilizer at 121°C for 30 minutes, Sterigage 

2020 06314 2020 06 

Glasswares , vials, beakers, graduated jars. depyrogenated: 

Using dry heat Oven, Lindberg/Blue U01F305604—WF, cert. Due: 03/ 2018 

Temp: 250° C. 30 min 

Positive Control Stage1 —----§:)-<—5—DWJ 
“ab 

‘all 
Number ofVIals [Stage 2] made: ’75 X Sow-0 M 

Temperature Incubation: [Temp. 20 -25 ° C,] a? 5%, 
Incubation Time for 14 Days 

Start Date: (913;: 3 7 End Date: 7/e/I'7 
Pass : 

. 
If positive‘ is turbid and all the filtered solution clear. 

Fail: If posi
‘ 

urbidity. 

turbidl cloudy and filtered solution negative vials 

shows 

fag/1W aid/1 AVA]
‘ 

@ ”VIA/kw} Veda/50,014,}. a C/Pou. 

Fm /._'@ flaxwzwc 6,.” I; ‘6'"!
_ 

Q My Alu/ Vlnlx/Mulfi If 44k: éo'A/
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HYBRID PHARMA MEDIA FILL TEMPLATE 

For positive control. Dissolve the T88 powder m Sterile water for injection 

1 01 SW1. 4M4 
and pour in few vials for observation. T35 ”“03"“ ‘3‘“ "“ 

£394 ' W4 4‘ 

goat) 
Sterile waterforlnjection: Rand-9A.. Y9~375§9~ 65°“? 
TSB powder: P1094 slap/9.0a» CT| Mon ,‘ HG-Ndfi 

Tube ,stoppers =utoclaved. ----------- 
, Ali-34? ------------ 

Glasswa‘res , vials, beakers, graduated jars. depyrogenated? using dry heat 

Oven. Temp: 140% gsomx’m 3’?L8I39‘ 39L$|Qfi ' 34’1—3'38 

Number of \fials made: “465—3 Positive Control -—-5-?$-AM‘9~1F) 
Q’E'o" Temperature of the Biological Incubator used. (Temp. 20 5° C1) m \W 

Incubation Time for 14 Days 
.1 3 75; 

Start Date: “my, End Date: \o\9~\‘\7 

PASS 

3 Positive control samples ar@/ f Malt 
? Ls 

4. All the filtered solution in vials@ @/ .1“. 5‘- 
0—9 

FAIL 

3. Positive control samples are turbid. 

4. Any filtered solution in vials is also turbid. 

Details of Post Media Fill Gloved Fingertip evaluation 

P34 Left Right Name of Date 

Fingertips Fingertips Personnei 
‘K‘m-r? { 

H \'1 3-95" er‘Cfu eyfilfu 

Qq ‘0 3R ( Pa lFaiI @Fa“ um . 2‘ mlqn { 

W - 

BR. TWP 7a]: 3R1 {1%.};w 0‘05 'cuo. 

Hmduby 3“ Isos no.4 rm.“ 4W 0-5 ”L 

APPROVED BY 

W7 
000086
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HYBRID PHARMA MEDIA FILL TEMPLATE 

ROW VaJQAdahbfl J Masha. PW H—b3 x and Limb 
10K: Low/Medium Risk —- Media Fill Challenge Personnel's aseptic 

handling. 1+ (9.5 @033 A QJuQ - 

Name of the Person performing: ”WA - R. Date: Q 
I 
lS’fl7 

METHOD: VALIDATION OF HIGH RISK - measuring, aseptic manipulation 

of the filtration process, dispensing, stoppering, capping 

TECHNIQUE/ PROCEDURE: 

1. Measure 100ml of TSB w L & T20 at a time in sterile graduated cylinder 

accurately looking at lower meniscus of the water leveL 

Transfer TSB w L & T20 [900ml] to a beaker . 

Cover the beaker with the aluminum foil or glass cover. 

Set up the filteration set either a,b or c 
0‘99”.” 

a. sterile 0.2 micron syn‘nge filter, sterile 20ml syringes 

b. stainless steel filter holder with 0.2micron filter, transfer tubes, transfer 

pump. 

@gile 0.2 micron Filter, Sterile transfer tubes, transfer pump / 
6. After filtration, dispense into sterile vials arranged in trays aseptically. 

Volum@ 5ml 10ml 30ml 

S‘opper the vials without touching the open end of the vials and touching 

the inner surface of the stoppers using a depyrogenated tweezer‘ 

7. Inspect visually and make sure the stoppers are sealed tight in by gently 

pressing using the fingers. 

8. Cap the vials, label with date and initial and keep them in the plastic bin, 

cover them submit it for microbiological evaluation. 

Materials used: Tali» ‘0 \- F”; 0&6] H aq. , ion -u.-|o 

Filter: ND: SDMM SMJL. W651» 04/...“ 61‘?" RS PIES 1‘0““. acme! 

Filter Integrity: use sterile water for injection through and measure the bubble t/ 
point or Hold pressure 51 psi.‘ Fail 3/ 
APPROVED BY 

W AW" 
000087
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STERILIZATION: is carried out under ISO 5 Hood. 

Sterile Filter Details: I" mph-01. RD-Vu- V55 

Transfer tubes: fitmui- 
Dose pump Details: Baxter Pump set up at Medium speed 93/ 

. After filtration , dispw yough the sterile 0.2 micron filter into 

sterile and depyrogena e- vials.
/ 

00.0.65» 

Stopper the vials without touching the open end of the vials or touching 

the inner surface of the stoppers using Tweezer and press with sterile 

gloved finger tips. Move the stoppered vial trays to ISO 7 work bench. 

10. Finish the ISO 5 hood work by taking a surface sample in a TSA 

UPS, gloved finger tip samples for both left and right hands of the 

operator/s. Operator disposes the gloves after sampling and changes 

into new gloves. 

11. Crimp Cap the vials in ISO 7 bench, and keep them in the plastic 

bin, cover them submit it for microbiological evaluation, label with date 

and initial. 

NOTES: 

Particle Counts/m M/fié 5. 

Temperature: '7‘”: 
Humidity: 36‘/. 
Differential Pressure: BR‘ 0'05" w'c 
ISO 5 Hood Pressure Gauge: (9-5. “3' 0' 

ACTIVITES INTERRUPTIONSZ 
r 

. W NUMBER OF EXITS AND ENTRIES TO BUFFER ROOM. 6W1, W ’ 

OTHER ACTIVITIES INSIDE THE BUFFER ROOM am, .043 + «1% 5 

cab/W5 49M
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HYBRID PHARMA MEDIA FILL TEMPLATE 

For positive control: Dissolve the T58 powder in Sterile water for injection 
| GA 30%! SW3 04 

and pour in few vials , stopper & caps them for observation. 
$2; ‘Js ‘1 m9 ea . vc DI 

Sterile water for Injection: Ram-x0. yasvss} 613908 

TSB powder: HM 3 WW 5 n, om, s [aw/an» 
Stoppers autoclaved: Steam Sterilizer at 121°C for 30 minutes, Sterigage 

2020 06314 2020 06 Rue»? 
Glasswares , vials. beakers, graduated jars, depyrogenated21>PLI$ (3.8 I 129, 13° - 

Using dry heat Oven, Lindberg/Blue UO1F305604-WF, cert. Due: 03/ 2018 

Temp: 250° C, 30 min 

Number of Vials madeRA-QKL-n Positive Control uni-(4315 Q ‘ “’2‘ 
Incubation Temperature [‘l'emp. 20 -25 ° C, 68-77F] 

Incubation Time for 14 Days Room W 78 -‘15 F 

Start Date: 0) [I81 '17 End Date: I014) l7 

PASS 

5. Positive control samples a@ a 1 . I 
6. All the filtered solution in via clear. (,i “(q x: 2mm? £10] 1] 

FAIL 

5. Positive control samples are turbid. 

6. Any filtered solution in vials is also turbid. 

APPROVED BY - 

”M", 

000089——
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HYBRID PHARMA 
‘ 

MEDIA FILL TEMPLATE 

Details of Post Media Fill Gloved Fingertip evaluation 

P34 TLefl Right Name of Date r 

TS L Fingertips Fingertips Personnel q 
) 
'37 

'}
7

& 

H W ”5. <9- Cfu @pefu “M‘K 
flaming-'1 / Pa Fail (@ail \ .— 

NOTES: 

Particle Counts: Zlféfw 
Temperature: '7 2 F 

Humidity: 3 6 Z 

Differential Pressure: BR! 0 -Qs"’Lo-c 

ISO 5 Hood Pressure Gauge: 0.5”p-c 
ACTIVITES INTERRUPTIONSZ 

NUMBER OF EXITS AND ENTRIES TO BUFFER ROOM. N” W “do“ ‘ 

is Mafiedb 01km aft; Madu— Mani—«iv 

APPROVED BY
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95A Documentation indicates compounding personnel have successfully completed didactictraining passed 
written competency assessments, undergone skill assessment using obsen/ational audit tools (hand 
hygiene, garbing. aseptic technique) and media—fill testing annually or semiannuallv (high risk) and before 
any compounding personnel begin to prepare CSPs . [ENVIRONMENTAL QUALITY AND CONTROL: Personnel 
Training and Competency Evaluation of Garbing Aseptic Work Practices and Cleaning/Disinfection 
Proced u res 

JG RPh is overdue for all visual assessments. 

RESPONSE: 

Jeffrey Goldrich, R‘Ph., is not overdue on his visual assessments. Attached as Exhibit 10 are the visual 
assessments for Mr. Goldrich, performed on June 29, 2017, as well as on January 8, 2018. 

Action Plan: Add all assessments on repeating calendar. 

98‘ Compounding personnel and other personnel responsible for cleaning routinely undergo performance 
evaluation of proper hand hygiene, garbing, and all applicable cleaning and disinfecting procedures 
conducted by a qualified aseptic compounding expert. Visual observation of hand hygiene, garbing and 
cleaning is documented and maintained to provide a permanent record and long-term assessment of 
personnel competency. [ENVIRONMENTAL QUALIW AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

JG Rph is assessing UR RPT and is overdue for all visual assessments. 

RESPONSE: See response to number 95. 

000091
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HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96a 

Cleaning and Disinfection Practices: 
The qualified evaluator will mark (x) each space for which the person 

being assessed has acceptably completed the described activity. prints N/A if 
the activity is not applicable to the assessment session or N/O if the 
activity was not observed. 

‘3, R; Daily Tasks: 
Prepares correct concentration of disinfectant solution according 
to Hybrid Pharma's SOP instructions. / 
Uses appropriately labeled container for the dilution of the 
disinfectant. 

Documents disinfectant solution preparation. / 
Follows garbing procedures when performing any cleaning 
activities. / 
At the beginning of each shift, cleans all ISO Class 5 devices prior 
to compounding in the following order: walls, and work surface. / 
Uses a lint free wipe soaked with sterile 70% IPA or other 
approved disinfectant solution and allows to dry completely. / 

.// 
Removes all compounder components and cleans all ISO Class 5 
areas as stated above at the end of each shift. 

Cleans all counters and easily cleanable work surfaces! counters. 

Mops floors, using the mop, starting at the wall opposite the room 
entry door; mops floor surface in even strokes toward the operator. 
Moves carts as needed to clean entire floor surface. Use of a / 
microfiber cleaning system is an acceptable alternative to mops. 

In the preparation/ staging room, cleans sink and a|| contact / surfaces; cleans floor with a disinfectant solution or uses 
microfiber cleaning system. 

The person assessed is immediately informed of all unacceptable activities 
(i.e., spaces lacking a Check marks, WA and shown and informed of specific 
corrections. 

Signature of Person Assesse --- - Date ‘\b\‘?> 
Printed Name 3&2 69B; 1 

Signature of Qualified Evaluator ----- —-- Date ‘\€L1K 
Printed Name Um ‘ 

APPROVED BY 
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HYBRID PHARMA SOP 

Title: Assessing Cleaning and Disinfection Procedures: FORM 96b 
The qualified evaluator will mark (x) each space for which the person being 
assessed has acceptably completed the described activity, prints N/A if the 
activity is not applicable to the assessment session or N/O if the activity was 
not observed. 

Monthly Tasks: BKJL 
Performs monthly cleaning on a designated week. Prepares a 
disinfectant solution as stated in approved list at Hybrid 
Pharma that is appropriate for the surfaces to be cleaned. / 
Cleans buffer area and ante-area ceiling, walls, and storage 
shelving with a disinfectant solution and a mop or uses a 
microfiber cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room 
ceiling, followed by walls and ending with the floor. Uses 
appropriate labeled mops or microfiber cleaning system. 

Cleans all buffer area storage shees by removing contents 
and using a germicidal detergent soaked lint free wipes. Allows 
to dry prior to replacing contents , wipes with sterile 70% IPA to 
remove disinfectant residue. Uses new wipe as needed. 

Cleans all buffer area carts by removing contents and using 
germicidal detergent soaked lint free wipe, cleans all carts 
starting with the top shelf and top of post, working down to 
wheels. Cleans the under side of shelves in a similar manner. 
Uses a new wipe for each cart. Allows to dry. Wipes carts with 
sterile 70% IPA wetted lint-free wipe to remove any disinfectant 
residue. Uses new wipe as needed. 

Cleans buffer area chairs, the interior and exterior of trash bins, 
and storage bins using disinfectant solution soaked lint free 
wipe. / 
Documents all cleaning activities as to who performed such 
activities with date noted. \/ 

The person assessed is immediately informed of all unacceptable 
activities (i.e., spaces lacking a Check marks, N/A and shown and informed of 
specific corrections. 

Signature of Person Asses d "um. Date K‘glia 
Printed Name Gm C’JGUAT 

Signature of Qualified Evaluator "fig. Date W“ 
13’ 

Printed Name 

APPROVED BY 
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HYBRID PHARMA SOP 
Bar @1144t . 973. Hand Hygiene and Garbing Practices: Presents in aclean 

appropriate attire and manner No street Jackets allowed. Remove street 

the covered or designated shoe on clean side of the line of demarcation, 
as appropriate. 

shoe and wear lab shoes. 7/ w 

Wears no cosmetics or jewelry (watches rings, 
I

; 

earrings etc. piercing jewelry included) upon entry into prep/ staging areas" \/ i, ‘ 

Brings no food or drinks into or stored in the ante-areas or buffer areas. / ‘ 

Is aware of the line of demarcation separating clean and dirty sides and
I 

observes required activities /
‘ 

Dons beard cover if necessary, Dons head cover assuring that all hair 
and ears are covered 

Dons face mask to cover bridge of nose down to include chin. 

Performs hand hygiene procedure by wetting hands and forearms and 
flashing using soap and warm water for_at least 30 seconds. 

\

l 

I

i 
Dons shoe covers or designated clean-area shoes one at a time, placing 

L/ 

\f

\ 

. Dries hands and forearms using lint-free towel or hand dryer. 

Selects the appropriate sized gown examining for any holes, tears, or 
other defects. Dons gown and ensures full closure. 

Disinfects hands again using a waterless alcohol— based surgical hand 
scrub with persistent activity and allows hands to dry thoroughly. before 
donning sterile gloves

I 
Dons appropriate sized sterile gloves ensuring that there is a tight fit 
with no excess glove_ material at the fingertips. 

in the direct compounding area (DCA) and after touching items or 
surfaces that may contaminate gloves. 

1\ I 
1 w 

\\\\\< 

Removes PPE on the clean side of the ante—area. Removes gloves and 
v performs hand hygiene. 

Removes gown and discards it, or hangs it on hook if it is to be reused 
within the same work day. 

Removes and discards mask, head cover, and beard cover (if used). ‘
j 

_. , k 7 , __ ,_ J; 7 ifi 
Removes shoe covers or shoe one at a time, ensuring that uncovered 

g / 
.foot is placed on the dirty side of the line of demarcation. Li__% . APPROVED BY ; DATE: “81"? 
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HYBRID PHARMA SOP 

97 aTitle: Assessing Hand Hygiene and Garbing Related 
Practices of Compounding Personnel Form 

Hand Hygiene and Garbing Practices: The qualified evaluator 

will mark (x) each space for which the person being assessed has 

acceptably completed the described activity, prints N/A if the 

activity is not applicable to the assessment sess1on or N/ 0 if the 

activity was not observed. 

Printed name and position/title of person assessed: ———-J4M53{‘=fi--‘-Q 

The person assessed is immediately informed of all unacceptable 

activities (i.e., spaces lacking a Check Ms, N/A, or N/O) and 

shown and informed of specific corrections.

1 

Signature of Evaluator Date: [‘31 [3/ 
Signature of the Personnel evaluated: Date: ‘N‘D

W 

. APPROVED BY DATE: 
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Chapter 16 V Proms Validation Chocklisls 

PARTICIRANTNAME G41? Grow DATE: “glib 
EVALUATOR NAME (KPH) J‘Jmna k (Please Print) 

PROCESS VALIDATION EVALUATION CHECKLIST C) VERTICAL LAMINAR AIRFLOW HOOD g 8 
(PLEASE PLACE A CHECK IN THE APPROPRIATE COLUMN WHILE OBSERVING PARTICIPANT 
PERFORMANCE: YES = 100% COMPLIANT N0 = < 100% COMPLIANT) 

PROCEDURE EVALUATED “:5 
Hood was turned on and let nm for I! [can 30 minutes prior to pnpamion 
Did no! wear jewelry. falsc nails. or long sleevcs, etc. inside the hood. .. 

Won: appropriate appml as requixed by institution. (is. cap or scrubs) 

Clean sterile gm wns used to clean hood with plenty of disinfectant. 
Cleaned the IV pole first if Ipplictble. ................................................................ 
The sides of the hood were cleaned My‘nning at the mp and starting in a downward motion 
from the back of the hood and working townrds thc fun! with overlapping strokcs. A 

The back wall and infide of the 31:55 shield wen cleaned beginning at the top 
and working in a vertical downward motion with overlapping strokes. ‘0’ 
The bottom of the hood was cleaned last, beginning with the back wofldng towards 
the from moving hafizmnlly from Sid: to side with overlapping snakes. 

Did not use spray bonus for clawing. ........................................................ 

Did not contaminate ptcviously cleaned surfaces at my time during cleaning. . 

Lowered ghss shield. so the opening was not more than 8 incl“ prior to 
beginning sterile max-Imus... ................................................................... 
All items placed In hood In a van»! inshion to prevent blocking of airflo . 

No items were hung over other nuns, obstmcfing airflow. ............................ 

Did not block airflow from IMAM with hands, or other objects inside 
hood during dung pmpamion manipulations. ......................................................... 

Didnot takehandsoutofhnodorleaveme hoodduringdrug 
mutation manipulations. ................ ...... . ........................................... . .......................................... 

Did not utiliu cute: 6 inches of hood owning or work too closc to 

sides/back of hood during drug pmpnmicn manipulations. ................................................................. 10’ 
Did not block air—inmke gins at anytime. . .......................................................................................... Va/ 
Did not contaminate hood by coughing, sneezing. chewing gum. \O/ or excessive talking. ...............................................................................................................................

A 

[4/ 

Ia” 
.40 
21’

0 

[JD 

[3

U 

DUE! 

DUE! 

D

D 

00000

% 

Icenify on \\B\\8 at fib‘Q 9W that 

(M) (cvululdm: site) 

(fin; flu [MAL is 100% competent at the above task. 

Mina-m3 Mme) 

EVALUATOR SIGNATURE: QJW 
‘ 
Q1419 / V L 

227 

,, GGUUW J
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nHYBRID PHARMA 

Environmental Monitoring Competency Checklist 
I 

FORM 66
r PW —i ~ 7 ~ : , 7 

. 
‘ - 

SKILL NAME; {Q (i\&& DATE: KQJWL 
Describe the difference between viable and nonviable contamination and the role of each in a n 

Environmental Sampling Plan 

Articulates the purpose of an environmental sampling plan and what the data generated can be used to 

determine 

States the location of the facility's environmenml sampling plan and data forms 

Describes Procedure for air, surface and personnel sampling 
P . 

Describes the actions to take 1n the event that any of the environmental monitoring plates that exceed 

established action limits 

Describes the process for particle control and particulate counts at the location and when particle 

counts must occur 

Describes the differential pressure measurements at the facility and correctly states established limits 

Gathers all supplies needed for environmental sampling including correct media, volumetric air 

sampler, tape, black sharpie pen, documentation forms, gloves, lint free wipes 

Checks all media for packaging integn'ty and expiration dates. Note lot # and expiration dates as well 

as manufacturer and type on documentation forms 

Inspects each media unit to ascertain that there 1s no growth on the plates prior to beginning sampling 

Cleans the outside of all containers and supplies before bringing into the clean room 

Labels each media unit using a sharpie identifying sample location per environmental monitoring 

plam, date and time taken, sampler‘s initials' 

Resanitize gloves and allow to dry. Resam'tize gloves afier every 5 plates 

Discards plates if during transport or placement, the media unit is exposed or contaminated prior to or 

during sampling. 

Places media units and accompanying documentation into a cleaned plastic bin to go into cleanroom 

Evaluated By: % 
Date: \Wfig 

APPROVED BY DATE 
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hYBMD PHARMA 

NAME: ((429 Go [JAIL DATE= ll‘b‘le 
Environmental Monitoring Competency Checklist 1gFORM 66 

Reading Environmental Monitoring Samples 

Selects the correct Environmental Sampling Form that corresponds with the samples being read. 

Removes samples from the incubator in the time frame specified in established policy and procedure 
(TSA incubation should not be less than 48 but not greater than 72 hours.Fungal plate incubation 
should occur for a period of 5-7 days. 

Document the date that samples are removed from the incubator to read. 

Reads the plates one at a time counting the number of discrete colonu forming units (CF Us)on each 
plate 

Documents the number of CFUs on each plate in the correct corresponding location on the 
Environmental Sampling Data Collection Form 

Afier all the results for each plate are read and documented, compares the result to the established 
Action Limit Value for each location, 

If any sample fails, the failing plate is marked fail with a black sharpie. 

Immediately document any out of limit results, CFU # that exceed established Action Limits and save 
that plat/s to be sent for Speciation if applicable. 

Review documentation form for those samples and once complete, files environmental monitoring 
Data collection Form. 

Dispose the plates sealed in plastic bags 

APPROVED BY DATE 
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HYBRID PHARMA 

,__ _ Q $9! G Mel 
Environmental Monitoring Competency Checklist FORM 66

r
l 

NAME: DATE: 

' Viable Volumetric Air Sampling 

Air Samplers are taken at locations that are consistent with the established 
Environmental Monitoring Plan 

Samples are taken using a procedure that is consistent with policy and procedure 
1\\\ 

[Air volume sampled is consistent with amounts specified in policy and procedure 

Surface sampling i 

Contact plates are applied at locations that are consistent with the established 
Sampling Plan. 

\V 
Samples are taken using a procedure that is consistent with protocol. 

Cleans the area where the sample was taken to remove media residue using 70% 
sterile [PA and lint free wipe / 
Incubation and post sampling Procedure 

Samples axe handled in an aseptic manner which prevents accidental exposure outside 
of the selected sampling location ‘/ 
Exposed samples are closed aseptically with tops secured to bottom with tape 

all closed samples are placed in a plastic bin and cover with the lid and removed from 
the controlled environment 

Documentation is completed immediately prior to placing the samples in the 
incubator. : 

,V ___, -,J.. .__._.,_ 
TSA samples are placed into the incubator in an inverted position. Fungal plates are \/ i 

placed right side up.
\ 

\\\ 

I 
_ J 

Evaluated By: E— 
Date: 

W5 “'8 

APPROVED BY DATE 
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Ruvisinu Bullelin (797) Pharmaceutical Compounding—«Sterile Preparations 59 

Pn‘nkd Ham: and poiilionllille of person axis?!“ a A ‘ __. 

~flAllPL‘ndix Ill. Sample Farm for Assmin: Hand Hygiene Ind Curbing Rclncd Practices of Cumpaundin: Prrsmmcl 

i 20/, 
Nam: 01' facilily ur localion: 

"and Hygiene and Curbing Practices: The qualified :valunlor will mark (at! acll space [or which (he person being assessed has 

.lcccplnbiy Cumplelcll 1h: describcd auivily. prims N/A if the aclivily is not npplécabk m [ht mess-menu session at NI() if (he 
nuivuy was not cbsuvcd.’ 

‘/ Prescms in a clean appruprialu: allirc and manner 

__,_ Wears no cosmetics or jewelry (watches. rings. earrings. etc. piercing jewelry Included) upon enlry mu. unIc-Jrcua 

_____ Brings no food ur drinks into ur stored in lhc ”mamas or huffcv arms. 
I: nwar: of the linc of dcmnrcalinn separating clean and dirty sides and obscrvcs rcquircd acuvuicsl 

Duns shoe covers or designaled cleanmca shoes on: II a lime. placing the cuvcrcd or designated shot on cknn ml: ol 

«__$/ the line of dcmarcalion. as nppmprinlc, 
Dons [mud cm-er If necessary 

______ Duns had cover assuring llm all hair ls L‘uvfltd. 

,_ __ Duns fact: mask (0 mar bridge of nose down (0 Includz chin. 
Performs hand hygiene pmcedur: by walling hands and forearm; and washing using soup and warm wam I'm al law “I 

second; 

__ Dn'es hands and forums using lint-(re: Iowcl or hand dryer. 

_4 Srlccls (he appmprial: sized gown :xamining for my hoks. leans. or olher defects. 7 Duns gown and ensurcs full closurc‘ 
Disinfects hands again using : wakrless alcohol-based surgical hand scrub wuh persistent adivily and allow hands ln 

._ . dry Ihomughiy. before donning slcrile gloves 

__.‘_ l; Dons appropriate sized slcril: glows ensuring that lhgr: is a light {It With no execs: glove malcnal :1! III: l'mgcmph. 

—'l l _ Examines gloves muring lhal lhcm an: no dcfccls. holes. of Inns. 
‘ . 

I/ While engaging in smile compounding nclivilits. roolinely disinfects glows with slenlc 70%; IPA prior lu work m n..- 

_ _ . cured compounding area (DCAI and after touching iums m swfaccs Ihan may contammalc gloves. 

‘7: [lo-nova PPE on the clean sud: of III: amt-area 

_ ____ REIIIOVtS gloves and performs hand hygiene V 

__ fi :_ Remuvcs gown and discam iL or hangs ii on hook Il' ix is u: be reused wiIIIin the same work day. 

Rcmuvcs and discards mask. head cover. and beard cowl“ (if used). 
_ 

V ‘ 

Removes shoe covers or shoe on: at n time. ensuring Ihal uncovered (out Is plaud on an: my sud: ol the lingo! 
. , / demarculion and performs hand hygiene Igninxulcmoves and disual'ds shut covers :very umc the cummdmg um I.\ 

cxilcd). 

fez/”£421 
Signamrc of Pawn sscssea Framed Name 

qaua. (JD’O - g 
Signature of CHEW Primed Name 

Copyrighi 2007 The Uuued SlalES Phanuacopcial Convenlinn All Righlx Rtservcd.
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101. Labels of CSPs contain name and address of pharmacy, correct names and amounts or concentrations 

of ingredients, total volumes beyond-use dates, storage conditions and r0ute(s) of administration. 

[FINISHED PREPARATION RELEASE CHECKS AND TESTS: Identity and Strength Verification of Ingredients] 

DECA Ultra lot 171113A BUD 12/28/17 label does not include Benzyl Benzoate as an ingredient in the final 
product, however it is listed in the compounded worksheet. 

RESPONSE: 

Inactive ingredient Benzyl Benzoate was inadvertently left off labeL 

Action Plan: All labels are to be double checked by at least 2 qualified personnel‘ 

000101
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118. Compounding records are properly maintained. [FAC 64816-28.140(4)l 

Zinc Sulfate 10mg/m/ lot 171113C BUD 12/28/17 states SWI was used in compounding the CSP however 

label states bacteriostatic water for injection; 

Response: 

Sterile Water for Injection was used in compounding. The label states “Bacteriostatic Water for injection.” 

The Batch Sheet states ” 
Benzyl alcohol 0.9% and Sterile Water for injection." It is important to note that 

Benzyl alcohol 09% and Sterile Water together are commonly known as Bacteriostatic water for injection. 

See the below description of Bacteriostatic Water from Hospira, lnc., available online here: 

https://www.drugs.com/pro/bacteriostatic—water—foriiniection.htm| 

Bacteriostatic water (Water) injection, solution 

[HOSPIRA, |NC.] 

Multiple~dose Plastic Vial Rx only 

DESCRIPTION 

The following preparation is designed solely for parenteral use only after addition of drugs 

that require dilution or must be dissolved in an aqueous vehicle prior to injection. 

Bacteriostatic Water for Injection, USP is a sterile, nonpyrogenic preparation of water for 
injection containing 0.9% (9 mg/mL) of benzyl alcohol added as a bacteriostatic 
preservative. It is supplied in a multiple-dose container from which repeated withdrawals 

may be made to dilute or dissolve drugs for injection. The pH is 5.7 (4.5 to 7.0). 

Water for Injection, USP is chemically designated H20. 

The semi-rigid vial is fabricated from a specially formulated polyolefin. It is a copolymer of 
ethylene and propylene The safety of the plastic has been confirmed by tests in animals 

according to USP biological standards for plastic containers‘ The container requires no 

vapor barrier to maintain the proper labeled volume. 
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                            STATE OF FLORIDA 
  

            DEPARTMENT OF HEALTH 
 
 

 

AGENCY FOR HEALTH CARE ADMINISTRATION 

 

 
 
 
 
 

INV FORM 300, Revised 2/15, 8/14 4/14, 3/14, 2/08, Created 07/02 

 

 

INVESTIGATIVE REPORT 

Office: Area 10-Ft. Lauderdale     Date of Complaint: 12/28/2017 Case Number: 2017-23347 

Subject: HYBRID PHARMA, LLC 
              1015 W Newport Ctr. Dr. #106-A 
              Deerfield Beach, FL 33442 
              954-708-2771 

Source: DEPARTMENT OF HEALTH/ISU/FT.   
              LAUDERDALE 
              1400 W Commercial Blvd. 
              Ft. Lauderdale, FL 33309 
              954-202-3250 

Profession: Pharmacy License Number and Status: PH29374; Clear 

Related Case(s): 2017-23346 Period of Investigation and Type of Report: 
12/29/2017 to 01/04/2018 - FINAL 

Alleged Violation: SS 456.072(1)(d)(k)(dd); 465.023(1)(c); 465.016(1)(r), F.S 64B16-27.797; 64B16-27.300; 
                            64B16-24.420, F.A.C 

Synopsis:  This investigation is predicated on the receipt of a complaint submitted by the DEPARTMENT 
OF HEALTH/ISU/FT. LAUDERDALE (Exhibit #1), in regards to HYBRID PHARMA, LLC, located at 1015 W 
Newport Ctr. Dr. #106-A, Deerfield Beach, FL 33442. Alleges that on 12/19/2017, DOH Senior Pharmacist 
MONICA BOWER, RPh, accompanied by JAMES SHEPHERD, RPh conducted a routine sterile 
compounding (SSCP) inspection at HYBRID PHARMA. During the inspection the facility was found to have 
multiple SSCP deficiencies including failure to conduct sterility testing with an appropriate filter, failure to 
conduct endotoxin testing for High risk level CSP’s, failure to render glassware or other non-sterile 
containers free from pyrogens or viable microbes, etc. 
 

 Yes   No     Subject Notification Completed?    
 Yes   No     Subject Responded?  
 Yes   No     Patient Notification Completed?  N/A                                     
 Yes   No     Above referenced licensure checked in database/LEIDS? 
 Yes   No     Board certified?       Name of Board:             Date:  

                           Specialty:  
Law Enforcement N/A 

 Notified      Date:      
 Involved     Agency:   

                               
 Yes   No     Subject represented by an attorney?                                                 

                            Attorney information: Edwin A. Bayo 
                                                             2022-2 Raymond Diehl Rd. 
                                                             Tallahassee, FL 32308 
                                                             850-385-1314 

Investigator/Date:  01/04/2018 

 

Marsha Boatwright, LI-125 
Investigation Specialist II 
 

Approved By/Date:             
 
 

Distribution:    HQ/ISU Page 1 

01/04/2018

Patricia Callahan, LI-96
Investigation Manager

DEPARTMENT OF HEALTH 

STATE OF FLORIDA 

HEALTH 

INVESTIGATIVE REPORT 

Office: Area 10- Ft. Lauderdale Date of Complaint: 12/28/2017 Case Number: 2017-23347 

Subject: HYBRID PHARMA, LLC 
1015 W Newport Ctr. Dr. #1 O6—A 

Deerfield Beach, FL 33442 
954-708-2771 

Source: DEPARTMENT OF HEALTH/ISU/FT. 
LAUDERDALE 
1400 W Commercial Blvd. 
Ft. Lauderdale, FL 33309 
954-202-3250 

License Number and Status: PH29374; Clear Profession: Pharmacy 

Related Case(s): 2017-23346 Period of Investigation and Type of Report: 
12/29/2017 to 01/04/2018 - FINAL 

Alleged Violation: ss 456.072(1)(d)(k)(dd); 465.023(1)(c); 465.016(1)(r), F.S 64B16-27.797; 64B16—27.300; 
64B16-24.420, F.A.C 

Synopsis: This investigation is predicated on the receipt of a complaint submitted by the DEPARTMENT 
OF HEALTH/ISU/FT. LAUDERDALE (Exhibit #1), in regards to HYBRID PHARMA, LLC, located at 1015 W 
Newport Ctr. Dr. #106—A, Deerfield Beach, FL 33442. Alleges that on 12/19/2017, DOH Senior Pharmacist 
MONICA BOWER, RPh, accompanied by JAMES SHEPHERD, RPh conducted a routine sterile 
compounding (SSCP) inspection at HYBRID PHARMA. During the inspection the facility was found to have 
multiple SSCP deficiencies including failure to conduct sterility testing with an appropriate filter, failure to 
conduct endotoxin testing for High risk level CSP‘s, failure to render glassware or other non-sterile 
containers free from pyrogens or viable microbes, etc. 

IE Yes D No Subject Notification Completed? 
D Yes E No Subject Responded? 
D Yes g No Patient Notification Completed? N/A 
IE Yes D No Above referenced licensure checked in database/LEIDS? 
D Yes E No Board certified? Name of Board: Date: 

Specialty: 
Law Enforcement N/A 
D Notified Date: 
D Involved Agency: 

E Yes D No Subject represented by an attorney? 
Attorney information: Edwin A. Bayo 

2022-2 Raymond Diehl Rd. 
Tallahassee, FL 32308 
850-385-1314 

Investigator/Date: 01/04/2018 Approved By/Date: 01/04/2018 

.J. 
-' '.-' 

51-: 1' I...-‘. ~95 " 

Q1, Callahan 
Patricia Callahan, Ll-96 
Investigation Manager 

Marsha Boatwright, LI-125 
Investigation Specialist II 

Distribution: HQ/ISU Page 1 
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DOH INVESTIGATIVE REPORT CASE NUMBER: 2017-23347 

INVESTIGATIVE DETAILS 

INTERVIEW OF MONICA BOWER/JIM SHEPHERD, RPh (Source/Witness) 
DOH/MQA Senior Pharmacist 
1400 W Commercial Blvd. Suite 130 
Ft. Lauderdale, FL 23309 
954-829-0371 

On 12/29/2017, this investigator inten/iewed MONICA BOWER, RPh & JAMES SHEPHERD, RPh 
via conference call. BOWER stated she was accompanied by SHEPHERD while conducting a 
SSCP inspection at HYBRID PHARMA, located at 1015 W Newport Ctr. Dr. #106-A, Deerfield 
Beach, FL 33442. BOWER stated while conducting the inspection she noticed the pharmacy was 
still performing the same way they did during the last inspection with all the high risk products. 
BOWER stated no change had been made with the deficiencies that were noted on the last 
inspection. There were a lot of structural and sterility testing issues. BOWER stated if these high 
risk products are not compounded correctly they can cause infection, shock, or even death in 

people. 

BOWER stated only two people conduct sterile compounding at HYBRID, technician UMARANI 
RAJALINGHAM (RPT 45465) & JEFF GOLDRICH (P827855). BOWER stated she does not 
believe the pharmacy manager, GOLDRICH, conducts any sterile compounding because 
RAJALINGHAM was the person gathering the paperwork, answering all the questions and 
conducting the sterility testing, GOLDRICH was not involved. SHEPHERD stated it was very 
difficult to get any paperwork from the staff without having to ask multiple times. 

BOWER stated HYBRID conducted its own sterility testing, in which it was being done improperly. 
BOWER noted that the filters being used to conduct the sterility test were food and beverage 
filters, not for pharmaceutical products. 

SHEPHERD stated the filters are not approved for the drug testing process and there is no ability 
to prove that no microbes are entering or growing. SHEPHERD stated the sterility testing HYBRID 
is conducting is not valid and sterile assurance is not known with the testing they are conducting. 

BOWER stated the RAJALINGHAM could not produce any smoke studies to show HEPA filtered 
air is being swept over compounded products to prevent contamination. BOWER stated there was 
no particle count being conducted; no medium to support bacteria in ISO-classified areas and they 
had no assurance the compounds were without the presence of bacteria. 

Both BOWER & SHEPHERD stated they did not ask for a corrective plan from the pharmacy 
manager, GOLDRICH, because these were the same issues from the previous inspection (Exhibit 
#3). It was stated that GOLDRICH did not have an explanation for the deficiencies. BOWER and 
SHEPHERD stated that GOLDRICH does not like to take direction and always has some type of 
“pushback” when they try to tell him the things that are being done incorrectly. 
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DOH INVESTIGATIVE REPORT CASE NUMBER: 2017-23347 

INVESTIGATORS NOTE: 

On 01/02/2018, this investigator contacted HYBRID PHARMA and spoke with GOLDRICH, who 
stated he would not be responding to the allegations personally and that he and the pharmacy will 
be represented by an attorney. This investigator advised GOLDRICH to have his attorney to send 
a letter of representation (Exhibit #4). 
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CASE SUMMARY 

CONFIDENTIAL 

Case No: 201723346 
Please use this number in all correspondence with the Department concerning this matter. 

RESPONDENT INFORMATION 

License: 27855 Profession: 2201 Pharmacist 
Name: JEFFREY S GOLDRICH 
Address: 7427 SHELLRIDGE TER 

LAKE WORTH, FL 33467 
Home Phone: 561-247-1944 

SOURCE OF INFORMATION 

Name: Department of Health/ISU/Ft Lauderdale 
Address: 1400 W. Commercial Blvd 

Fort Lauderdale, FL 33309 
Home Phone: 954-829-0371 

REPORTED INFORMATION 

Receive Date: 12/28/2017 Source Code: 5 Form Code: 2 
Responsible Party: ha179 Status Code: 10 
Classification Code: Incident Date: 12/19/2017 

Patient Name: 

Possible Code(s): 18 , 15 

Summary: 
Possible violation of SS 456.072(1)(d)(k)(dd); 465.023(1)(c); 465.016(1)(r), F. 8., through Rule 64B16- 
27.797; 64B16-27.300; 64B16-27.420, F.A.C., violate Statutes/Rules; fail to perform legal obligations, 
CQI Policy & Procedures & Quarterly Meetings, Pharmacy Tech Properly Identified, Environmental 
Quality and Control --- 

Received internally generated complaint indicating on 12/9/15 a routine inspection was conducted at 
Hybrid Pharma, LLC (PH29374), located at 1015 W. Newport Center Drive, #106-A, Deerfield Beach, 
FL 33442.Hybrid holds a SSCP pharmacy permit. During the inspection the following discrepancies 
were noted: the sterilizing membrane filter is used that is chemically and physically compatible with the 
CSP; distilled water to rinse glassware not sterile water; subject is using the Pall MF membrane 
filtration technique for the sterility testing that does not match the procedure; method suitability does not 
match method used for sterility tests; testosterone lot #17 has not been tested for endotoxins, etc. The 
subject (PS 27855) is the listed PDM of the Pharmacy. 

Analyzed by Sherra W Mears - ha179 

DOH-FormZOO 

Exhibit #1 000005



Complainant Information: 

Your Name: ______________________________________________________________________________________ 

Name: __________________________________________________________________________________________ 

Address: ________________________________________________________________________________________ 

The department does not investigate complaints regarding the amount charged for a 
procedure, broken or missed appointments, customer service, bedside manner, rudeness, 

professionalism or personality conflicts.

Health Care Provider Information:

Phone number(s): _______________________________  Website: ______________________________________

Address: ________________________________________________________________________________________ 

Health Care Provider Complaint Form 
This infomation MUST be completed to investigate your complaint, as we correspond via 

U.S. mail.  Incomplete forms CANNOT be processed.  

What is the reason for your complaint?  Please check all that apply.

Number & Street City                                                    State                       Zip

  Last First M.I.

Last First  M.I.             Profession                  License Number

Number & Street City State Zip

Home Phone: ________________________ Work Phone: ______________________ Best Time to Call:____________ 

Name: __________________________________________________________________________________________

Address: ________________________________________________________________________________________

Florida Statutes 456.073, Disciplinary proceeding: (1) The department, for the boards under its jurisdiction, shall cause to be 
investigated any complaint that is filed before it if the complaint is in writing, signed by the complainant, and legally sufficient. 

If an investigation of any subject is undertaken, the Department will furnish to the subject or the subject's attorney a copy of the 
complaint or document that resulted in the initiation of the investigation.  

Patient Information: 

Quality of care 
Misdiagnosis 
Substance abuse 
Advertising

Unlicensed 
Abuse
Sexual contact 
Insurance fraud

Misfilled prescription 
Impaired provider 
Inappropriate prescribing 
Excessive test/treatment

Patient abandonment/neglect
Failure to release patient records
Other _____________________

Phone Number: : ______________________________________________ 

Your relationship to the patient:

           Parent           Son/Daughter           Spouse           Brother/Sister           Friend           Legal Guardian           Other

Please provide documentation indicating your appointment as the Legal Authority/Guardianship or 
Personal Representative 

Date of Incident: ___________________________ 
 

1 of 4

  Last First M.I.

Number & Street City State Zip

Date of birth: __________________

000006

HEALTH 
Medical Quahty 

Health Care Provider Complaint Form 
This infomation MUST be completed to investigate your complaint, as we correspond via 

US. mail. Incomplete forms CANNOT be processed. 

Florida Statutes 456.073, Disciplinary proceeding: (1) The department, for the boards under its jurisdiction, shall cause to be 
investigated any complaint that is filed before it if the complaint is in writing, signed by the complainant, and legally sufficient. 

If an investigation of any subject is undertaken the Department will furnish to the subject or the subject's attorney a copy of the 
complaint or document that resulted in the initiation of the investigation. 

Health Care Provider Information: 

Name: 
Last First MI. Profession License Number 

Address: 
Number & Street City State Zip 

Phone number(s): Website: 

Complainant Information: 

Your Name: 
Last First MI. 

Address: 
Number & Street City State Zip 

Home Phone: Work Phone: Best Time to Call: 

Patient Information: 

Name: 
Last First MI. 

Address: 
Number & Street City State Zip 

Phone Number: : Date of birth: 

Your relationship to the patient: 

Parent Son/Daughter Spouse Brother/Sister Friend Legal Guardian Other 

Please provide documentation indicating your appointment as the Legal Authority/Guardianship or 
Personal Representative 

The department does not investigate complaints regarding the amount charged for a 
procedure, broken or missed appointments, customer service, bedside manner, rudeness, 

professionalism or personality conflicts. 

What is the reason for your complaint? Please check all that apply. 

Quality of care 

Substance abuse 
Advertising 

Unlicensed 
Misdiagnosis Abuse 

Sexual contact 
Insurance fraud 

Misfilled prescription 
Impaired provider 

Date of Incident: 

Patient abandonment/neglect 
Failure to release patient records 

Inappropriate prescribing Other 
Excessive test/treatment 

1of4 
000006

BesczezynskiJC
Textbox
201723346-179



Providers Who Treated You After the Incident (Use a separate sheet if necessary) 

Name: ______________________________________________________________________________________ 

Last            First    M.I. 

Address: ____________________________________________________________________________________ 

Name: ______________________________________________________________________________________ 
Last            First    M.I. 

Address: ____________________________________________________________________________________ 

If yes, name of contact: _____________________________, date: __________, case number: ____________ 

Agency Name: ______________________________________________________________________

If the incident involved criminal conduct contact local law enforcement; have you contacted local law enforcement?  
Yes  No 

Number & Street City State Zip

Number & Street City State Zip

Provide a complete description of the complaint/report. 
Include facts, details, dates, locations, etc. (Who, what, when and where) 

Attach copies of medical records, correspondence, contracts and any other documents that will help 
support your complaint. Failure to attach records will delay the investigation. (Attach additional sheets 

if necessary).

Florida Statutes 837.06, False Official Statements: Whoever knowingly makes a false statement in 

writing with the intent to mislead a public servant in the performance of his or her official duty shall be 

guilty of a misdemeanor of the second degree. 

Signature: __________________________________________________________________ Date: _______________ 

(Required to file complaint) 
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If the incident involved criminal conduct contact local law enforcement; have you contacted local law enforcement? 
Yes No 

If yes, name of contact: , date: , case number: 

Agency Name: 

Providers Who Treated You After the Incident (Use a separate sheet if necessary) 

Name: 
Last First MI. 

Address: 
Number & Street City State Zip 

Name: 
Last First MI. 

Address: 
Number & Street City State Zip 

Provide a complete description of the complaint/report. 
Include facts, details, dates, locations, etc. (Who, what, when and where) 

Attach copies of medical records, correspondence, contracts and any other documents that will help 
support your complaint. Failure to attach records will delay the investigation. (Attach additional sheets 

if necessary). 

Florida Statutes 837.06, False Official Statements: Whoever knowingly makes a false statement in 
writing with the intent to mislead a public servant in the performance of his or her official duty shall be 

guilty of a misdemeanor of the second degree. 

Signature: MWBWW RPI’U Date: 

(Required to file complaint) 
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AUTHORIZATION FOR RELEASE OF PATIENT 

INFORMATION 

To: Any and All Treating Health Care Practitioners or Facilities: 
This authorization meets the requirements of the Health Insurance Portability and Accountability Act of 

1996 (HIPAA Privacy Law) found at 45 CFR, Part 164. 

This document authorizes any and all licensed health care practitioners, including but not 
limited to: physicians, nurses, therapists, social workers, counselors, dentists, chiropractors, 
podiatrists, optometrists, hospitals, clinics, laboratories, medical attendants and other 
persons who have participated in providing any health care or service to me, to discuss any 
communication, whether confidential or privileged, and to provide full and complete patient 
reports and records justifying the course of treatment including but not limited to: patient 
histories, x-rays, examination and test results, HIV, mental health, drug abuse treatment, 
psychiatric and psychological records, reports or information prepared by other persons 
that may be in your possession and all financial records, to the Department of Health (or any 
official representative of the Department) pursuant to Section 456.057, Florida Statutes. 
This document provides full authorization to the Department of Health (or any official 
representative of the Department) to use any of the aforementioned reports and information 
for reproduction, investigation or other use for licensure or disciplinary actions and civil, 
criminal or administrative proceedings, as needed by the Department and may be subject to 
re-disclosure by the recipient and may no longer be protected by the federal privacy laws and 
regulation. 
By signing below, the patient understands, acknowledges and authorizes the Department 
to release their identity and medical records to law enforcement and other regulatory 
agencies in appropriate circumstances at the Department's discretion. 

A photocopy of this document is as sufficient as the original. 

I understand that this authorization may be revoked upon my written request except to the extent that 
action has already been taken on this authorization. 

Patient Name (Print): __________________________ Signature: _____________________________ 

D.O.B.: _____________________ SSN: _______________________ Date: ________________ 

Name of Authorized Person Other than Patient (Print): ______________________________________ 

Signature of Authorized Person Other than Patient: ________________________________________ 

Witness Name (Print): ________________________ Witness Signature: _______________________ 

DOH USE ONLY 
Reference Number 

__________-________________ 
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~ AUTHORIZATION FOR RELEASE OF PATIENT 

HEALTH INFORMATION 
Medxca] Quallty 

To: Any and All Treating Health Care Practitioners or Facilities: 
This authon‘zation meets the requirements of the Health Insurance Portability and Accountability Act of 

1996 (HIPAA Privacy Law) found at 45 CFR, Part 164. 

This document authorizes any and all licensed health care practitioners, including but not 
limited to: physicians, nurses, therapists, social workers, counselors, dentists, chiropractors, 
podiatrists, optometrists, hospitals, clinics, laboratories, medical attendants and other 
persons who have participated in providing any health care or service to me, to discuss any 
communication, whether confidential or privileged, and to provide full and complete patient 
reports and records justifying the course of treatment including but not limited to: patient 
histories, x-rays, examination and test results, HIV, mental health, drug abuse treatment, 
psychiatric and psychological records, reports or information prepared by other persons 
that may be in your possession and all financial records, to the Department of Health (or any 
official representative of the Department) pursuant to Section 456.057, Florida Statutes. 
This document provides full authorization to the Department of Health (or any official 
representative of the Department) to use any of the aforementioned reports and information 
for reproduction, investigation or other use for licensure or disciplinary actions and civil, 
criminal or administrative proceedings, as needed by the Department and may be subject to 
re-disclosure by the recipient and may no longer be protected by the federal privacy laws and 
regulation. 
By signing below, the patient understands, acknowledges and authorizes the Department 
to release their identity and medical records to law enforcement and other regulatory 
agencies in appropriate circumstances at the Department's discretion. 

A photocopy of this document is as sufficient as the original. 

I understand that this authorization may be revoked upon my written request except to the extent that 
action has already been taken on this authon‘zation. 

Patient Name (Print): Signature: 

D.O.B.: SSN: Date: 

Name of Authorized Person Other than Patient (Print): 

Signature of Authorized Person Other than Patient: 

Witness Name (Print): Witness Signature: 

DOH USE ONLY 
Reference Number 

—'W08 
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Unlicensed Practice 

Please fill out this form with information regarding individuals engaging in unlicensed activity. 

What is your relationship to the subject? 

How did you become aware of the alleged unlicensed practice? 

When did you become aware of the alleged unlicensed practice? 

Location ofalleged unlicensed practice: 

Time and date of treatment or incident: 

If payment was made, how was subject paid? 

Does the subject or subject‘s business accept Medicaid? 

Does the subject or subject‘s business accept Medicare? 

Physical description of subject: 

Race: Sex: Height: Weight: Eye Color: 

Description of Vehicle: 

Year: Make: Model: Tag No: Color: 

Names and addresses of patients/victims/witnesses aware of your complaint: 

Name: Address: 

Name: Address: 

Names of other subjects/licensees at the same location or business: 

Please return completed complaint form to: 

Consumer Services Unit 
4052 Bald Cypress Way, Bin C-75 

Tallahassee, FL 32399-3275 

Email: mqa.consumerservices©flhealth.qov 

F : 850 488-0796 ax ( ) 
000009 
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21375
Insp # 153486

NAME
HYBRID PHARMA, LLC

PERMIT NUMBER
29374

DATE OF INSPECTION
12/19/2017

DOING BUSINESS AS

STREET ADDRESS
1015 W NEWPORT CTR DR #106-A

TELEPHONE # EXT

CITY
DEERFIELD BEACH

COUNTY
BROWARD

STATE/ZIP
FL/33442

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    10am-6pm

Monday    Y Tuesday    N

Wednesday    N Thursday    N

Friday    N Saturday    N

Sunday    N

Registered Pharmacist / Intern / Tech

License #    PS27855 Licensee Name    Jeff Goldrich

License Type    Registered Pharmacists

License #    RPT45465 Licensee Name    Umarani Rajalingham

License Type    Pharmacy Tech

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    FH4258706

INV797 - Sterile Compounding

LOW RISK

1. Low risk CSP's are properly identified:  Aseptic manipulations within an ISO Class 5 environment using three or fewer sterile products and no more than
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

2. Low Risk CSP's, in absence of passing sterility test, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45
days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

3. Low Risk  CSP's with 12 hour BUD are properly identified and comply with all four specific criteria. 1.  PEC in Segregated Compounding area 2. Away
from windows, doors , high traffic areas 3. Hygiene & garbing required, sinks not adjacent to PEC.  4.  Cleaning & Disinfecting, Personnel training,
Competency evaluation, Garbing, Aseptic work practices, Viable and non-viable environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISK
LEVELS : Low-Risk Level CSPs]

MEDIUM RISK

4. Medium Risk CSP's are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer,
more than three sterile products and entries into any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

5. Medium Risk CSP's, In absence of passing sterility test, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or
45 days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

HIGH RISK

6. Presterilization procedures for high-risk level CSPs, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment.
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas]

N/A

7. High Risk CSP's are properly identified: Confirmed presence of nonsterile ingredients and devices, or confirmed or suspected exposure of sterile
ingredients for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS :
High-Risk Level CSPs]

Yes

000010

STATE OF FLORIDA 
DEPARTMENTOFHEALTH 
INVESTIGATIVE SERVICES ‘ 

lNV797-Sterile Compounding 

HEALTH 
,w‘rnw 

File # 21375 
Insp # 153486 

NAME PERMIT NUMBER DATE OF INSPECTION 
HYBRID PHARMA, LLC 29374 12/19/2017 

DOING BUSINESS AS 

STREET ADDRESS TELEPHONE it EXT 
1015 W NEWPORT CTR DR #106-A 

CITY COUNTY STATE/ZIP 
DEERFIELD BEACH BROWARD FL/33442 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y Weekly Hours mam-6pm 

Monday Y Tuesday N 

Wednesday N Thursday N 

Friday N Saturday N 

Sunday N 

Registered Pharmacist I Intern I Tech 

License # P827855 Licensee Name Jeff Goldrich 

License Type Registered Pharmacists 

License # RPT45465 Licensee Name Umarani Rajalingham 

License Type Pharmacy Tech 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

IDEA Reg # FH4258706 
I I 

|NV797 - Sterile Compounding 

Low RISK 

1. Low risk CSP'S are properiy identified: Aseptic manipulations within an ISO Class 5 environment using three ortewer sterile products and no more than 
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

2. Low Risk CSP'S, in absence 01 passing sterilitytest, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45 
days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Low-Risk Level CSPS] 

3. Low Risk CSP' s with 12 hour BUD are properiy identified and comply with all (our specific criteria. 1. PEG In Segregated Compounding area 2. Away 
(rom windows doors high traffic areas 3. Hygiene & garbing required sinks not adjacent (0 PEG. 4. Cleaning & Disintecting Personnel (raining 
Competency evaluation Garbing Aseptic work practices Viable and non- -viab|e environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISN 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP' s are properly identified. Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer 
more than three sterile products and entries into any container and pooling ingredients (rom multiple sterile products to prepare multiple CSPS. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS. Medium- Risk Level CSPS] 

5. Medium Risk CSP'S, In absence 01 passing sterilitytest, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or 
45 days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Medium-Risk Level CSPS] 

HIGH RISK 

6. Presterilization procedures (or high-risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement 01 Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

7. High Risk CSP'S are properiy identified: Confirmed presence 01 nonsterile ingredients and devices, or confirmed or suspected exposure 01 sterile Yes 
ingredients (or more than one hour (0 air quality inIen'orto ISO Class 5 beIore final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 
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lNV797-Sterile Compounding 
lnsp #153486 HYBRID PHARMA, LLC 

File it 21375 

8. High Risk CSP'S, in absence of passing sierility |es‘ are noK smred more than 24 hours at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen state a‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High—Risk Level CSPS] 

Yes 

9. A 0.2-pm certified steri' 'ng membrane filter is used lha‘ is chemically and physically compatible with the CSP. Filtration is completed rapidly without 
finer replacement Sterilization method is verified ‘0 achieve s‘erility for the quantity and type of containers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Steriliza‘ion of High-Risk Level CSPs by Filtration] 

Compounding record for Zinc sulfate 10mg/ml final volume of 300 ml was sterilized by filrmtion with a Baxter Supt)! 32 mm syringe filter. Manufacturer 
recommended volume for this filter is less than 150 ml. 

No 

10. S‘eriliza‘ion method used has documentation that accep‘atfle strength and purity of ingredients and imegrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

N/A 

11. The manufac‘urer recommended filter in‘egrity (e.g., bubble point) tesK is performed and documented for all sterilizing filters after filtering CSPS. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Filtration] 

Yes 

12. Autoclave cycle has been verified using appropriate biological indicamrs. Sohnicns are passed through a 1.2-um or smaller filter into final oontainerst 
remove particulales before steriliza‘ion. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
Sleam] 

Yes 

13. Dry hea1 ovens used for sterilization have fil‘ered forced air. Only those items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

No sterilization of CSP'S through dry heat 

N/A 

14. The description of dry heat slerilizah‘on conditions and durafion for specific CSPS is induded in written documentation in the mmpounding facilky. The 
effectiveness of dry heat sierilizaiion is verified using appropriate biological indicawrs and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : S‘eriliza‘ion of High-Risk Level CSPs by Dry Heal] 

N/A 

15. Dry heai depyrogenation is used to render glassware or coniainers, such as vials free from pyrogens as well as viable microbes. The description of 
the dry hea‘ depyrogena‘ion cyde and duration for specific load items is included in written documentation in the compounding facility. The effectiveness 
of ‘he dry heat depyrogenalion cycle is verified using endo‘oxin challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenalion by Dry Hea‘] 

Firm is using distilled water to rinse glassware not sterile water: SECOND ADVISORY. 

No 

16. Sleriliiy testing is completed for all High—risk level CSPs prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2" \0 8", and 6 hours atwarmer lhan 8" before being s‘erilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

Yes 

USP <71> STERILITY TESTING (Outsourced) 

17. Oulsourced sterility |esling results indicate Mam is compfiam with USP<71>. A method not described in the USP may be used if validation 
demonsirales mat lhe alternative is at |eas| as effecfive and reliable. [STERILITY TEST USP<71>] 

18. Omsourced: The number of articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Oulsourced: The volume/quanlity tested is according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

20. Outsourced: A USP<71> me‘hod suilability |es| has been done wim appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suilabili‘y Tesl] 

21. Oulsourced: Sterility testing repons are reviewed and appropria‘e actions taken and documented [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERILITY TESTING 

22. On site: Membrane filtration is used if appropria‘e. (The technique of membrane filtration is used whenever the nature of the product permits; that is, 
for fil‘erable aqueous preparations, for alcoholic or oily preparafions, and for preparations miscible with, or soluble in, aqueous or oily solvents, provided 
1hese solvents do not have an anlimicrobial effed in ‘he conditions of the test.) Filters are rinsed according to USP<71>, [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : S‘erili‘y Tesfing] 

The SOP the firm is using is the Pall MF (membrane filtration) technique for their sterility testing that does not match the procedure. also. the Nalgene 
sterile filter that was presented to inspectors indicates that it is for food and beverages and does not indicate it can be used for pharmaceutics/product 
Sterility tests; PROVIDE DOCUMENTATION THE DEVICE IS APPROPRIATE FOR USP <71> STERILITY TESTS 

23. On sile: Direcl inoculation is done only when membrane filtration cannot be mrried ouL Voiume to be inoculated does not exceed 10% of the culture 
media Volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

N/A 

24. On site: The number of articles tested are appropria‘e according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] Yes 

25. On site: The volume/quanlfly |ested is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

26. On sile: A growlh promotion test has been done on me media with the 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71> : Growth Promotion Tes‘ of Aerobes. Anaembes, and Fungi] 

N/A 

27. On sile: A USP<71> method suitability test has been done with appropriate inowlum, additives and rinses [STERILITY TEST USP<71> : Method 
Suilabili Tesl 

Metho‘gl, suiralbiliry does not match melhod used for sterility tests. SECOND ADVISORY. Atlas labs conducts method suitability for Hot; and uses 
bacteriostatic water to reconstitute the product, not SWFI ; SECOND ADVISORY Provide documentation that all rinses and methods used in the method 
suitability are alike is: membrane filtration, inoculation, rinses, etc. FOR EACH PRODUCT THAT YOU TEST FOR STERILITY. The media you are using 
is TSB with lecithin and tween 20 and Fluid Thioglycollate that are manufactured by Hardy. Send documentation Aflas labs is using the same media and 
rinses for method suitability for EACH PRODUCT 

N0 

28. On site: TSB 0r SOD is incubated 3120-25 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Temperaiures] 

29. On sile: FTM is incuba‘ed 3| 30-35 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures] Yes 

30. On sile: Slerilily lesling is documenled including lot numbers and expiration dates of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

Yes 

31. On site: Sterility testing repons are reviewed and appropria‘e actions taken and documemed. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

Yes 

ENDOTOXIN TESTING 

32. Endotoxin lesling is conduc‘ed for High-risk level CSP'S mm are prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours at 2° 10 8", and 6 hours at warmer |han 8“, before being sKeriIized or in mulfidose containers for administration to multiple patients. (excluding those 
for inhalation and ophlhalmic adminislra‘ion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen)Tes(ing] 

Testosterone lor#171006a 2000 ml has not been tested for endoloxins. 

No 
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lNV797-Sterile Compounding 
lnsp #153486 HYBRID PHARMA, LLC 

File it 21375 

33. Endoloxin lesling process indicates |ha| it is compllam with USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] 

34. High Risk CSP'S are wi|hin allowable |imi|s for bac‘erial endmoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
End010xin (Pyrogen) Testing] 

Yes 

IMMEDIATE USE COMPOUNDING 

35. Immediate- -use compounding complies wim all six specified criteria. 1. Low nsk sterile nonhazardous products or diagnostic radiopharmaceutical 
producls from he manufacturers original comainers. Anh- -neoplasfics shall not be prepared as immediate— use CSPs because they are hazardous drugs. 
2. Unless required for the prepara‘ion |he compounding procedure IS a continuous process not to exceed 1 hour. 
3. During preparalion, asep‘ic |echnique is followed and, if no‘ immediaKely administered, the finished CSP is under continuous supervision to minimize the 
porr‘emial for oon‘acl with nonsterile surfaces, inlroducfion of paniculaie matter or biologiml fluids, mix-ups with other CSPS, and direct contact of outside 
su aces. 
4. Administralion begins not later |han 1 hour following he s‘arl of the preparation of the CSP. 
5. Unless immedialely and completely adminis‘ered by Me person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label listing palienl idemifica‘ion informafion, the names and amounts of all ingredients, the name or initials of the person who 
prepared lhe CSP, and he exact 1-hour BUD and ‘ime. 
6. II adminis‘ration has n0| begun wilhin 1 hour following ‘he s‘an of preparing the CSP, the CSP shall be promptly, properiy, and safely disurded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLEIMULTIPLE DOSE CONTAINER BUD 

36. Beyond-use dale does no‘ exceed 28 days for muliiple-dose containers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

37. Beyond-use lime does n0| exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified 01herwise by the manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

N/A 

38. Beyond-use lime does not exceed 1 hour for closure sealed single-dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

39. Single-dose ampules are discarded immediately after use. [SINGLE»DOSE AND MULTIPLE»DOSE CONTAINERS] N/A 

HAZARDOUS DRUGS 

40. A pressure indicator is inslalled and differemial pressures are murmured and documented daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

Yes 

41. Hazardous drug buffer room is 3‘ leas‘ 0.01 inch water column negative prfisure with 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPS Yes 

42. A\ leasl 0.01 inch water column negah‘ve pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhat: “When closed—sys‘em vial-‘ransfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
he environment) are used, |hey shall be used wimin an ISO Class 5 environment of a BSC or CACI. The use of the CSTD is preferred bet-use of their 
inherenl closed syslem process. In facili‘ies lhat prepare a low volume of hazardous dmgs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI lhat is located in a non-negalive pressure room) is acceptable." For purpose of said provision, a “low volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear appropria‘e personal protective equipment [HAZARDOUS DRUGS AS CSPs] 

44. Hazardous drugs are handled wilh uuh‘on a‘ all ‘imes using appropriate ohemotherapy gloves during receiving, distribution, stocking, inventorying, 
preparing for adminislration, and disposal. Spill ki|s are available. [HAZARDOUS DRUGS AS CSPs] 

Yes 

45. Hazardous drugs are prepared in an ISO Class 5 envlronment (BSC or CACI) with protective engineering controls in place, following aseptic practices 
specified for he appropriate con‘aminalion risk levels. [HAZARDOUS DRUGS AS CSPS] 

Yes 

46. Hazardous drugs are stored separa‘ely from oiher invemory in a manner to prevent contamination and personnel exposure. [HAZARDOUS DRUGS 
AS csps] 

HCG stored in quarantine cabinet with non hazardous drugs. 

No 

47. Access 10 hazardous dmg prepara‘ion areas is limi‘ed to authorized compounding personnel. [HAZARDOUS DRUGS AS CSPs] 

48. Annual documentation of hazardous dmg iraining of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs 
is available. [HAZARDOUS DRUGS AS CSPS] 

49. Compounding personnel of reproductive capabili‘y have confirmed in writing that they understand the risks of handling hazardous drugs. 
[HAZARDOUS DRUGS AS CSPS] 

50. Fad|i1y maimains appropriate disposal comainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] 

FACILITY DESIGN AND CERTIFICATION 

51. Certification and |esling of primary (LAFWS BSCS CAIS and CACIS) and secondary engineering controls (buffer and ante areas) have been performed 
by a qualified individual no less lhan every six momhs and whenever the device or mom is relocated altered or major service to the facility IS performed. 
Corrective action for deficiencies are documented. Cerbficahon procedures sudl as those ouflined In the CETA Certification Guide for Sterile Compoundinc 
Facililies (GAG-0032006) are conduc‘ed under dynamic condifions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 
Testin Pro ram 

Julyg11, 2%17 'II'MI; Ante ISO Class 7, BR 1 (positive buffer room) ISO Class 7 , BR 2 (negative bulfer mam) ISO Class 7; ISO Class 7 PR (prep room) 
; 1 XLFH ISO Class 5 TESTED UNDERAT REST CONDITIONS; 1 x 350 located in BR 2 however TMI reported the PEG is located in the lab which non 
Viable particle counts were not collected on the 550 . There is no assumnce [his PEC is apemting under clean ISO Class 5 standarfls. 

No 

52. Primary engineering conlrols provide unidirectional (i.e., laminar) HEPA filtered air. Air pattern analysis via smoke studies are conducted at the critical 
site 10 demonslrale unidirectional airflow and sweeping action over and away from the product under dynamic oonditionlNVlRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

N0 smoke studies available at the time of inspection. PLEASE PROVIDE SMOKE STUDIES WITHIN 72 HOURS OF THIS INSPECTION. HCG IS A 
HAZARDOUS DRUG COMPOUNDED IN THE HD ROOM THEN TRANSFERRED TO THE LYOPHYLIZER THAT IS LOCATED IN THE POSITIVE 

féggfifitlygéé’ 
PARTIALLY STOPPERED VIALS ARE BEING TRANSFERRED FROM ISO CLASS 5 PEG THROUGH ISO CLASS 7 TO THE 

No 

53. The primary engineering conlmls are placed wiihin a buffef era in such a manner as to avoid conditions that could adversely affect their operation. 
The PEC is placed out of lhe traffic flow and in a manner ‘0 avoid disruption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

54. All HEPA filters are leak |es|ed after insiallah‘on and every six monms mereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

Yes 

ISOLATORS 
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55. CAIS are proven to maintain ISO Class 5 air when parlide coums are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward iransfer of ma‘erials, and compounding manipulations when such CAls are located in air qualky worse than 
ISO Class 7. [ENVIRONMENTAL QUAL|TYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequate recovery time for isolators ‘0 achieve ISO Class 5 air quality IS allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL. Placemem of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

57. Personnel garbing requiremenls are followed for CAIS unless manufacmrer provides written documentation based on validated testing that any 
components of PPE are not required to maimain s‘erili‘y of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fadlily has pressure gauges or velocity me‘ers ‘0 monflor me prasure differential or airflow between the buffer area and ante-area, and the ame-area 
and the general environmen‘ ou‘side lhe compounding area. The resul are reviewed and documented on a log at least daily or by a continuous 
recording device. The pressures differentials mee‘ or exceed 5 Pa (0.02 inch water cdumn (w.c.))A Alternatively, in facilities where Iow- and medium-risk 
level CSPS are prepared, differential airflow is maimained at a minimum velocity of 0.2 meter/second (40 fpm) across a line of demarntion between buffer 
area and ante-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Door connecting the general area to the ISO Class 7 prep area remained ajar through most of the inspection. Pressure gauge read +0.003’w.c.. 

No 

59. Clean rooms for nonhazardous and nonradioactive CSPs are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, 
and ihal provides no‘ less lhan 30 air changes per hour or qualifies for exception in 64B1GZ7.797(4)(C). [ENVIRONMENTAL QUALITY AND CONTROL : 

Facilily Design and Environmenlal Conlrols] 

Yes 

60. Activities and tasks carried out wi|hin |he buffer area are limited ‘0 only muse necessary when working within a controlled environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

61. Only the furniture, equipment, supplies, and mher ma‘erial required for the compounding activities to be performed are brought into the buffer room. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

Yes 

62. Surfaces and essential fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, deanable, and 
resisiani 10 disinfeclan‘s. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

Yes 

63. The surfaces of ceilings walls floors fixtures shelving, coumers and cabinets In the buffer area are smooth impervious free from cracks and 
devices and non- shedding thereby promoling cleanabil'ny and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL. Facility Design and Environmental Controls] 

positive clean room has protruding , rusted bolts sticking out of the upper left side 0! wall: there are multiple cracks on seam of wall in clean mom. 
SECOND ADVISORY. 

No 

64. Ceiling tiles are caulked around each perimeter and to walls ‘0 seal them to the support frame‘ The exterior lens surface of ceiling lighting fixtures is 
smoolh, mounied flush, and sealed. All olher penetrations ‘hrough the ceiling or walls are sealed‘ [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

Yes 

65. The buffer area does not contain sources of wa‘er (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
s‘ainless sleel 0r molded plaslic, so lha‘ lhey are easily cleaned and disinfected. [ENVIRON MENTAL QUALITY AND CONTROL : Faciliky Design and 
Environmemal Controls] 

66. S‘orage shelving, counters, cabinets and ourls/casiers in me buffer area are smooth, impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfec‘able. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., computers and primers) and objeds (e.g., arts and cabinets) are placed in buffer areas, air quality is verified by particle counts Yes 
on cerlificaiion. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Bufler Areas, and Ante-Areas] 

QUALITY AND CONTROL 

68. An appropriate environmental sampling plan has been developed for airborne viabie particles based on a risk assessment of compounding activities No 
performed. Volumetric air sampling is conduc‘ed every six months and sitfi include lomtions within each ISO Class 5 environment and in the ISO Class 7 
and 8 areas, and the areas at greatest risk of comaminafion (e.g., work areas near the ISO Class 5 environment, counters near doors, pass-through 
boxes). The plan includes sample locafions, melhod of collection, frequency of sampling, volume of air sampled, and time of day as related to activity in 
he compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Particle Testing 
Program—Sampling Plan] 

Not available at the time of inspection 

69. Evalualion of airborne microorganisms using volumetric collecfion methods in the controlled air environments is performed by properly trained 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

VAS using a general micmbio/ogical growth medium to support growth of bacteria has been used for the LFH only. 

No 

70. Volumetric air sampling using mal‘ exlracl agar (MEA) or some other media mat supports the growth of fungi is used in high-risk level compounding 
environments. [ENVIRONMENTAL QUAL|TYAND CONTROL : Grown'I Media] 

Yes 

71. For low-risk level CSPS with 12-hour or less BUD, air sampling is performed at lomlions inside the ISO Class 5 environment and other areas that are 
in close proximi to the ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

N/A 

72. The number of discrete colonies of microorganisms is counted and reported as colonyJorming units (cfu) and documented on an environmental 
moniioring form. Counts from air monitoring are transformed into cfu/cubic meKer of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

Yes 

73. Surface sampling IS accomplished In all ISO dassified areas on a periodic basis using TSA comact plates with lecithin and polysorbate 80 and/or 
swabs and IS done al the conclusion of compounding. [ENVIRONMENTAL QUAL|TY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmenl] 

Yes 

74. Sampling data is collected and reviewed on a periodic basis as a means of evaluating the overall state of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Acfion Levels, Documentation and Data Evaluation] 

Yes 

75. Competent microbiology personnel are consul‘ed if an environmental sampling consistendy shows elevated levels of microbial growth. If any mold, 
yeast, coagulase positive slaphyloooccus, or gram negative rods are detected immediate remediation and investigation into the cause and source was 
oonducled. [ENVIRONMENTAL QUAL|TYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

N/A 

76. Surfaces in he LAFWS, BSCS, CAIS, and CACIS are cleaned and disinfected frequenfly, including at the beginning ofeach work shift, before each 
batch preparation is Sianed, every 30 minuies during continuous compounding periods of individual CSPs, when there are spills, and when suflace 
coniaminalion is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Cleaning records do no! Show the 580 located in the hazardous clean room is being cleaned and/or disinfected. 

N0 

77. Cleaning and disinfecting occurs before compounding |s performed. IKems are removed from all areas to be cleaned and surfaces are cleaned by 
removing loose malerial and residue from spills e. g. waier— soluble solid residues are removed with Sterile Water and Iow- -shedding wipes. This shall be 
followed by wiping wilh a residue -free disinfecfing agem such as sKerile 70% IPA which IS allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing the Sterile Compounding Areas] 

Yes 
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78. Cleaning and disinfecting agents and me‘hods of applicafion are in accordance with written SOPs and followed by mstodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

79. Cleaning materials, such as wipes, sponges, and mops, are non-shedding, preferably composed of symhetic miao fibers, and dedicated to use in (he 
buffer area, anle-area, and segregated compounding areas and are not removed from thae areas except for disposal‘ If cleaning materials are reused 
(e.g., mops), Ihere are procedures based on manufacturer recommendations that ensure that the efiediveness of the cleaning device is maintained and 
repea‘ed use does not add to the bioburden of Me area being cleaned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
Sterile Compounding Areas] 

Yes 

80. Supplies and equipmem removed from shipping canons are wiped with a suitable disinfecting agent (69‘, sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing he Sterile Compounding Areas] 

Yes 

81. Disinfectant sprayed or wiped on a surface to be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecling the S‘erile Compounding Areas] 

Yes 

82. Slerile 70% IPA pads are used to disinfec‘ lhe s‘erile entry points of packages and devices Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfeciing the Sterile Compounding Areas] 

Yes 

QUAUTY AND CONTROL (Secondary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces 10 be disinfected for a‘ |eas| 30 seconds before such surfaces are used Ko prepare CSPs‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting lhe S‘erile Compounding Areas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mapped daily by rained personnel at a time when no aseptic operations are in progress using approved agents 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

85. Shelving, walls, and ceilings in an‘e-areas and buffer areas are cleaned and disinfected at least monthly‘ [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling lhe Sterile Compounding Areas] 

October cleaning logs reflect monthly cleaning was not done in hazardous dean mam. 

No 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn. weeping sores, conjunctivitis, and active respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal ou‘er garmems; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the fit 0! 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Fadlily has adequate supplies to mee‘ PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

Yes 

89. Garbing and hand hygiene are accomplished in Me ante-area in otder of dirtiest to cleanest: shoes or shoe covers, head and facial hair covers, face 
mask, fingernail cleansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

90. Slerile gloves are donned in the buffer room/isolator afler hand cleansing with an alcohol»based product with persistent activity and hands are allowed 
to dry. [ENVIRONMENTAL QUALITY AND CONTROL: Pevsonnel Cleansing and Garbing] 

Yes 

91. Gloves are roulinely disinfected wilh sterile 70% IPA after comacfing nonslerile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

92. Personnel repeat garbing and hand hygiene afler hey are exposed K0 direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in he anteroom and reused during lhe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

93. Low/Medium Risk media-fill |esls 1ha| closely simula‘e the most challenging or stressful conditions encountered during compounding are completed at 
least annually by compounding personnel. Media-filled via|s are appropriaKely incubated for 14 days. [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

N/A 

94. High Risk Media-fill tests that closely simula‘e the mos‘ challenging or stressful conditions encountered during compounding have been completed at 
leasl semiannually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK 
LEVELS : High-Risk Level CSPS] 

UR RPT last high risk media fill was conducted on 2.17.17. 

No 

95. Documentafion indica‘es compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observalional audi‘ ‘ools (hand hygiene, gaming, aseptic technique) and media»fi|| testing annually or semiannually (high risk) and 
before any compounding personnel begin m prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and CIeaning/Disinfeckion Procedures] 

JG RPh is overdue for all visual assessments. 

No 

96. Compounding personnel who fail wriuen ‘esis, observauonal audits, or whose media»fill test vials have one or more units showing visible microbial 
Conlamination, are reinstmcted and re-evalua‘ed by expen compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Correclive action is documemed. Compounding personnel pass all evaluations prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluafion of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

97. Olher cleaning personnel performing cleaning and d3sinfech’ng procedures (eg. environmental) are thoroughly trained in proper hand hygiene, and N/A 
garbing, cleaning, and disinfection procedures by a qualified aseptic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Compelency Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

98. Compounding personnel and char personnel responsible for deaning rominely undergo performance evaluation of proper hand hygiene, garbing, and N0 
all applicable cleaning and disinfecting procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documen‘ed and maimained ‘0 provide a permanent record and long»term assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Competency Evaluation of Gaming» Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

JG Rph is assessing UR RPT and is overdue for all visual assessments. 

99. Immediaiely afler the compounder comple‘es ‘he hand hygiene and garbing procedure, the evaluator collects a gloved fingertip and thumb sample 
from bolh hands of the oompounder omo appropria‘e agar pIaKes. The plates are incubated a‘ 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an initial oompe‘ency evaluation and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

Yes 

100. Re-evalualion 0f glove fingenip |es|ing onto appropria‘e agar plaKes (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium-risk level CSPS and semiannually for high-risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no‘ he disinfec‘ed wim s‘erile 70% IPA prior to testing. The cfu anion level is based on the total number of am on both 
gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

Yes 

VERIFICATION 
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101. Labels of CSPs Conlain name and address of pharmacy, correct names and amounts or concentrations of ingredients total volumes, beyond-use 
dates, storage condilions, and r0u|e(s) of administra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verifiration 
01 Ingredienls] 

DECA Ultra lot 171113A BUD 12/28/17 label does not include Benzyl Benzoate as an ingredient in the final pmduct. however it is listed in the 
compounded worksheet 

No 

102. Fadlily has documentation that procedures have been fonowed to ensure sterility, purity, correct identities and amounts of ingredients, and stability. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS : Inspecfion ofSolmion Dosage Forms and Review of Compounding Procedures] 

Yes 

103. CSP'S are visually inspected for abnormal parficula‘e maner and color, and intact containers and seals [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspeclion of Soluh‘on Dosage Forms and Review ofCompounding Procedures] 

Yes 

104. Beyond Use Dates are assigned using direc‘ Siabilily-Indicafing assays or authornative literature that supports the assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining Beyond—Use Da‘es] 

Yes 

105. Storage time of assembled bag and vial sysiems are according to me manufacturer recommendations (eg Minibag plus, Addvantage, Add-ease) 
[STORAGE AND BEYOND-USE DATING : Proprietary Bag and Vial Systems] 

N/A 

DISPENSING/DISTRIBUTION 

106. Facilily has written procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength 0! CSPs. 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTR|BUTED CSPS :] 
107. Modes of lransporl are used mat maimain appropriaKe ‘emperalures and prevent damage m CSPS‘ [MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPS] 

108. Fadlily provides a multiple component formal training program to ensure patients and caregivers understand the proper storage, handling, use, and 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

POLICY/PROCEDURE 

109. Wriflen procedures detail cleaning and disinfecfing Me sKeriIe compounding areas including deansers, disinfectants, and non-shedding wipe and mop 
materials. [ENVIRONMENTAL QUALITY AND CONTROL: C|eaning and Disinfecling the Sterile Compounding Areas] 

Yes 

110. A wriflen procedure is in place for cleaning and disinfecting me Direct Compounding Areas. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecling |he Sterile Compounding Areas] 
Yes 

111. Fadlily has wrilten procedures to verify correct identity, quality, amounts, and purities ofingrediems used in CSPS. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Identity and Strength Verifionion of Ingredients] 

Yes 

112. Policies address packaging ‘0 mainlain physio-I imegmy, sKerilily, stabililsyb and purity of CSPs [MAINTAINING STERILITY PURITY AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS: Packaging and TransporfingC F‘s] 

Yes 

113. Wriuen slandard procedures describe means for panems to ask questions and report ooncems and adverse events with CSPS, and ior compounding 
pharmadsls to correct and prevem fu‘ure problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

Yes 

RADIOPHARMACEUTICALS 

114. Fadlity has appropriate primary engineering controls and radioactivity containment and shielding‘ Location of primary engineering controls perrnmed 
in ISO Class 8 controlled environment [RADIOPHARMACEUTICALS AS CSPS] 

115. Radiopharmaoeutiuls prepared as low-risk level CSPS wrm 12-hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated wi|h a line of demarufion. [RADIOPHARMACEUTICALS AS CSPs] 

116. Technelium-QBm/Molybdenum-BB generators are eluKed in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs] 

MISCELLANEOUS 

117. Facilily engaged in office use s‘erile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64816-27100 (3)(g] Yes 

118. Compounding records are properiy maimained. [FAC 643162814000] 
Zinc Sulfate 10mg/ml [or 1711130 BUD 12/28/17 Slates SWI was used in compounding the CSP however label states bacteriostatic water for injection; 

119. When compounding activi‘ies require lhe manipulafion of a patiem's blood-derived or other biologiml material, the manipulations are cleariy 
separa1ed from rouline material-handling procedures and equipmem used in CSP preparation activities, and they are controlled by specific standard 
operaiing procedures in order to avoid any cross-comaminafion. [ENVIRONMENTAL QUALITY AND CONTROL: Placement of Primary Engineering 
Comrols Wilhin ISO Class 7 Buffer Areas] 

N/A 

SPECIAL PARENTERAL ENTERAL 8. EXTENDED SCOPE 

120. Pharmacy lechnidans properly idenlified and supervised. [64316-27420, F.A.C.] 

121. Medication propefly labeled. (465.0255, F.S.][64316-28.108, F.A.C.] 

122. Expired medications removed from lhe shelves. [64B16-28.110, F.A.C.] 

123. Col Policy and Procedures and quanefly mee‘ings. [766.101, F.S.] [64B16»27.300, F.A.C.] 

124. Prescriptions have he date dispensed and dispensing pharmacisKs. [893.04(1)(c)6, F‘S.] [64B16-2&140(3)(b), F.A.C.] 

125. Pharmacy maintains patient profile records. [64316-27800, F.A.C.] 

126. All conlrolled substance prescriplions comain information required. [893.04, F.S.] 

127. Prescriptions for oonlrolled subslanoes are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the 
quami‘y and dale 
meeHhe requirements of [456.42(2), F.S.]. 

128. Conlrolled substance inventory |aken on a biennial basis and available for inspection. [893.07(1)(a), F‘SA] 

129. DEA 222 order forms properiy oomple‘ed. [893.07, F.S.] 

130. Controlled substance records and Rx information in compu‘er system is retrievable. [21CFR 130612] [64B16-28.140, F.A.C.] 

131. Conlrolled substance records maintained for4 years. [465.022(12)(b), F.S.] 

132. Certified daily log OR prin|0u| main‘ained. [21cm 1306.22(b)(3)] [64316»28.140(3)(b), FAQ] 
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133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

Remarks:
Routine High risk SSCP inspection conducted with Umarani Rajalingam RPT and Jeff Goldrich Rph PDM.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Jeff Goldrich

Date:12/19/2017 Date:12/19/2017
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133. Pharmacy is reporting (0 (he PDMP within 7 days 01 dispensing controlled substance. [893.055(4), F.S.] 

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained (mm a Florida licensed distributor. 499.005 (14) 

Remarks: 
Routine High risk SSCP inspection conducted with Umarani Rajalingam RPT and Jeff Goldrich Rph PDM. 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that (he intormation given herein is true and correct 
(0 the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Inspector Signature: Representative: 

Jefl Goldn'ch 

WQéM/v W 
Date:12/19/2017 Date:12/19/2017 
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On December 19, 2017, Senior Pharmacists Monica Bower and James Shepherd conducted a routine 
SSCP inspection at Hybrid Pharmacy (PH29374) located at 1015 W Newport CTR DR #106-A; Deerfield 

Beach, FL 33442. Jeffrey Goldrich PDM (P527855) and Umarani Rajalingam RPT (RPT45465) were 
present for the inspection. The following deficiencies were found: 

22. FAILURE to conduct USP <71> sterility testing for high risk CSP's with an appropriate filter: 
Sterility tests are conducted onsite using a sterile filter that is not indicated to be used for 
pharmaceutical products, but for food and beverage. THIS MAY RESULT IN A FAISE NEGATIVE STERILITY 

RESULT, LEADING TO THE DISPENSING OF POSSIBLE CONTAMINATED CSP'S (Compounded Sterile 

Products). THERE IS A LACK OF STERILITY ASSURANCE. 

23. FAILURE to have appropriate method suitability for high risk CSP’s: Firm outsources their method 

suitability for sterility testing but uses TSB with L&T for their media for sterility test‘ The method 

suitability done by the contract lab is plain TSB This practice does not harmonize the growth media for 
dispensed CSP’s, hence there is no assurance the growth media Hybrid is using for sterility testing is 

capable of microbial growth. THIS MAY RESULT IN A FALSE NEGATIVE STERILITY RESULT, LEADING TO 

THE DISPENSING OF POSSIBLE CONTAMINATED CSP'S‘*****TH|S IS THEIR SECOND ADVISORY****** 

32. FAILURE to conduct endotoxin testing for High risk level CSP's: A batch of testosterone , ZOOOmI , 

has not been tested for endotoxins (pyrogens that can cause fever, shock or death). 

9. FAILURE to sterilize high risk CSP’s through filtration without disruption: Specifications for filters 
used for sterilization indicate the maximum volume to be filtered is exceeded in the compounding 

process. THIS MAY RESULT IN MEMBRANE FAILURE AND COMPROMISE THE INTEGRITY OF THE FILTER 

USED TO STERILIZE CSP'S. 

52. FAILURE to demonstrate PEC’s provide unidirectional HEPA filtered air through smoke studies: 
Two PEC’s (laminar flow hood and BSC) could not be shown to demonstrate HEPA filtered clean air is 

unidirectional and is capable of sweeping particles away from the critical sites during aseptic processing. 

THERE IS NO ASSURANCE CLEAN AIR IS PREVENTING CONTAMINATION OF CSP'S DURING ASEPTIC 

PROCESS. 

51. FAILURE to certify the PEC (primary engineering control) is ISO Class 5 certified under CETA Cag 

003-2006 guidelines: Non -viab|e particles for the BSC (Biological Safety Cabinet) were not counted. 

The PEC is used to compound and sterilize CSP’s and there is NO ASSURANCE the hood does not exceed 

the maximum number ofairborne particles that can potentially be introduced into the final sterile 
product. ****THIS PHARMACY COMPOUNDS LYOPHYLIZED CSP'S‘ THERE IS NO SMOKE STUDY TO 

ENSURE THE STERILIZED FINISHED PRODUCT IS TRANSFERRED THROUGH AN ISO CLASS 5 ZONE WITH 

UNIDIRECTIONAL AIRFLOW FROM THE PECTO THE LYOPHYLIZER ****** THIS IS THEIR SECOND 

ADVISORY***** 

15. FAILURE to render glassware or other non-sterile containers free from pyrogens as well as viable 
microbes: Pharmacy is using distilled water to rinse glassware, NOT sterile water. ***THIS IS THEIR 

SECOND ADVISORY*** 

58. FAILURE to maintain required pressure of +0.02"w.c. between the ISO Class 7 ante area and 

general non classified area: The door connecting the unclassified space to the ISO Class 7 prep room 
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was left ajar during the entire inspection resulting in a drop of pressure, thus allowing dirty air enter the 
prep room‘ 

69. FAILURE to evaluate airborne microorganisms in the controlled air environments: Pharmacy 

conducts their own VAS (viable airborne sampling) and has not used general microbiological growth 
medium (TSA) to support the growth of bacteria‘ THIS DOES NOT ENSURE THE PEC’s AND SEC’s are free 
from pathogenic microorganisms or the classified environments does not exceed USP <797> actionable 

CFU levels. 

94. FAILURE to qualify compounding personnel through training and aseptic technique: Media fill that 
is required to be done for all compounding personnel is overdue. THIS DOES NOT ENSURE CRITICAL 

STEPS DURING ASEPTIC PROCESS ARE BEING DONE WITHOUT INTRODUCING MICROORGANISMS INTO 

THE FINAL CSP‘ 

95. FAILURE to qualify compounding personnel through visual assessments: Personnel that are 

qualifying other compounding operators are overdue on all visual assessments. These include 

cleaning/disinfecting the PEC’s and SEC’s (secondaw engineering controls- rooms), aseptic technique 

(compounding) and hand hygiene and garbing (putting on sterile gloves and garb in the proper order). 

118. FAILURE to properly maintain compounding records: Compounding records and CSP label have 

conflicting documented ingredients. 

63. FAILURE to maintain buffer room free from cracks, crevices and are smooth: There are protruding 

metal bolts located in the buffer room where aseptic compounding is done. Some of these metal 

protrusions are visibly rusted. ***THIS IS THEIR SECOND ADVISORY*** 

76. FAILURE to clean and disinfect BSC frequently, including at the beginning of each work shift, before 

each batch, event 30 minutes, when there are spills, and when there is known contamination: There are 

no records of cleaning the BSC. 

77. FAILURE to perform monthly cleaning on walls and ceilings in ante areas and buffer areas: 

Records show monthly cleaning in the ante room, hazardous drug room and positive clean room was not 

done. 

***TH|S INSPECTION IS EVIDENT OF THE FIRMS REFUSAL TO CORRECT PAST DEFICIENCES THAT 

RESULTED IN SOME OF THE SAME DEFICIENCIES. THIS INDICATES THAT THERE IS A LACK OF 

COMPLIANCE IN PLACE TO KEEP THEIR PATIENTS ANDTHE PUBLIC FREE FROM HARM*** THIS IS AN 

OUTSOURCING FACILITY REGISTERD WITH THE FDA. 
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Rick Scott Mission: 
Governor To protect, promote & improve the health 

. 

' 3 

01 all people in Florida Ihroughimegrated 
E‘; , 

,"' 
a L 

_ _ 

staie, county & community eflorts. {QYHAQ Celeste Ph'l'l” MD! MPH 
Surgeon General and Secretary 

Vision: To be the Healthiest State in he Nanon 

CONFIDENTIAL T0: December 29, 2017 
Jeffrey S Goldrich, RPh 
7427 Shellridge Ter 
Lake Worth, FL 33467 

Case Number: 2017-23346 

Dear Jeffrey S. Goldrich, RPh: 

We are currently investigating the enclosed document received by the Department of Health. This 
investigation was initiated after it was determined that you may have violated the Florida Board of 
Pharmacy Practice Act. 

Within 20 days of receiving this letter, you may: 

<5? submit a written response to the address below; or 
%% call our office to schedule an interview. 

Please provide a copy of your curriculum vitae and identify your specialty even if you choose not to 
submit a response. Include the above—referenced case number in any correspondence that you send. 

Florida law requires that this case and all investigative information remain confidential until 10 days 
after the Probable Cause Panel has determined that a violation occurred or you give up the right to 
confidentiality. Therefore, the contents of the investigation cannot be disclosed to you or the general 
public. You may make a written request for a copy of the investigative file and it will be sent to you 
when the investigation is complete. 

You are not required to answer any questions or give any statement, and you have the right to be 
represented by an attorney. It is not possible to estimate how long it will take to complete this 
investigation because the circumstances of each investigation differ. 

The mission of the Department of Health is to protect, promote & improve the health of all 
people in Florida through intregrated state, county and community efforts. If you have any 

questions please call us at 954-202—3256. 

/L ¥; ; :i\ 
/MB 
Enclosure: Case Summary & Attachments 

Sincerely, 

Marsha oatwright 
Investigation Specialist II 

Florida Department of Health 
Division of Medical Quality Assurance m Accredited Health Department 1400 W Commercial Blvd - Ft. Lauderdale, FL 83309 - - - 

PHONE: 954/202_3250 _ FAX; g54_202_3254 
P H A B Public Health Accreditation Board 

FloridaHeallh.gov E :kil- nnnn1q l TY!— 
L‘ 

INV Form 354, Revised 10/10, 6/07, Created 16/6?”
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21375
Insp # 138417

NAME
HYBRID PHARMA, LLC

PERMIT NUMBER DATE OF INSPECTION
05/27/2015

DOING BUSINESS AS

STREET ADDRESS
1015 W NEWPORT CTR DR #106-A

TELEPHONE # EXT

CITY
DEERFIELD BEACH

COUNTY
BROWARD

STATE/ZIP
FL/33442

Additional Information

Business Operation Hours

Registered Pharmacist / Intern / Tech

License #    PS27855 Licensee Name    Jeff Goldrich

License Type    Registered Pharmacists

License #    PS23256 Licensee Name    Nicholas Pick

License Type    Registered Pharmacists

License #    RPT45465 Licensee Name    Umarani Rajalingham

License Type    Pharmacy Tech

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    FH4258706

INV797 - Sterile Compounding

LOW RISK

1. Low risk CSP's are properly identified:  Aseptic manipulations within an ISO Class 5 environment using three or fewer sterile products and no more than
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

2. Low Risk CSP's, in absence of passing sterility test, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45
days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

3. Low Risk media-fill tests are completed at least annually by compounding personnel.  Media-filled vials are appropriately incubated for 14 days. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

4. Low Risk  CSP's with 12 hour BUD are properly identified and comply with all four specific criteria. 1.  PEC in Segregated Compounding area 2. Away
from windows, doors , high traffic areas 3. Hygiene & garbing required, sinks not adjacent to PEC.  4.  Cleaning & Disinfecting, Personnel training,
Competency evaluation, Garbing, Aseptic work practices, Viable and non-viable environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISK
LEVELS : Low-Risk Level CSPs]

MEDIUM RISK

5. Medium Risk CSP's are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer,
more than three sterile products and entries into any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

6. Medium Risk CSP's, In absence of passing sterility test, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or
45 days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

7. Medium Risk media-fill tests are completed at least annually by compounding personnel.  Media-filled vials are appropriately incubated for 14 days.
[CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

HIGH RISK

8. High Risk CSP's are properly identified: Confirmed presence of nonsterile ingredients and devices, or confirmed or suspected exposure of sterile
ingredients for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS :
High-Risk Level CSPs]
   You need a policy that describes how you identify high risk

No
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

lNV797-Sterile Compounding 

HEALTH 
(H ' 1‘" 

File # 21375 
Insp # 138417 

NAME PERMIT NUMBER DATE OF INSPECTION 
HYBRID PHARMA, LLC 05/27/2015 

DOING BUSINESS AS 

STREET ADDRESS TELEPHONE it EXT 
1015 W NEWPORT CTR DR #106-A 

CITY COUNTY STATE/ZIP 
DEERFIELD BEACH BROWARD FL/33442 

Additional lnlormation 

Business Operation Hours 

Registered Pharmacist I Intern I Tech 

License # P827855 Licensee Name Jeff Goldrich 

License Type Registered Pharmacists 

License # P823256 Licensee Name Nicholas Pick 

License Type Registered Pharmacists 

License # RPT45465 Licensee Name Umarani Rajalingham 

License Type Pharmacy Tech 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

IDEA Reg # FH4258706 
I I 

|NV797 - Sterile Compounding 

Low RISK 

1. Low risk CSP'S are properiy identified: Aseptic manipulations within an ISO Class 5 environment using three ortewer sterile products and no more than 
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

2. Low Risk CSP'S, in absence 01 passing sterilitytest, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45 
days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Low-Risk Level CSPS] 

3. Low Risk media-fill tests are completed at least annually by compounding personnel. Media-filled vials are appropriately incubated (or 14 days. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

4. Low Risk CSP' s with 12 hour BUD are properiy identified and comply with all (our specific criteria. 1. PEG In Segregated Compounding area 2. Away 
(rom windows doors high traffic areas 3. Hygiene & garbing required sinks not adjacent (0 PEG. 4. Cleaning & Disintecting Personnel (raining 
Competency evaluation Garbing Aseptic work practices Viable and non- -viab|e environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISN 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

5. Medium Risk CSP'S are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and (ranster, 
more than three sterile products and entries into any container, and pooling ingredients (rom multiple sterile products to prepare multiple CSPS. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPS] 

6. Medium Risk CSP'S, In absence 01 passing sterilitytest, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or 
45 days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Medium-Risk Level CSPS] 

7. Medium Risk media-(ill tests are completed at least annually by compounding personnel. Media-filled vials are appropriately incubated (or 14 days. 
[CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPS] 

HIGH RISK 

8. High Risk CSP'S are properiy identified: Confirmed presence 01 nonsterile ingredients and devices, or confirmed or suspected exposure 01 sterile N0 
ingredients (or more than one hour (0 air quality inIen'orto ISO Class 5 beIore final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 
You need a policy that describes how you identify high risk 
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lNV797-Sterile Compounding 
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File it 21375 

9. High Risk CSP'S, in absence of passing sierility |es‘ are noK sKored more than 24 hours at controlled room temperature, 3 days at cold temperature, or N/A 
45 days in solid frozen state a‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High—Risk Level CSPs] 

Not currently compounding 

10. High Risk Media -fi|| tests have been comp Ie‘ed a‘ leas‘ semiannually by compounding personnel Media- filled vials are appropriately incubated for 14 No 
days. [CSP MICROBIAL CONTAMINATION RISK LEVELS. High- -Risk Level CSPS 5] 

Media fills were conducted with a commercial kit. This does not closely simulale [he mos! stress/u] and challenging compounding that the pharmacy has 
done in the past and plans to do in the future. The pharmacy slerilizes its own vials and the kit Comes with sterile vials. There are only 8 vials in the kit and 
the pharmacy has shown in past compounding that batches are much larger. The pharmacy has a Iyophilizer in the buffer mom and the media fill 
conducted does not validate or Simulate this process. 

11. A 0.2-um oerlified sterilizing membrane fil‘er is used mm is chemically and physically compatible with the CSP. Filtration is completed rapidly without 
fil‘er replacement Sterilization me‘hod is verified ‘0 achieve sKerilily for the quantity and type of containers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Steriliza‘ion of High-Risk Level CSPs by Filtration] 

The pharmacy has purchased a Stan/ass steel re usuable filter housing. The disc filter insert states that i! is manufactured for the microbiological analysis 
of potable, waste, process and natural water for Psuedomonas Sp isolalian and enumeration. This is not an approved filter for the sterilization of 
pharmaceutical fluids for human use 

No 

12. Oulsourced endotoxin testing resulls indica‘e (ha “is compliantwim USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] N/A 

13. IS a USP<85> Endoloxin lesiing done on Si‘e? [BACTERIAL ENDOTOXINS TEST USP<85>] N/A 

14. Endoloxin tesling method is oompliam’! Indica‘e: Gel am, chromogenic or turbidimetric? [BACTERIAL ENDOTOXINS TEST USP<85>] N/A 

15. High Risk CSP' s are wi|hin allowable limiis for bac‘erial endmoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS. Bacterial N/A 
Endoioxin (Pyrogen) Tesling] 

16. S‘erilizalion method used has documentation mat accep‘able strengm and purity of ingrediems and integrity of mntainers is maintained. [CSP No 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

Sterilization method chosen is not appropriate for sterilizing pham'taceutical fluids 

17. The manufaclurer recommended fil‘er integrity (e.g., bubble poim) test is performed and documented for all sterilizing filters after filtering CSPs. N/A 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Filtration] 

18. Auioclave cycle has been verified using appropriaie biological indicators. Solutions are passed through a 1A2-pm or smaller filter into final oontainerst No 
remove parliwlales before steriliza‘ion. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
Steam] 

The autoclave cycle has not been validated. 

19. Dry heat ovens used for sterilizalion have filtered forced air. Only those items that will be damaged by steam are sterilized by dry heat. N/A 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : SKeriliZation of High»Risk Level CSPS by Dry Heat] 

20. The descriplion of dry hea‘ sierilizalion condih‘ons and durafion for specific CSPS is induded in written documentation in the compounding facility. The N/A 
effecliveness of dry heat sierilization is verified using appropfia‘e biologiml indicators and other confirmation [VERIFICATlON OF COMPOUNDING 
ACCURACY AND STERILITY : Steriliza‘ion of High-Risk Level CSPs by Dry Heat] 

21. Dry heal depyrogenation is used ‘0 render glassware or coniainers, such as vials free from pyrogens as well as viable microbes. The description 01 No 
the dry hea‘ depyrogenation cyde and durah‘on for specific load “ems is included in written documentation in the compounding facilky. The effectiveness 
of the dry heal depyrogenation cycle is verified using endo‘oxin challenge vials (ECVs). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenalion by Dry Hea‘] 

There is no dry heat own There is no description of the dry heal depyrogenalian cycle. The pharmacy sterilizes it own vials and glassware. 

22. Presleriliza‘ion procedures for high—risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. No 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

The mom where API is weighed is not classified 

23. S1erilily testing is completed for all High—risk level CSPS prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at N/A 
2"10 8", and 6 hours a‘warmer lhan 8" before being s‘erilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

24. Endotoxin tesling is conduc‘ed for High-risk level CSP'S mm are prepared in batches of more than 25 identical containers, or exposed longer than 12 N/A 
hours at 2°10 8", and 6 hours a‘ warmer |han 8", before being s‘erilized or in multidose containers for administration to multiple patients. (excluding those 
for inhalalion and ophthalmic administration) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

IMMEDIATE USE COMPOUNDING 

25. |mmedia|e-use compounding complies wim all six specified emeria. 1. Low risk sterile nonhazardous products or diagnostic radiopharmaceutical N/A 
producls from he manufac‘urers original conlainers. Anfi- neoplasfifi shall not be prepared as immediate— use CSPs because they are hazardous drugs. 
2. Unless required for he prepara‘ion |he compounding procedure 15 a continuous process not to exceed 1 hour 
3. During preparation, aseptic |echnique is followed and, if not immediately administered, the finished CSP is under continuous supervision to minimize the 
p0:fenlia| for oomacl wilh n0ns|erile surfaces, immducfion of panicula‘e maner or biologiml fluids, mix-ups with other CSPs, and direct contact 01 outside 
su aces. 
4. Adminislralion begins no‘ later ‘han 1 hour following Me s‘an of the preparafion of the CSP‘ 
5. Unless immediately and completely adminis‘ered by the person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label |is|ing palienl identificafion informafion, the names and amounts of all ingredients, the name or initials of the person who 
prepared the CSP, and the exact 1-hour BUD and ‘ime. 
6. If administration has n0| begun wilhin 1 hour following me sKan of preparing the CSP, the CSP shall be promptly, properiy, and safely discarded. 
[IMMEDIATE-USE CSPS] 

SINGLEIMULTIPLE DOSE CONTAINER BUD 

26. Beyond-use da‘e does n0| exceed 28 days for munipIe-dose containers afler initial opening or entry, unless specified otherwise by the manufacturer. No 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

You need this in your policy 

27. Beyond-use lime does no| exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless No 
specified olherwise by lhe manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

Must add to your policy 

28. Beyond-use 1ime does not exceed 1 hour for closure sealed single—dose containers afler being opened or entered in worse than ISO Class 5 air. No 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

29. Single-dose ampules are discarded immedia‘ely after use. [SINGLE»DOSE AND MULTIPLE-DOSE CONTAINERS] No 
need policy 

HAZARDOUS DRUGS 
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30. Hazardous drug buffer room is a‘ leas‘ 0.01 inch wa‘er column negative prfisure with 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPS 
The pharmacy has compounded Testosterone in the past and may compound in fulure. This is a hazardous drug and requires negative containment 

engineering controls Advise that a negative pressure buffer room with a c-PEC is required [or compounding hazardous drugs 

No 

31. Personnel compounding hazardous drugs wear appropria‘e personal prmective equipment. [HAZARDOUS DRUGS AS CSPs] N/A 

32. Appropriate primary engineering conlmls (3805 and CACIS) are used for conwrrem personnel protemion and exposure of critical sites. [HAZARDOUS 
DRUGS AS CSPS] 

No 

33. Hazardous drugs are s‘ored separately from other inventory in a manner to prevent contamination and personnel exposure [HAZARDOUS DRUGS 
AS csps] 

No 

34 A! less! 0.01 inch water column negative pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires that “When closed—sys1em vial-‘ransfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
the environmenl) are used, they shall be used wimin an ISO Class 5 environment ofa BSC or CACI‘ The use of the CSTD is preferred because leir 
inherent closed syslem process. In facili‘ies lha‘ prepare a low volume of hazardous drugs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI lhal is localed in a non-negalive pressure room) is acceptable.“ For purpose of said provision, a “low volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

No 

35. Hazardous drugs are handled with uuh‘on 31 all “mes using appropriate memomerapy gloves during receiving, distribution, stocking, inventorying, 
preparing for administration, and disposal. Spill ms are available. [HAZARDOUS DRUGS AS CSPs] 

No 

36. Hazardous drugs are prepared in an ISO Class 5 environment with protective engineering controls in place, following aseptic practices specified for the 
appropria‘e contamination risk levels. [HAZARDOUS DRUGS AS CSPS] 

N/A 

37. Access to hazardous drug prepara‘ion areas is limi‘ed to authorized compounding personnelA [HAZARDOUS DRUGS AS CSPs] N/A 

38. A pressure indicator is inslalled and differemial pressures are monitored and documented daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

No 

39. Annual dowmen‘ation of hazardous dmg iraining of personnel regarding storage, handling, containment techniques and disposal o! hazardous drugs 
is available. [HAZARDOUS DRUGS AS CSPS] 

No 

40. Compounding personnel of reproduclive capabili‘y have confirmed in writing that they understand the risks of handling hazardous drugs. 
[HAZARDOUS DRUGS AS CSPS] 

41. Fadlily mainiains appropria‘e disposal con‘ainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] 

RADIOPHARMACEUTICALS 

42. Fadlily has appropriate primary engineering oomrols and radioacfivity containment and shielding Lomtion of primary engineering controls pennined in 
ISO Class 8 oonlrolled environment. [RADIOPHARMACEUTICALS AS CSPS] 

43. Radiopharmaoeuticals prepared as low-risk level CSPS with 12-hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated wi|h a line of demaroflion. [RADIOPHARMACEUTICALS AS CSPs] 

44. Technelium-QSm/Molybdenum-QB genera‘ors are eluted m ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPS] 

45. When compounding activities require ‘he manipulafion of a pafienl's blood—derived or other biological material (6q radiolabeling a patient's or a 
donor's white blood oells),1he manipulalions are cleafly separated from routine material»hand|ing procedures and equipment used in CSP preparation 
aclivilies, and they are controlled by specific siandard operanng procedurts in order to avoid any cross-contamination [ENVIRONMENTAL QUALITY AND 
CONTROL : Placement of Primary Engineering Conimls tin ISO Class 7 Buffer Areas] 

FACILITY DESIGN AND CERTIFICATION 

46. Cenification and testing of primary (LAFWS, BSCS, CAIS and CACIs) and secondary engineering controls (buffer and ante areas) have been periorrned 
by a qualified individual no less lhan every six momhs and whenever me device or room is relocated, altered, or major service to the facility is performed. 
Corrective action for deficiencies are documemed. Cem‘ficafion procedures such as those ouflined in the CETA Certificaxion Guide for Sterile Compounding 
Facilities (GAG-0034006) are conduc‘ed under dynamic condibons. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 
Testin Pro ram 

Facigty warms}! Jan 2014, was not certified again until April 2015. Certification nut mnduded (u CETA guidelines. Not tested under dynamic 
conditions, certification documented as arrest. L yophilizer was not run during certification 

No 

47. Fadlily has pressure gauges or velocity me‘ers to monitor the pressure differential or airflow between the buffer area and ante-area, and the ante-area 
and Ihe general environmen‘ 0u|side lhe compounding area. The resul are reviewed and documented on a log at least daily or by a continuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water cqmn (w.c‘))A Alternatively, in facilities where Iow- and medium-risk 
level CSPs are prepared, differenlial airflow is maimained at a minimum velucity of 0.2 meter/second (40 fprn) across a line of demarcation between buffer 
area and ante-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Pressure gauge in the buffer mom is installed but does not measure the pressure Irurn the plastic sheeting to area behind it. 

No 

48. Primary engineering controls provide unidiredional (i.e., laminar) HEPA air at a velocity sufficient to prevent airborne particles from contaming critical 
sites. [ENVIRONMENTAL QUALITY AND CONTROL : Faality Design and Environmemal Controls] 

Not documented in the certification 

N0 

49. Air paflern analysis via smoke siudies are conducied at me crifiul she to demonstrate unidirectional airflow and sweeping action over and away from 
he product under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

Not documented on the certification report 

No 

50. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA flitered air that enters from ceilings with return vents low on walls, 
and the! provides not less than 30 air changes per hour. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

Not on the certification report 

No 

51. The primary engineering commls are placed wiihin a buffef era in such a manner as to avoid conditions that could adversely affect their operation. 
The PEC is placed out of the traffic flow and in a manner ‘0 avoid dismption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Controls] 

This needs to be validated with the lyophilizer running 

Yes 

52. Primary engineering controls for nonhazardous and nonradioactive CSPS are located in buffer areas, except for CAls that are proven to maintain ISO 
Class 5 air when particle counts are sampled 6 ‘0 12 inches upslrum of crifiml site exposure areas during performance of normal inward and outward 
lransfer of malerials, and compounding manipulah‘ons when such CAIs are located in air quality worse than ISO Class 7. [ENVIRONMENTAL QUALITY 
AND CONTROL : Placement of Primary Engineering Comra|s Wimin ISO Class 7 Buffer Areas] 

Yes 

53. Adequate recovery lime for isola‘ors ‘0 achieve ISO Class 5 air quality is allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placemem of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

N/A 

54. All HEPA fillers are leak tested afler installah‘on and every six months thereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

The facility was certified January 9, 2014 and was not certified again until April 3, 2015. 

N0 
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55. Activities and tasks carried 0m wi|hin ‘he buffer area are limi‘ed to only those necessary when working within a controlled environment. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

56. Only lhe furniture, equipment, supplies, and o‘her maKen‘al required for the compounding activities to be performed are brought into the bufler room. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

57. Surfaces and essenlial fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, deanable, and No 
resistamto disinfeclan‘s. [ENVIRONMENTAL QUALITYAND CONTROL: Facility Design and Environmental Controls] 

58. The surfaces ofceilings, walls, floors,fix1ures, shelving, coumers, and cabinets in the buffer area are smooth, impervious, free from cracks and No 
crevices, and non-shedding, ‘hereby promoling cleanabili'ly, and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

The walls of the buffer mom are hung with plastic sheets. The plastic sheets are stuck together with scotch tape, push pins and screws. The use of 
heavy gauge polymer is allowed if the sheets are in panels lhallock lagelher. The sheets are no! in panels and are not locked togethenScrews are in the 
walls and have pulled through the plastic Sheeting leaving holes. There is dried pain! on the plastic. Baseboards are exposed and not smooth for easy 
cleaning. The paint comes off the baseboards when wiped with alcohol swab and cannot be cleaned appmpn'ately with disinfectant agents. The lyophilizer 
is installed in the wall of the buffer mom and sealed to the wall with aluminum (ape. In places with large gaps, the tape is the only barrier between the 
gown room and the buffer morn. It is very fragile and will break when pressure is applied( such as during cleaning). The flows have seams with cracks and 
are not fixed to the walls (plastic sheets). 

59. Ceiling tiles are caulked around each perimeier and ‘0 walls to seal them to the support frame‘ The exterior lens surface of ceiling lighting fixtures is 
smooih, mounted flush, and sealed. All olher penelrah‘ons through the ceiling or walls are sealed. [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

Ceiling tiles are not caulked‘ Fixtures are not sealed and have the rough side showing. 

No 

60. The buffer area does no‘ conlain sources of water (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
stainless sieel 0r molded plaslic, so lha‘ they are easily cleaned and disinfeued. [ENVIRON MENTAL QUALITY AND CONTROL : Facility Design and 
Environmenlal Conlrols] 

61. Carts are made of stainless s‘eel wire, or nonporous plasfic, or sham metal construction wim good quality, cleanable casters. [ENVIRONMENTAL Yes 
QUALITY AND CONTROL : Facility Design and Environmental Conuols] 

62. Slorage shelving, oounlers, and cabine‘s in |he buffer area are smooth, impervious, free from cracks and crevices, non-shedding, cleanable, and Yes 
disinfeclable. [ENVIRONM ENTAL QUALITY AND CONTROL : Facimy Design and Environmental Controls] 

63. When devices (e.g., compu‘ers and primers) and objects (e.g., carts and cabinets) are placed in buffer areas, airquality is verified by particle counts No 
on cerlificaflon. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Source; Buffer Areas, and Ante-Areas] 

Certification does not indicated that if was conducted with (he lyophylizer mnning. 

QUALITY AND CONTROL 

64. An appropriate environmental sampling plan has been developed for airborne viable panicles based on a risk assessment of compounding activities N0 
performed. Volumetric air sampling is conducied every six months and sitfi indude locations within each ISO Class 5 environment and in the ISO Class 7 
and 8 areas, and the areas 9| grea‘esl risk of comaminafion (e.g.. work areas near the ISO Class 5 environment, counters near doors, pass-through 
boxes). The plan includes sample localions, method of collecKion, frequency of sampling» volume of air sampled, and time of day as related to activity in 
he compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Partide Testing 
Program—Sampling Plan] 

Your sampling plan restates the requirement in USP< 797>_ You need to put into your policy locations, volume of air sampled. time of day related to 
compounding, frequency of sampling and action levels 

65. Surface sampling is accomplished in all ISO dassified areas on a periodic basis using TSA Contact plates with lecithin and polysorbate 80 and/or No 
swabs and is done a| the conclusion of compounding. [ENVIRONMENTAL QUALITY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmeni] 

Swabs are used but policy does not call for the use of nelltlalizing agents 

66. Evalualion of airborne microorganisms using volumevic collection methods in the controlled air environments is performed by properly trained No 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

Stat? are performing rhier own viable air sampling. There is no documented (mining [or staff on this device 

67. Volumetric air sampling using mal‘ exiracl agar (MEA) or some other media that supports the growth of fungi is used in high-risk level compounding Yes 
environmenls. [ENVIRONMENTAL QUALITYAND CONTROL : Growm Media] 

68. For low-risk level CSPS wilh 12-hour or less BUD, air sampling is performed at lomtions inside the ISO Class 5 environment and other areas that are MA 
in close proximity to the ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL :Viable Air Sampling] 

69. The number of discrete colonies of microorganisms is counted and reported as colony»forming units (cfu) and documented on an environmental N0 
monitoring form. Counts from air moni‘oring are transformed imo cfu/oubic meter of air and evaluated for adverse trends [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

The air sampling results must be converted to Cfu per 1 GOO/item of air. You need a description in your policy 

70. Sampling data is collected and reviewed on a periodic basxs as a means of evaluating the overall state of control of the compounding environment. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL : Action Levels, Dowmentation and Data Evaluation] 

71. Compelenl microbiology personnel are consul‘ed if an environmental sampling consistenfly shows elevated levels of microbial growth. If any mold, N/A 
yeas1, coagulase positive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the muse and source was 
conducled. [ENVIRONMENTAL QUALITYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

72. Wriflen procedures detail deaning and disinfec‘ing Me sKerile compounding areas including cleansers, disinfectants, and non-shedding wipe and mop No 
malerials. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecling the Sterile Compounding Areas] 

Cleaning pmcedures do not describe the cleaning procedures, materials ordisinlectanls. Policy states that a cleanmom map with bucket and wn'nger is 
used. No pmcedures for or schedule for cleaning. 

73. Surfaces in the LAFWs, BSCS, CAIS, and CACIS are cleaned and disinfected frequentiy, including at the beginning ofeach work shift, before each Yes 
batch preparafion is started, every 30 minu‘es during cominuous compounding periods of individual CSPs, when there are spills, and when surface 
comaminalion is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Documentation needs to identify Specific areas cleaned 

74. Awrinen procedure is in place for cleaning and disinfecting the DirecK Compounding Areas. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning 
and Disinfecting the Sterile Compounding Areas] 

Written pmcedure is inadequate. Does not call for use of Sterile 70% IPA. Na procedure that adequately describes deaning procedure 

No 

75. Cleaning and disinfecting occurs before compounding is performed. Items are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose material and residue from spills, e.g., wa‘er—soluble solid residues are removed with Sterile Water and low-shedding wipes. This shall be 
followed by wiping with a residue-free disinfecling agem. such as sterile 70% IPA, which is allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 
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76. Work surfaces in ISO Class 7 and 8 areas and segrega‘ed compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on Yes 
surfaces 10 be disinfected for a‘ leas‘ 30 seconds before such surfaces are used Ko prepare CSPs. [ENVIRONMENTAL QUAUTY AND CONTROL : 

Cleaning and Disinfecting lhe S‘erile Compounding Areas] 

77. Floors in ISO Class 7 and 8 areas are mapped daily by rained personnel at a time when no aseptic operations are in progress using approved agents Yes 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

78. Shelving, walls, and ceilings in an‘e-areas are cleaned and disinfected a least monthly. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and 
Disinfecting the S‘erile Compounding Areas] 

N0 pmcedure in policy for cleaning the plastic sheets. No evidence or documentation that all surfaces have been Cleaned. The walls cannot be cleaned 
with the plastic in place‘ Paint on buffer walls comes off with alcohol and will no! withstand harsh cleansers 

No 

79. Cleaning and disinfecting agenls and methods of application are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sxerile Compounding Areas] 

No pmtocols 

No 

80. Cleaning materials, such as wipes, sponges, and maps, are non»shedding, prefelably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, anle-area, and segrega‘ed compounding areas and are not removed from these areas except for disposal. If cleaning materials are reused 
(e.g., mops), there are procedures based on manufacturer recommendations that ensure that the effectiveness of the cleaning device is maintained and 
repeated use does no! add to the bioburden of Me area being donned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
S\eri|e Compounding Areas] 

Your policy states that you use a map and bucket and wringer. which is no! consistent with current pmctices. 

Yes 

81. Supplies and equipmem removed from shipping canons are wiped with a suitabIe disinfecting agent (69‘, sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me SKeriIe Compounding Areas] 

Yes 

82. Disinfeclam sprayed or wiped on a surface ‘0 be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecling the Sterile Compounding Areas] 

You need this in your policy 

N/A 

83. S1eri|e 70% IPA pads are used to disinfec‘ “1e s‘erile emry poims of packages and devices Wetted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfeciing the Sterile Compounding Areas] 

Yes 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

84. Personnel preparing CSP'S are free from rashes, sunburn. weeping sores, conjunaivitis, and adive respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

85. Compounding personnel remove personal ou‘er garmems; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the (it of 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Gleaming and Garbing] 

Yes 

86. Fadlity has adequate supplies to meet PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

87. Garbing and hand hygiene are accomplished in the ame-area in order of dirtiest to cleanest: shoes or shoe covers, head and facial hair covers, face 
mask, fingernail cleansing, hand and forearm washing and drying; non»shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing) 

Hand hygeine does not include nail cleaning, (here are no nail picks ave/able 

88. Slerile gloves are donned in |he buffer room afler hand deansing with an alcoho!»based product with persistent activity and hands are allowed to dry. 
[ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Gaming] 

There is no alcohol based hand cleanser with persistent activity 

89. Gloves are routinely disinfecled wilh sterile 70% IPA afler comacfing nonsterile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

This needs to be in your policy 

90. Personnel repea‘ garbing and hand hygiene afler hey are exposed to direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in the anteroom and reused during ihe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Policy call for gowns bouffant caps, masks boots and arm sleeves to be changed weekly. 

No 

91. Personnel garbing requiremenls are followed for CAIS unless manufacmrer provides written documentation based on validated testing that any 
components of PPE are no‘ required 10 maimain s‘erility of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

N/A 

92. Documenlalion indicates compounding personnel have successfully completed didactic training, passed wrikten competency assessments, undergone 
skill assessmem using observational audi‘ ‘ools, and media-fill tesfing before any compounding personnel begin to prepare CSPS. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compe‘ency Evaluanon of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Yes 

93. Compounding personnel who fail wriflen ‘esis, observa‘ional audits, or whose media»fill test vials have one or more units showing visible microbial 
contamination, are reinstructed and re-evalua‘ed by expen compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Compounding personnel pass all evalua‘ions prior ‘0 resuming compounding of sKerile preparations. [ENWRONMENTAL QUALITY AND CONTROL : 

Personnel Training and Compe‘ency Evaluah‘on ofGarbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

94. Corrective aclion is documen‘ed for compounding personnel who fail written Kfils or media»fi|| test. [PERSONNEL TRAINING AND EVALUATION IN 
ASEPTIC MANIPULATIONS SKILLS] 

N/A 

95. Other cleaning personnel performing cleaning and disinfecfing procedures (5.9. environmental) are thoroughly trained in proper hand hygiene, and 
garbing, cleaning, and disinfeclion procedures by a qualified aseptic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Compelency Evalualion of Garbing, Asepfic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

96. Compounding personnel and char personnel responsib|e for duning routinely undergo performance evaluation of proper hand hygiene, garbing, and 
all applicable cleaning and disinfecting procedures conducted by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documented and maintained to provide a permanent record and long»term assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compe‘ency EvaluaKion of Gaming, Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

N. Pick needs to do this 

No 

97. Compounding personnel are visually observed annually or semiannually (high risk) during the process of performing hand hygiene, garbing procedures 
and aseplic technique. The visual observaiion is documented on a form for Assessing Hand Hygiene, Garbing and Aseptic Technique and maintained to 
provide a permanent record. [ENVIRONMENTAL QUALITYAND CONTROL: Gaming and Gloving Competency Evaluation] 

Yes 

98. Immediaiely afler the compounder compleies the hand hygiene and gaming procedure, the evaluator collects a gloved fingertip and thumb sample 
from both hands of the oompounder omo appropria‘e agar pla‘es. The plates are inwbated at 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an initial oompe‘ency evalua‘ion and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

3 GF T test not done for all personnel. Failed GF T for JG, not 3 passed 

No 
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99. Re-evalualion of glove fingerlip |es|ing omo appropria‘e agar plaKes (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding N/A 
personnel occurs at least annually for Iow- and medium-risk level CSPS and semiannuafly for high-risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no| be disinfec‘ed wiih s‘erile 70% IPA prior to testing. The cfu action level is based on the total number of am on both 
gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

VERIFICATION 

100. Fadlily has written procedures ‘0 verify correct identity, quality, amounts, and purities ofingredients used in CSPs‘ [FINISHED PREPARATION Yes 
RELEASE CHECKS AND TESTS : Idemity and Strength Verification of Ingredients] 

101. Labels of CSPs Conlain name and address of pharmacy, correct names and amounts or concentrations of ingredients, total volumes, beyond-use N/A 
dales, storage condilions, and r0u|e(s)ofadminis1ra‘ion. [FINISHED PREPARAT|ON RELEASE CHECKS AND TESTS : Identity and Strength Verification 
of Ingredients] 

102. Facilily has documentation that procedures have been foflowed m ensure sterility, purity, correct identities and amounts of ingredients, and stability. N/A 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS : InspecKion ofSolmion Dosage Forms and Review of Compounding Procedures] 

103. CSP'S are visually inspected for abnormal parficula‘e matter and color, and intact containers and seals. [FINISHED PREPARATION RELEASE N/A 
CHECKS AND TESTS : Inspection of Solution Dosage Forms and Review ofCompounding Procedures] 

Its in the policy 

104. Beyond Use Dates are assigned using direc‘ Siability-indicau’ng assays or authoritative literature that supports the assigned BUD. [STORAGE AND N/A 
BEYOND-USE DATING : Determining Beyond—Use Dates] 

105. Slorage lime of assembled bag and vial sysiems are according K0 the manufacturer recommendations (69 Minibag plus, Addvantage, Add-ease) N/A 
[STORAGE AND BEYOND-USE DATING : Proprie‘ary Bag and Vial Systems] 

106. Facilily has written procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength 0! CSPs. Yes 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTRIBUTED CSPs I] 
107. Policies address packaging ‘0 mainlain physio-I imegnly, sterility. stability, and purity of CSPs‘ [MAINTAINING STERILITY, PURITY, AND STABILITY Yes 
OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPS] 

DISPENSING/DISTRIBUTION 

108. Modes of transport are used that maintain appropriate ‘emperamres and prevent damage to CSPs‘ [MAINTAINING STERILITY, PURITY, AND N/A 
STABILITY OF DISPENSED AND DISTRIBUTED csps : Pamaging and Transporting CSPs] 

109. Fadlily provides a multiple component formal training program to ensure patients and caregivers understand the proper storage, handling, use, and N0 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

110. Wriflen standard procedures describe means for pafients to ask questions and report ooncems and adverse events with CSPS, and (or compounding No 
pharmacisis lo correcl and prevem future problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

USP <71> STERILITY TESTING 

111. Oulsourced slerili‘ylesling resul‘s indica‘e mat itis commiamwim USP<71>. A mexhod not described in the USP may be used if validation N/A 
demons‘rales 1119‘ he alternative is al least as effeclive and reliable. [STERILITY TEST USP<71>] 

112. Oulsourced: The number of articles |es|ed are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] N/A 

113. Omsourced: The volume/quamity |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] N/A 

114. On site: Membrane filtration is used whenever Me nature of me product permits. Filters are rinsed according to USP<71>. Sterility testing results No 
indicate the! it is compliam wi|h USP<71>. A meihod no‘ described in the USP may be used if validation demonstrates that the alternative is at least as 
effective and reliable. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

Pharmacist States they will be conducting thier own sterility testing. Policy [or (his is not complain! with USP<71>. 

115. On site: Direct inoculation is done only when membmne fimahbn mnnol be carried out Volume ‘0 be inoculated does not exceed 10% ofthe culture No 
media Volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Tfiting] 

Policy states that all pmducts will be tested by direct inoculation. These products will be sterilized by filrmtiun and can be tested by membrane filtration 

116. On site: The number of articles ‘ested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] No 
Policy does not call for appropriate number of Samples 

117. On site: The v0|umelquanli|yles|ed is according |o USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] No 
Policy calls for testing 1m], not quantity required in USP <71 > 

118. On si‘e: A growth promotion |es| has been done on Me media with the 5 specified organisms (not more than 100 CFU) according to USP<71>. No 
[STERILITY TEST USP<71> : Growlh Promofion Tes‘ of Aerobes. Anaerobes, and Fungi] 

Not in policy 

119. On site: A USP<71> method sui‘abili‘y ‘est has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method No 
Sui‘a ility Tesl] 

Not in policy 

120. On sile: TSB 0r SOD is incubated a‘ 20-25 C for 14 days (2 incubators prfiem). [STERILITY TEST USP<71> : Culture Media and Incubation Yes 
Temperaiures] 

121. On site: FTM is incubated 3‘ 30-35 C for 14 days (2 incubators praent). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures] No 
Policy does not call for use of F TM 

122. On site: Sterili‘y testing is documemed including IoK numbers and expiration data of media. [FINISHED PREPARATION RELEASE CHECKS AND No 
TESTS] 

No policy 

123. Sterililytesting repons are reviewed and appropriaKe actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND TESTS] N/A 

MISCELLANEOUS 

124. Facilily engaged in office use sterile compounding for human use is registered with FDA as an outsourcing facilityA [FAC 64816-27100 (3)(g] Yes 

125. Compounding records are propefly maimained. [FAC 64316-28.140(4)] N/A 

Rem arks : 
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I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Investigator/Sr. Pharmacist Signature: Representative:
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21375
Insp # 138768

NAME
HYBRID PHARMA, LLC

PERMIT NUMBER DATE OF INSPECTION
09/04/2015

DOING BUSINESS AS

STREET ADDRESS
1015 W NEWPORT CTR DR #106-A

TELEPHONE # EXT

CITY
DEERFIELD BEACH

COUNTY
BROWARD

STATE/ZIP
FL/33442

Additional Information

Business Operation Hours

Registered Pharmacist / Intern / Tech

License #    PS27855 Licensee Name    Jeff Goldrich

License Type    Registered Pharmacists

License #    PS23256 Licensee Name    Nicholas Pick

License Type    Registered Pharmacists

License #    RPT45465 Licensee Name    Umarani Rajalingham

License Type    Pharmacy Tech

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    FH4258706

INV797 - Sterile Compounding

LOW RISK

1. Low risk CSP's are properly identified:  Aseptic manipulations within an ISO Class 5 environment using three or fewer sterile products and no more than
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

2. Low Risk CSP's, in absence of passing sterility test, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45
days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

3. Low Risk media-fill tests are completed at least annually by compounding personnel.  Media-filled vials are appropriately incubated for 14 days. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

4. Low Risk  CSP's with 12 hour BUD are properly identified and comply with all four specific criteria. 1.  PEC in Segregated Compounding area 2. Away
from windows, doors , high traffic areas 3. Hygiene & garbing required, sinks not adjacent to PEC.  4.  Cleaning & Disinfecting, Personnel training,
Competency evaluation, Garbing, Aseptic work practices, Viable and non-viable environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISK
LEVELS : Low-Risk Level CSPs]

MEDIUM RISK

5. Medium Risk CSP's are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer,
more than three sterile products and entries into any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

6. Medium Risk CSP's, In absence of passing sterility test, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or
45 days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

7. Medium Risk media-fill tests are completed at least annually by compounding personnel.  Media-filled vials are appropriately incubated for 14 days.
[CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

HIGH RISK

8. High Risk CSP's are properly identified: Confirmed presence of nonsterile ingredients and devices, or confirmed or suspected exposure of sterile
ingredients for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS :
High-Risk Level CSPs]
   High Risk levels are properly identified in SOP

Yes
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|NV797 - Sterile Compounding 

Low RISK 

1. Low risk CSP'S are properiy identified: Aseptic manipulations within an ISO Class 5 environment using three ortewer sterile products and no more than 
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

2. Low Risk CSP'S, in absence 01 passing sterilitytest, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45 
days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Low-Risk Level CSPS] 

3. Low Risk media-fill tests are completed at least annually by compounding personnel. Media-filled vials are appropriately incubated (or 14 days. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

4. Low Risk CSP' s with 12 hour BUD are properiy identified and comply with all (our specific criteria. 1. PEG In Segregated Compounding area 2. Away 
(rom windows doors high traffic areas 3. Hygiene & garbing required sinks not adjacent (0 PEG. 4. Cleaning & Disintecting Personnel (raining 
Competency evaluation Garbing Aseptic work practices Viable and non- -viab|e environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISN 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

5. Medium Risk CSP'S are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and (ranster, 
more than three sterile products and entries into any container, and pooling ingredients (rom multiple sterile products to prepare multiple CSPS. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPS] 

6. Medium Risk CSP'S, In absence 01 passing sterilitytest, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or 
45 days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Medium-Risk Level CSPS] 

7. Medium Risk media-(ill tests are completed at least annually by compounding personnel. Media-filled vials are appropriately incubated (or 14 days. 
[CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPS] 

HIGH RISK 

8. High Risk CSP'S are properiy identified: Confirmed presence 01 nonsterile ingredients and devices, or confirmed or suspected exposure 01 sterile Yes 
ingredients (or more than one hour (0 air quality inIen'orto ISO Class 5 beIore final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 
High Risk levels are propedy identified in SOP 
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9. High Risk CSP'S, in absence of passing sierility |es‘ are noK smred more than 24 hours at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen state a‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High—Risk Level CSPS] 

N/A 

10. High Risk Media-fill tests have been oomple‘ed 31 leasK semiannually by compounding personnelA Media-filled vials are appropriately incubated for 14 
days. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High»Risk Level CSPS] 

Yes 

11. A 0.2-um certified sterilizing membrane filter is used that is chemically and physically compatible with xhe CSP. Filtmtion is completed rapidly without 
filter replacement Sterilization method is verified ‘0 achieve sterility for me quantity and type of containers. [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Slerilizaiion of High-Risk Level CSPS by FiltraKion] 

Current filters pmvided during inspection do not have documentation that filters are FDA appmved sterilizing grade filters for human use. Facility will 
provided documentation and proof of purchase that the correct filters have been obtained prior to issuance of a permit 

No 

12. Ou‘sourced endotoxin testing results indica‘e H131 ins compliamwim USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] N/A 

13. Is a USP<85> Endotoxin testing done on she? [BACTERIAL ENDOTOXINS TEST USP<85>] N/A 

14. Endotoxin tesling melhod is oompliam? Indicaie: Gel dot, chromogenic or turbidimetric? [BACTERIAL ENDOTOXINS TEST USP<85>] N/A 

15. High Risk CSP'S are wi|hin allowable limils for bacterial endomxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
Endotoxin (Pyrogen) Testing] 

N/A 

16. S‘erilizalion melhod used has documenlalion H131 acceptable snenglh and purity of ingredients and integrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

SOP'S describe Various methods of sterization methods 

Yes 

17. The manufacturer recommended filter in‘egrily (e.g., bubb|e point) test is performed and documented for all sterilizing filters after filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPs by Filtration] 

N/A 

18. Auloclave cycle has been verified using appropriate biological indicators. Solutions are passed through a 1A2-um or smaller filter into final oontainerst 
remove parliwlales before s‘erilization. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : S‘erilization of High-Risk Level CSPS by 
S‘eam] 

Documentation shows Biolaogical Indicates were used to valdiale. 

Yes 

19. Dry heal ovens used for sterilization have fil‘ered forced air. Only muse items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

N/A 

20. The description of dry hea‘ sterilization condihons and durafion for spe ific CSPS is induded in written documentation in the compounding facility. The 
effectiveness of dry heat sierilization is verified using appropnaKe biologi-l indicators and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Dry Heat] 

N/A 

21. Dry heal depyrogenation is used to render glassware or containers, such as vials free from pyrogens as well as viable microbes. The description 01 
he dry hea‘ depyrogena‘ion cyde and durah‘on for specific load flems is included in written documentation in the compounding lacilky. The effectiveness 
of he dry heat depyrogenation qcle is verified using endotoxin challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenation by Dry Hea‘] 

A dry heat oven is in place and has been mlidared using ECV‘s and temperature mapping 

Yes 

22. Preslerilizalion procedures for high—risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

A scale is in place in the ISO 7 buffer room 

Yes 

23. Slerili‘y lasting is completed for all High—risk level CSPS prepared in batdles of more than 25 identical containers, or exposed longer than 12 hours at 
2“ to 8", and 6 hours atwarmer lhan 8" before being s‘erilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

N/A 

24. Endoloxin lesling is conducted for High-risk level CSP'S Mat are prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours 31 2“ 10 8", and 6 hours at warmer |han 8", before being s‘erilized or in mullidose containers for administration to multiple patients. (excluding those 
for inhalation and ophlhalmic adminislration) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

N/A 

IMMEDIATE USE COMPOUNDING 

25. Immediate-use compounding complies wim all six spedfied emeria. 1. Low»risk sterile nonhazardous products or diagnostic radiopharrnaceutical 
producls from he manufacturers' original comainers. Ami-neoplasms shall not be prepared as immediate-use CSPs because they are hazardous drugs. 
2. Unless required for the preparation, |he compounding procedure is a continuous process not to exceed 1 hour‘ 
3. During preparation, asep‘ic |echnique is followed and, If no‘ immediaKely administered, the finished CSP is under continuous supervision to minimize the 
pofifential for oon‘ac1 wilh nonsterile surfaces, inlroduction of paniculale maner or bidogiml fluids, mix-ups with other CSPS, and direct contact of outside 
su aces. 
4. Adminislralion begins n0| later than 1 hour following ihe s‘art of the preparation of the CSP. 
5. Unless immediately and completely adminis‘ered by Me person who prepared it or immediate and complete administmtion is witnessed by the preparer, 
the CSP shall bear a label listing palienl idemificaiion informafion, the names and amounts of all ingredients, the name or initials of the person who 
prepared lhe CSP, and he exact 1-hour BUD and “me. 
6. If administration has n0| begun wilhin 1 hour following ‘he s‘an of preparing the CSP, the CSP shall be promptly, properiy, and safely disurded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLEIMULTIPLE DOSE CONTAINER BUD 

26. Beyond-use dale does n0| exceed 28 days for muliiple-dose containers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Yes 

27. Beyond-use lime does not exceed 6 hours for closure sea|ed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified olherwise by he manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

Yes 

28. Beyond-use time does no‘ exceed 1 hour for closure sealed single—dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

Yes 

29. Single-dose ampules are discarded immediately after use. [SINGLEDOSE AND MULTIPLE»DOSE CONTAINERS] 

HAZARDOUS DRUGS 

30. Hazardous drug buffer room is 3‘ leas‘ 0.01 inch water column negative prfisure with 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPS 

31. Personnel compounding hazardous drugs wear appropria‘e personal prmective equipment. [HAZARDOUS DRUGS AS CSPs] 

32. Appropriate primary engineering conlmls (3805 and CACIS) are used for conwrrem personnel protemion and exposure of critical sites. [HAZARDOUS 
DRUGS AS CSPS] 

33. Hazardous drugs are s‘ored separately from other inventory in a manner to prevent contamination and personnel exposure [HAZARDOUS DRUGS 
AS csps] 
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34 .A‘ least 0.01 inch wa‘er column negah‘ve pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhal: “When closed—system vial-‘ransfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
the environment) are used, they shall be used wimin an ISO Class 5 environment of 3 B80 or CACI. The use of the CSTD is preferred bet-use 01 their 
inherenl closed system process. In facilities lha‘ prepare a low volume of hazardous drugs, the use of two tiers of containment (9.9., CSTD within 3 B80 or 
CACI that is located in a non-negative pressure room) is acceptable.“ For purpose of said provision, a “low volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

35. Hazardous drugs are handled wilh uulion a‘ all ‘imes using appropriate chemotherapy gloves during receiving, distribution stocking, inventorying, 
preparing for administration and disposal. Spill kits are available. [HAZARDOUS DRUGS AS CSPs] 

36. Hazardous drugs are prepared in an ISO Class 5 environmentwim protective engineering controls in place, following aseptic practices specified for the 
appropria1e contamination risk levels. [HAZARDOUS DRUGS AS CSPS] 

37. Access to hazardous dmg preparation areas is limited to au‘horized compounding personnelA [HAZARDOUS DRUGS AS CSPs] 

38. A pressure indiulor is installed and differemial pressures are monitored and dccumented daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

39. Annual documentation of hazardous dmg lraining of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs 
is available. [HAZARDOUS DRUGS AS CSPS] 

40. Compounding personnel of reproductive capabili‘y have confirmed in writing that they understand the risks of handling hazardous drugs. 
[HAZARDOUS DRUGS AS CSPS] 

41. Fadlily maimains appropriate disposal comainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] 

RADIOPHARMACEUTICALS 

42. Fadlily has appropria‘e primary engineering oonirols and radioactivity containment and shielding‘ Lomtion of primary engineering controls perrnmed in 
ISO Class 8 conirolled environment [RADIOPHARMACEUTICALS AS CSPS] 

43. Radiopharmaceuticals prepared as low-risk level CSPS wm‘l 12-hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated with a line of demaroflion. [RADIOPHARMACEUTICALS AS CSPs] 

44. Technelium-99m/M0|ybdenum-99 genera‘ors are elu‘ed in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPS] 

45. When compounding aciivilies require |he manlpulafion of a pafient's blood—derived or other biologiml material (9.9., radiolabeling a patient's or a 
donor's white blood cells),1he manipulalions are cleafly separated fmm routine materiaHIandling procedures and equipment used in CSP preparation 
activities, and they are controlled by specific siandard operating procedurfi in order to avoid any cross-contamination. [ENVIRONMENTAL QUALITY AND 
CONTROL : Placement of Primary Engineering Convols Wymin ISO Class 7 Buffer Areas] 

FACILITY DESIGN AND CERTIFICATION 

46. Cerlificalion and testing of primary (LAFWS, BSCS, CNS and CACIS) and secondary engineering controls (buffer and ante areas) have been periorrned 
by a qualified individual no less than every six momhs and whenever the device or room is relocated, altered, or major service to the facility is performed. 
Corrective aclion for deficiencies are documemed. Cem‘ficafion procedures sum as those ouflined in the CETA Certification Guide for Sterile Compoundinu 
Facilities (GAG-0034006) are conduc‘ed under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 
Testing Program] 

Certification testing has been completed by TMI of Cooper City, FL on June 22, 2015 
Results of testing indicate that testing was performed under dynamic conditions with Lyuphyllizer nmning 

Yes 

47. Fadlily has pressure gauges or velocity meters ‘0 monitor me prfisure differential or airflow between the buffer area and ante-area, and the ante-area 
and Ihe general environment outside We compounding area. The results are reviewed and documemed on a log at least daily or by a continuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water column (w.c.))A Alternatively, in facilities where Iow- and medium-risk 
level CSPs are prepared, differential airflow is maintained 3‘ a minimum velocity of 0.2 meter/second (40 fprn) across a line of demarcation between buffer 
area and anIe-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Yes 

48. Primary engineering conlrols provide unidirectional (i.e., laminar) HEPA air at a velodty sufficient to prevent airborne particles from contacting critical Yes 
sites. [ENVIRONMENTAL QUALITY AND CONTROL : Fadmy Design and Environmental Controls] 

49. Air paflern analysis via smoke siudies are conducted at he crmml site to demonstrate unidirectional airflow and sweeping action over and away from Yes 
the producl under dynamic condilions. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

50. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, Yes 
and he! provides not less lhan 30 air changes per hour. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

51. The primary engineering conlmls are placed wiihln a buffer era in such a manner as to avoid conditions that could adversely affect their operation. Yes 
The PEC is placed out of the traffic flow and in a manner ‘0 avoid dismption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Controls] 

52. Primary engineering controls for nonhazardous and nonradioactive CSPS are Iocaled in buffer areas, except for CAls that are proven to maintain ISO Yes 
Class 5 air when parlide counts are sampled 6 to 12 inches upsneam of critical site exposure areas during performance of normal inward and outward 
‘ransfer of materials, and compounding manipulah‘ons when such CAIS are located in air quality worse than ISO Class 7‘ [ENVIRONMENTAL QUALITY 
AND CONTROL : Placement of Primary Engineering Controls Wimin ISO Class 7 Buffer Areas] 

53. Adequa‘e recovery time for isolators ‘0 achieve ISO Class 5 air quality is allowed afler material transfer before and during compounding operations. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

54. All HEPA filters are leak tested after installah‘on and every six months thereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and Yes 
Environmenlal Controls] 

Hepa filter were leak tested on 6/22/15 

55. Activities and tasks carried 0m wi|hin ‘he buffer area are limi‘ed to only those necessary when working within a controlled environment. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

56. Only lhe furniture, equipment, supplies, and o‘her maKen‘al required for the compounding activities to be performed are brought into the bufler room. Yes 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

57. Surfaces and essenlial fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, deanable, and Yes 
resistamto disinfeclan‘s. [ENVIRONMENTAL QUALITYAND CONTROL: Facility Design and Environmental Controls] 

58. The surfaces of ceilings walls floors fix‘ures shelving, counteIs and cabinets In the buffer area are smooth impervious free from cracks and No 
crevices and non- shedding ‘hereby promoling cleanabili'ly and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL. Facility Design and Environmental Controls] 

Plastic sheeting on walls have been removed, however wall are not smooth. 
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59. Ceiling liles are caulked around each perime‘er and ‘0 walls to seal them to the support frame. The exterior lens surface of ceiling lighting fixtures is 
smooih, mounted flush, and sealed. All other pene‘rafions Khrough me ceiling or walls are sealed‘ [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

Ceiling tiles are now caulked 

Yes 

60. The buffer area does no‘ conlain sources of wa‘er (smks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
stainless sleel 0r molded plastic, 50 lhat hey are easily cleaned and disinfected. [ENVIRON MENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

61. Carts are made of slainless steel wire, or nonporous plastic, or sheet metal construction with good quality, cleanable casters. [ENVIRONMENTAL Yes 
QUALITY AND CONTROL : Facili‘y Design and Environmemal Conuols] 

62. S‘orage shelving, counters, and cabine‘s in ‘he buffer area are smooth, impervious, free from cracks and crevices, non-shedding, cleanable, and Yes 
disinfeclable. [ENVIRONM ENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

63. When devices (e.g., computers and primers) and objects (e.g., ans and cabinets) are placed in buffer areas, air quality is verified by particle counts Yes 
on cerlificalion. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Buffer Areas, and Ante-Areas] 

Particle counts were taken with lyophllizer running 

QUALITY AND CONTROL 

64. An appropriate environmenlal sampling plan has been developed for aimome viable particles based on a risk assessment of compounding activities Yes 
performed. Volumelric air sampling is conduc‘ed every six months and sitfi indude lomtions within each ISO Class 5 environment and in the ISO Class 7 
and 8 areas, and the areas at grea|e5| risk of comamlnafion (e.g., work areas near the ISO Class 5 environment, counters near doors, pass-through 
boxes). The plan includes sample locations, melhod of collection, frequency of sampling, volume of air sampled, and time of day as related to amivity in 
the compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Particle Testing 
Program—Sampling Plan] 

65. Surface sampling is accomplished in all ISO dassifled areas on a periodic basis using TSA Contact plates with lecithin and polysorbate 80 and/or 
swabs and is done 3‘ the conclusion of compounding. [ENVIRONMENTAL QUALITY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmenl] 

Yes 

66. Evalualion of airborne microorganisms using volumevic collection methods in the controlled air environments is performed by properly trained 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

Adequate documentation of personnel performing volumetric air sampling being properly training was not available at the time of inspection. Facility will 
provide prior to issuance of a permit 

No 

67. Volumetric air sampling using mal‘ exlracl agar (MEA) or some other media that supports the growth of fungi is used in high-risk level mmpounding 
environments. [ENVIRONMENTAL QUALITYAND CONTROL : Gt Media] 

Yes 

68. For low- risk level CSPS with 12- hour or less BUD air sampling IS performed at lomlions inside the ISO Class 5 environment and other areas that are 
in close proximi‘y to the ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL: Viable Air Sampling] 

N/A 

69. The number of discrete colonies of microorganisms is counted and reported as colonyJorming units (cfu) and documented on an environmental 
monitoring form. Counts from air monitoring are |ransformed imo cfu/wbic meter of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Inwbalion Period] 

Yes 

70. Sampling data is collected and reviewed on a periodic basis as a means of evaluating the overall slate of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Action Levels, Dowmentation and Data Evaluation] 

Yes 

71. Compelenl microbiology personnel are consul‘ed if an environmental sampling consistenfly shows elevated levels of microbial growth. If any mold, 
yeast coagulase posilive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the uuse and source was 
conducled. [ENVIRONMENTAL QUALITYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

N/A 

72. Wriuen procedures delail deaning and disinfecting the s‘erile compounding areas including cleansers, disinfectants, and non-shedding wipe and mop 
malerials. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecling the Sterile Compounding Areas] 

Yes 

73. Surfaces in the LAFWS, BSCS, CAIS, and CACIS are cleaned and disinfected frequenfly, including at the beginning ofeach work shift, before each 
belch preparalion is slaned, every 30 minu‘es during continuous compounding periods of individual CSPs, when there are spills, and when surface 
Conlamination is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Yes 

74. Awriflen procedure is in place for cleaning and disinfechng me Direct Compounding Areas‘ [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning 
and Disinfecting the Sterile Compounding Areas] 

Yes 

75. Cleaning and disinfecting occurs before compounding 15 performed. IKems are removed from all areas to be cleaned and surfaces are cleaned by 
removing loose malerial and residue from spills e. g. waier— soluble solid residues are removed with Sterile Water and Iow- -shedding wipes. This shall be 
followed by wiping wilh a residue -free disinfecfing agem such as sKerile 70% IPA which IS allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing the Sterile Compounding Areas] 

Yes 

76. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on Yes 
surfaces \0 be disinfected for a‘ |eas| 30 seconds before such surfaces are used Ko prepare CSPs‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting lhe S‘erile Compounding Areas] 

77. Floors in ISO Class 7 and 8 areas are mapped daily by rained personnel at a time when no aseptic operations are in progress using approved agents Yes 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

78. Shelving, walls, and ceilings in an‘e-areas are cleaned and disinfecKed 3‘ least monthly. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and 
Disinfecting the S‘erile Compounding Areas] 

Yes 

79. Cleaning and disinfecting agenls and me‘hods of application are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

80. Cleaning materials, such as wipes, sponges, and mops, are newshedding, preferably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, ante-area, and segrega‘ed compounding areas and are not removed from these areas except for disposal. If cleaning materials are reused 
(e.g., mops), there are procedures based on manufacturer recommendations mm ensure that the effectiveness of the cleaning device is maintained and 
repealed use does not add ‘0 he bioburden of Me area bemg donned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
Slerile Compounding Areas] 

Yes 

81. Supplies and equipmem removed from shipping canons are wiped wim a suitable disinfecting agent (e‘g‘, sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 

82. Disinfeclanl sprayed or wiped on a surface ‘0 be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecling the SteriIe Compounding Areas] 

N/A 

83. Slerile 70% IPA pads are used to disinfec‘ lhe s‘erile entry points of packages and devices Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cluning and Disinfecting the Sterile Compounding Areas] 

Yes 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 
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84. Personnel preparing CSP'S are free from rashes, sunburn. weeping sores, conjunaivitis, and adive respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

85. Compounding personnel remove personal ou‘er garmems; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the fit 0! 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Gleaming and Garbing] 

Yes 

86. Fadlily has adequate supplies to meet PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

87. Garbing and hand hygiene are accomplished in Me ante-area in otder of dirtiest to cleanest: shoes or shoe covers, head and facial hair covers, face 
mask, fingernail cleansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Nail pics are present and described in SOP 

88. S1eri|e gloves are donned in the buffer room afler hand deansing with an alcohol»based product with persistent activity and hands are allowed to dry. 
[ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Tn‘septin is used and documentation indicated persistent activity 

89. Gloves are roulinely disinfected wilh sterile 70% IPA after comacfing nonslerile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

SOP describes this practice 

90. Personnel repeat garbing and hand hygiene after hey are amused K0 direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in he anteroom and reused during lhe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

91. Personnel garbing requiremenls are followed for CAIS unless manufacturer provides written documentation based on validated testing that any 
components of PPE are not required ‘0 maimain s‘erili‘y of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

N/A 

92. Documenlalion indicates compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observational audit |oo|s, and media-fl“ Kesh‘ng befote any cumpounding personnel begin to prepare CSPs. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency EvaluaKion of Gaming, Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

Yes 

93. Compounding personnel who fail wriuen ‘es‘s, observa‘ional audfls, or whose media»fil| test vials have one or more units showing visible microbial 
coniamina‘ion, are reins‘mcted and re-evalua‘ed by expen compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Compounding personnel pass all evalua‘ions prior ‘0 resuming compounding of sterile preparations [ENWRONMENTAL QUALITY AND CONTROL : 

Personnel Training and Compe‘ency Evaluation of Garbing, Aseptic Work Pracfices and Cleaning/Disinfection Procedures] 

N/A 

94. Corrective aclion is documen‘ed for compounding personnel who fail written tests or media»fi|| test‘ [PERSONNEL TRAINING AND EVALUATION IN 
ASEPTIC MANIPULATIONS SKILLS] 

N/A 

95. Olher cleaning personnel performing cleaning and disinfecfing procedures (e.g. environmental) are thoroughly trained in proper hand hygiene, and 
garbing, cleaning, and disinfection procedures by a qualified asepfic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Competency Evalualion of Gaming, Aseph‘c Work Practices and Cleaning/Disinfection Procedures] 

N/A 

96. Compounding personnel and char personnel responsib|e for duning routinely undergo performance evaluation of proper hand hygiene, garbing, and 
all applicable cleaning and disinfecfing procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documenled and maimained ‘0 provide a permanent record and long»lerm assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compe‘ency Evalua‘ion of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Yes 

97. Compounding personnel are visually observed annually or semiannually (high risk) during the process of performing hand hygiene, garbing procedures 
and aseptic lechnique. The visual observaiion is documemed on a form for Assessing Hand Hygiene, Garbing and Aseptic Technique and maintained to 
provide a permanent record. [ENVIRONMENTAL QUALITYAND CONTROL: Gaming and Gloving Competency Evaluation] 

Yes 

98. Immediaiely afler the compounder comple‘es ‘he hand hygiene and gaming procedure, the evaluator collects a gloved fingertip and thumb sample 
from b01h hands of the oompounder on‘o appropria‘e agar plaKes. The plaies are inwbaled at 30-35“ for 2—3 days‘ All compounding personnel have 
successfully completed an initial oompe‘ency evaluation and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

Yes 

99. Re- evalualion of glove fingerlip |es|ing omo appropria‘e agar pla‘es (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium- nsk level CSPS and semiannuai for high- -risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no| be disinfec‘ed wim sterile 70% IPA prior to testing The cfu adion level Is based on the total number 0! am on both 
gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

N/A 

VERIFICATION 

100. Fadlily has written procedures ‘0 verify curred identity, quality, amounts, and purities ofingredients used in CSPs‘ [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Idemity and Strengm Verification of Ingredients] 

Yes 

101. Labels 0f CSPS contain name and address of pharmacy, correct names and amounts or ooncentlations of ingredients, total volumes, beyond-use 
dales, storage condilions, and r0u|e(s)ofadminis1ra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verification 
of Ingredients] 

N/A 

102. Facilily has documentation lha‘ procedures have been foHowed K0 ensure sterility, purity, correct identities and amounts of ingredients, and stability. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS : InspecKion of Solmion Dosage Forms and Review of Compounding Procedures] 

N/A 

103. CSP'S are visually inspected for abnormal parficula‘e matter and color, and intact containers and seals. [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspection of Solution Dosage Foyms and Review ofCompounding Procedures] 

N/A 

104. Beyond Use Da‘es are assigned using dired slabllily-indycau’ng assays or authoritative literature that supports the assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining Beyond—Use Da‘es] 

N/A 

105. Slorage lime 0f assembled bag and vial sysiems are according K0 the manufadurer recommendations (eg Minibag plus, Addvantage, Add-ease) 
[STORAGE AND BEYOND-USE DATING : Proprietary Bag and Vial SysKems] 

N/A 

106. Fadlily has wrilten procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength 0! CSPs. 
[MAINTAINING STERILITY PURITY AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS I] 

Yes 

107. Policies address packaging ‘0 mainlain physio-I imegmy, sKerilily, stabilitsyb and purity of CSPs [MAINTAINING STERILITY PURITY AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS: Packaging and TransporfingC F‘s] 

Yes 

DISPENSING/DISTRIBUTION 

108. Modes of transport are used mat maintain appropria‘e temperatures and prevent damage to CSPs. [MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPS] 

N/A 

109. Fadlity provides a multiple componem formal training program to ensure patients and caregivers understand the proper storage, handling, use, and 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

Yes 
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110. Written standard procedures describe means for patients to ask questions and report concerns and adverse events with CSPs, and for compounding
pharmacists to correct and prevent future problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING]

Yes

USP <71> STERILITY TESTING

111. Outsourced sterility testing results indicate that it is compliant with USP<71>.  A method not described in the USP may be used if validation
demonstrates that the alternative is at least as effective and reliable. [STERILITY TEST USP<71>]

N/A

112. Outsourced: The number of articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] N/A

113. Outsourced: The volume/quantity tested is according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] N/A

114. On site: Membrane filtration is used whenever the nature of the product permits. Filters are rinsed according to USP<71>.    Sterility testing results
indicate that it is compliant with USP<71>.  A method not described in the USP may be used if validation demonstrates that the alternative is at least as
effective and reliable.   [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing]
   Current policy states that sterility testing will be conducted in accordance with USP 71 standards

Yes

115. On site: Direct inoculation is done only when membrane filtration cannot be carried out.  Volume to be inoculated does not exceed 10% of the culture
media volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing]
   Current policy states that direct inoculation will only be carried out in the event that membrane filtration cannot be conducted

Yes

116. On site: The number of articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] Yes

117. On site: The volume/quantity tested is according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] Yes

118. On site: A growth promotion test has been done on the media with the 5 specified organisms (not more than 100 CFU) according to USP<71>.
[STERILITY TEST USP<71> : Growth Promotion Test of Aerobes, Anaerobes, and Fungi]

Yes

119. On site: A USP<71> method suitability test has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method
Suitability Test]

Yes

120. On site: TSB or SCD is incubated at 20-25 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation
Temperatures]

Yes

121. On site: FTM is incubated at 30-35 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures]
   New SOP calls for the use of FTM

Yes

122. On site: Sterility testing is documented including lot numbers and expiration dates of media. [FINISHED PREPARATION RELEASE CHECKS AND
TESTS]

Yes

123. Sterility testing reports are reviewed and appropriate actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND TESTS] N/A

MISCELLANEOUS

124. Facility engaged in office use sterile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64B16-27.700 (3)(g ] Yes

125. Compounding records are properly maintained. [FAC 64B16-28.140(4)] N/A

Remarks:
A board of pharmacy requested inspection to determine corrections of deficiencies from the previous 5/27/15 inspection was conducted in the presence of RPH Jeff Goldrich and
RPT Umarani Rajalingham. 
It should be noted that passing of this inspection does not set precedent for passing future inspections as NO sterile compounding has been conducted at this time. Subsequent
inspections will focus on actual sterile compounding and documentation provided.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Investigator/Sr. Pharmacist Signature: Representative:

DIFIORE, ROBERT Jeffrey Goldrich RPh

Date:9/4/2015 Date:9/4/2015

000037

|NV797-Steri|e Compounding 
lnsp it 138768 HYBRID PHARMA, LLC 

File it 21375 

110. Wriflen standard procedures describe means (or patients to ask questions and report concerns and adverse events with CSPS, and (or compounding Yes 
pharmacists to correct and prevent future problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

USP <71> STERILITY TESTING 

111. Outsourced sterility testing results indicate that it is compliantwith USP<71>. A method not described in the USP may be used it validation N/A 
demonstrates that the alternative is at least as eflective and reliable. [STERILITY TEST USP<71>] 

112. Outsourced: The number 01 articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number 01 Articles to Be Tested] N/A 

113. Outsourced: The volume/quantity tested is according to USP<71>. [STERILITY TEST USP<71> : Number 01 Articles to Be Tested] N/A 

114. On site: Membrane filtration is used wheneverthe nature 0Hhe product permits. Filters are rinsed according to USP<71>. Sterility testing results Yes 
indicate that it is compliant with USP<71>. A method not described in the USP may be used i1 validation demonstrates that the alternative is at least as 
eflective and reliable. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

Current policy states that sterility testing will be conducted in accordance with USP 71 standards 

115. On site: Direct inoculation is done only when membrane filtration cannot be carried out. Volume to be inoculated does not exceed 10% 01 the culture Yes 
media Volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

Current policy states that direct inoculation will only be carried out in the event that membrane filtration cannot be conducted 

116. On site: The number 01 articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number 01 Articles to Be Tested] Yes 

117. On site: The volume/quantity tested is according to USP<71>. [STERILITY TEST USP<71> : Number 01 Articles to Be Tested] Yes 

118. On site: A growth promotion test has been done on the media with the 5 specified organisms (not more than 100 CFU) according to USP<71>. Yes 
[STERILITY TEST USP<71> : Growth Promotion Test 0(Aer0bes, Anaerobes, and Fungi] 

119. On site: A USP<71> method suitabilitytest has been done with appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method Yes 
Suitability Test] 

120. On site: TSB 0r 3CD is incubated at 20-25 C (or 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation Yes 
Temperatures] 

121. On site: FTM is incubated at 30-35 C (or 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures] Yes 
New SOP calls for the use of FTM 

122. On site: Sterility testing is documented including lot numbers and expiration dates 01 media. [FINISHED PREPARATION RELEASE CHECKS AND Yes 
TESTS] 

123. Sterility testing reports are reviewed and appropriate actions taken and documented. [FINISHED PREPARATION RELEASE CHECKS AND TESTS] N/A 

MISCELLANEOUS 

124. Facility engaged in otfice use sterile compounding (or human use is registered with FDA as an outsourcing (acility. [FAC 64316-27700 (3)(g] Yes 

125. Compounding records are properly maintained. [FAC 64B16-28.140(4)] N/A 

Remarks: 
A board 01 pharmacy requested inspection to determine corrections 01 deficiencies (mm the previous 5/27/15 inspection was conducted in the presence 01 RPH Jeff Goldrich and 
RPT Umarani Rajalingham. 
It should be noted that passing 01 this inspection does not set precedent (or passing future inspections as NO sterile compounding has been conducted at this time. Subsequent 
inspections will (ocus on actual sterile compounding and documentation provided. 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the intormation given herein is true and correct 
to the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Investigator/Sr. Pharmacist Signature: Representative: 

DIFIORE, ROBERT Jeflrey Goldrich RPh 

Date:9/4/2015 Date:9/4/2015 
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21375
Insp # 140825

NAME
HYBRID PHARMA, LLC

PERMIT NUMBER
29374

DATE OF INSPECTION
06/14/2017

DOING BUSINESS AS

STREET ADDRESS
1015 W NEWPORT CTR DR #106-A

TELEPHONE # EXT

CITY
DEERFIELD BEACH

COUNTY
BROWARD

STATE/ZIP
FL/33442

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    10am-6pm

Monday    Y Monday Hours    

Tuesday    N Tuesday Hours    

Wednesday    N Wednesday Hours    

Thursday    N Thursday Hours    

Friday    N Friday Hours    

Saturday    N Saturday Hours    

Sunday    N Sunday Hours    

Registered Pharmacist / Intern / Tech

License #    PS27855 Licensee Name    Jeff Goldrich

License Type    Registered Pharmacists

License #    RPT45465 Licensee Name    Umarani Rajalingham

License Type    Pharmacy Tech

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    FH4258706

INV797 - Sterile Compounding

LOW RISK

1. Low risk CSP's are properly identified:  Aseptic manipulations within an ISO Class 5 environment using three or fewer sterile products and no more than
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

2. Low Risk CSP's, in absence of passing sterility test, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45
days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

3. Low Risk  CSP's with 12 hour BUD are properly identified and comply with all four specific criteria. 1.  PEC in Segregated Compounding area 2. Away
from windows, doors , high traffic areas 3. Hygiene & garbing required, sinks not adjacent to PEC.  4.  Cleaning & Disinfecting, Personnel training,
Competency evaluation, Garbing, Aseptic work practices, Viable and non-viable environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISK
LEVELS : Low-Risk Level CSPs]

MEDIUM RISK

4. Medium Risk CSP's are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer,
more than three sterile products and entries into any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

5. Medium Risk CSP's, In absence of passing sterility test, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or
45 days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

HIGH RISK
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NAME PERMIT NUMBER DATE OF INSPECTION 
HYBRID PHARMA, LLC 29374 06/14/2017 

DOING BUSINESS AS 

STREET ADDRESS TELEPHONE it EXT 
1015 W NEWPORT CTR DR #106-A 

CITY COUNTY STATE/ZIP 
DEERFIELD BEACH BROWARD FL/33442 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y Weekly Hours mam-6pm 

Monday Y Monday Hours 

Tuesday N Tuesday Hours 

Wednesday N Wednesday Hours 

N Hours 

Friday N Friday Hours 

Saturday N Saturday Hours 

Sunday N Sunday Hours 

Registered Pharmacist I Intern I Tech 

License # P827855 Licensee Name Jeff Goldrich 

License Type Registered Pharmacists 

License # RPT45465 Licensee Name Umarani Rajalingham 

License Type Pharmacy Tech 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

IDEA Reg # FH4258706 
I I 

|NV797 - Sterile Compounding 

Low RISK 

1. Low risk CSP'S are properiy identified: Aseptic manipulations within an ISO Class 5 environment using three ortewer sterile products and no more than 
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

2. Low Risk CSP'S, in absence 01 passing sterilitytest, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45 
days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Low-Risk Level CSPS] 

3. Low Risk CSP' s with 12 hour BUD are properiy identified and comply with all (our specific criteria. 1. PEG In Segregated Compounding area 2. Away 
(rom windows doors high traffic areas 3. Hygiene & garbing required sinks not adjacent (0 PEG. 4. Cleaning & Disintecting Personnel (raining 
Competency evaluation Garbing Aseptic work practices Viable and non- -viab|e environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISN 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP'S are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and (ranster, 
more than three sterile products and entries into any container, and pooling ingredients (rom multiple sterile products to prepare multiple CSPS. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPS] 

5. Medium Risk CSP'S, In absence 01 passing sterilitytest, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or 
45 days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Medium-Risk Level CSPS] 

HIGH RISK 
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6. Presterilizalion procedures for high-risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placemem of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

N/A 

7. High Risk CSP'S are properiy idenlified: Confirmed presence of nonsKerile ingredients and devices, or confirmed or suspected exposure 01 sterile 
ingredients for more than one hour to air quality inferior ‘0 ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPs] 

N/A 

8. High Risk CSP'S, in absence of passing sierility |es‘ are noK smred more than 24 hours at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen sla‘e a‘ -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High—Risk Level CSPS] 

Yes 

9. A 0.2-um certified sterilizing membrane fil‘er is used Kha‘ is chemically and physically compatible with the CSP‘ Filtration is completed rapidly without 
finer replacement. Sterilization method is verified ‘0 achieve s‘erility for the quantity and type of containers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Sleriliza‘ion of High-Risk Level CSPS by Filtration] 

N/A 

10. S1eri|izali0n melhod used has documemafion tha‘ accep‘able swenglh and purity of ingredients and integrity of containers is maintained, [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

There was no documentation that the sterilizing filter your using is pharmaceutical grade ,' THIS IS YOUR SECOND ADVISORY. 

N0 

11. The manufacturer recommended filter integrity (e.g., bubble point) Kest is performed and documented for all sterilizing filters after filtering CSPs. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Filtration] 

FIRM IS NOTDOCUMENTING THE ACTUAL BUBBLE POINT: COMPOUNDING RECORDS SIMPLY STATE "PASS >50PSI. The PDM demonstrate 
a filter integrity test on 6/14/2017 on a filter that was used to compound Ascorbic acid Ia! 170512A. The filter was no! rinsed. The filter was hooked up to a 
source of nitmgen and the pressure increased until a small amount of foam came out a! (he fillerpun out/er. Tubing was not attached to the outlet 
therefore a steady stream of bubbles could not be observed coming out a! the filter. The PDM indicated that this filter passed the filter integrity test and 
documented such on the commanding record. 

No 

12. Autoclave cycle has been verified using appropriaie biological indicators. Solutions are passed through a 1A2-um or smaller filter into final oontainerst 
remove particulates before sterilization. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
Steam] 

Auto cla Ve documents Show SCP'S methylcobalamin and MIC are being aulodaved [or 15 to 25 minutes. 

No 

13. Dry hea1 ovens used for sterilizalion have fil‘ered forced air. Only those items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPs by Dry Heat] 

14. The description of dry hea‘ sierilization condih‘ons and duration for specific CSPS is induded in wrinen documentation in the compounding (acility. The 
effecliveness of dry heat sierilization is verified using appropriaie biologi-I indicators and other confirmation [VERIFICATlON OF COMPOUNDING 
ACCURACY AND STERILITY : Sleriliza‘ion of High-Risk Level CSPS by Dry Heat] 

N/A 

15. Dry heal depyrogenation is used to render glassware or containers, such as vials free from pyrogens as well as viable microbes. The description 01 
the dry hea‘ depyrogenation cyde and durah‘on for specific load “ems is included in written documentation in the compounding facilky. The effectiveness 
01 Ihe dry heat depyrogenalion cycle is verified using endomxin diallenge vials (ECVS) [VERIFICATION 0F COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenalion by Dry Hea‘] 

non sterile glassware is not being wrapped properly with foil SOME GLASSWARE HAVE EXPOSED SURFACE AFTER DEPYROGENATION.‘ . they are 
rinsing they're glassware with sterile water; there is no sterile water where they are rinsing ,' (we gallons of distilled water are where the sink is located and 
glassware get rinsed. 

N0 

16. S1eri|i|y tesling is completed for all High—risk level CSPS prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2° to 8", and 6 hours atwarmer lhan 8" before being s‘erilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

Yes 

USP <71> STERILITY TESTING (Outsourced) 

17. Outsourced sterility tesling resulls indica‘e lhaiiK is compfiam with USP<71>. A method not described in the USP may be used if validation 
demonstrates the! he alternative is a‘ leas‘ as effeclive and reliable. [STERILITY TEST USP<71>] 

18. Outsourced: The number of arlicles tes‘ed are appropria‘e according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Ou‘sourced: The volume/quanmy tested is according to USP<71>. [STER|L|TY TEST USP<71> : Number of Articles to Be Tested] 

20. Oulsourced: A USP<71> method suilability ‘est has been done with appropriate inoculum, additives and rinses [STERILITY TEST USP<71> : Method 
Suilabili‘y Tesl] 

21. Omsourced: Slerilily tesiing reporls are reviewed and appropria‘e actions taken and documented‘ [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERILITY TESTING 

22. On sile: Membrane fillralion is used if appropria‘e. (The tedmique of membrane filtration is used whenever the nature of the product permits; that is, 
for fi|1erab|e aqueous preparations, for alcoholic or oily preparations, and for preparations miscible with, or soluble in, aqueous or oily solvents, provided 
these solvenls do n0| have an antimicrobial effed in me condttions of me Kest.) Filters are rinsed according to USP<71>. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Sterility Tesfing] 

No 

23. On sile: Direcl inoculation is done only when membrane fiflmfion cannut be mrried out. Volume to be inoculated does not exceed 10% of the culture 
media volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

All sterility testing is done through membrane inflation. 

N/A 

24. On sile: The number of articles tested are appropriate according K0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 
Batch of HCG Iot#170421F with a BUD of 6 months batch size 150 vials , a fatal 0! 8 vials were inhouse tested for sterility A batch of Ascorbic acid 3000 

ml was compounded and filled into 50 ml vials. The theoretical batch yield would have been 60 vials. 60 vials remain in the refrigerator 3 vials are 
documented as being sterility tested, 2 vials with T58 and 1 vial with FTM. A minimum of 4 vials are required for a USP 71 sterility test. YOU ARE NOT 
FOLLOWING USP <71> MINIMUM # OF ITEMS REQUIREMENT. 

No 

25. On site: The volume/quanlfly |es|ed is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 
Volume tested is not indicated on the sterility lest reports. 

26. On sile: A growlh promotion test has been done on me media with the 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71>: Growth Promotion Tes‘ ofAerobes Anaembes and Fungi] 

The firm obtains the results of the growth promotion test from (he manuladurer a! the T88 and F TM 

Yes 

27. On site: A USP<71> method suitability ‘es‘ has been done with appropriate inowlum, additives and rinses [STERILITY TEST USP<71> : Method 
Suitability Tes‘] 

Method suitability is outsourced to WuVi AppTec in Marietta GA. Sterility testing is done in house. There is no documentation to demonstrate that the 
procedure for method suitability matches the procedure for sterility lesling such as rinse solutions. 

No 

28. On sile: TSB 0r SCD is incubated 3120-25 C for 14 days (2 inwbamrs present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Temperatures] 

29. On sile: FTM is incuba‘ed 3| 30-35 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures] Yes 
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30. On sile:Sleri|i1yleslingis documented including Iol numbers and expiration dates of media [FINISHED PREPARATION RELEASE CHECKS AND Yes 
TESTS] 

31. On site: Sterility testing repons are reviewed and appropriate actions taken and documemed‘ [FINISHED PREPARATION RELEASE CHECKS AND N/A 
TESTS] 

ENDOTOXIN TESTING 

32. Endoloxin tesling is conducted for High-risk level CSP'S that are prepared in batches of more than 25 identical containers, or exposed longer than 12 Yes 
hours a! 2“ 10 8", and 6 hours at warmer than 8", before being sterilized or in multjdose containers for administration to multiple patients. (excluding those 
for inhalation and ophlhalmic adminislra‘ion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen) Testing] 

33. Endotoxin tesling process indicates lha‘ ii is compliamwim USP<85>. [BACTER|AL ENDOTOXINS TEST USP<85>] Yes 

34. High Risk CSP'S are wi|hin allowable limils f0! bacterial endomxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial N/A 
Endotoxin (Pyrogen) Testing] 

IMMEDIATE USE COMPOUNDING 

35. Immediale- -use compounding complies wim all six specified criKeria. 1. Low risk sterile nonhazardous products or diagnostic radiopharmaceutical N/A 
producls from he manufac‘urers original conlainers. Anh- neoplasms shall not be prepared as immediate— use CSPs because they are hazardous drugs. 
2. Unless required for he prepara‘ion the compounding procedure 15 a continuous process not to exceed 1 hour 
3. During preparation, aseptic technique is followed and, if not immediately administered, the finished CSP is under continuous supervision to minimize the 
p0:femia| for oomacl wilh n0ns|erile surfaces, inlroducfion of panicula‘e marker or biologiml fluids, mix-ups with other CSPs, and direct contact of outside 
su aces. 
4. Administralion begins not later ‘han 1 hour following the sKarl of me preparation of the CSP. 
5. Unless immediately and completely adminislered by Me person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label |is|ing patient identificafion informafion, the names and amoums of all ingredients, the name or initials of the person who 
prepared the CSP, and the exact 1-hour BUD and time. 
6. If administration has n0| begun wilhin 1 hour following the sKan of preparing the CSP, the CSP shall be promptly, properiy, and safely discarded. 
[IMMEDIATE-USE CSPS] 

SINGLE/MULTIPLE DOSE CONTAINER BUD 

36. Beyond-use da‘e does n0| exceed 28 days for muliipIe-dose containers afler initial opening or entry, unless specified otherwise by the manufacturer. Yes 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

37. Beyond-use lime does not exceed 6 hours for closure sealed singledose containers in ISO Class 5 or cleaner air after initial opening or entry, unless Yes 
specified olherwise by the manufacturer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

38. Beyond-use time does not exceed 1 hour for closure seated single—dose containers afler being opened or entered in worse than ISO Class 5 air. N/A 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

39. Single-dose ampules are discarded immedia‘ely after use. [SINGLEDOSE AND MULTIPLE-DOSE CONTAINERS] N/A 

HAZARDOUS DRUGS 

40. A pressure indicator is installed and differemial pressures are monitored and documented daily for hazardous buffer room. [HAZARDOUS DRUGS AS No 
cspg 

Pressures are not being documented correctty. Documentation does no! designate which mum pressures are assigned. 

41. Hazardous drug buffer room is at leas‘ 0.01 inch water column negative pressure with 30 ACPH of HEPA filtered air‘ [HAZARDOUS DRUGS AS CSPS N/A 

42. A1 least 0.01 inch wa‘er column negah‘ve pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhat: “When closed—system vial-transfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
he environmenl) are used, they shall be used wimin an ISO Ciass 5 environment of a BSC or CACI‘ The use of the CSTD is preferred bet-use of their 
inherenl closed syslem process. In facili‘ies lha‘ prepare a low volume of hazardous dmgs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI (ha! is located in a non-negative pressure room) is acoep‘able.“ For purpose of said provision, a ‘Iow volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear appropria‘e personal protective equipment [HAZARDOUS DRUGS AS CSPs] No 
No sterile chemo gloves 

44. Hazardous drugs are handled wilh caulion al all ‘imes using appropriate ohemomerapy gloves during receiving, distribution, stocking, inventorying, No 
preparing for administration, and disposal. Spill kits are available. [HAZARDOUS DRUGS AS CSPs] 

No appropriate gloves far handling hazardous drugs. 

45. Hazardous drugs are prepared in an ISO Class 5 environment (BSC or CACI) with proxeclive engineering commls in place, following aseptic practices Yes 
specified for he appropriate contamination risk levels. [HAZARDOUS DRUGS AS CSPS] 

46. Hazardous drugs are stored separately from other invemory in a manner to prevent contamination and personnel exposure. [HAZARDOUS DRUGS Yes 
AS csps] 

47. Access to hazardous dmg prepara‘ion areas is limi‘ed ‘0 authodzed compounding personneL [HAZARDOUS DRUGS AS CSPs] Yes 

48. Annual dowmen‘ation of hazardous dmg iraining of personnel regarding storage, handling, containment techniques and disposal o1 hazardous drugs N/A 
is available. [HAZARDOUS DRUGS AS CSPS] 

49. Compounding personnel of reproduclive capabili‘y have confirmed in writing that they understand the risks of handling hazardous drugs. N/A 
[HAZARDOUS DRUGS AS CSPS] 

50. Fadlily mainiains appropriate disposal con‘ainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] N/A 

FACILITY DESIGN AND CERTIFICATION 

51. Cerlificalion and |esting of primary (LAFWS, BSCS, CAIS and CACIS) and secondary engineering controls (buffer and ante areas) have been per10rrned 
by a qualified individual no less than every six momhs and whenever the device or room is relocated, altered, or major service to the facility is performed. 
Corrective action for deficiencies are documemed. Cerfificafion procedures sum as those ouflined in the CETA Certification Guide for Sterile Compoundinu 
Facilities (GAG-0034006) are conduc‘ed under dynamic conditions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 
Tesling Program] 

TMI (technical maintenance Inc ) Ft. Lauderdale 1-1017 certified ISO 7 prep roam ante mom IV mom and HD mom. LAFH and BSC both ISO 5. 
Certification of the ISO 5 PEG IS not documented as being done under dynamic conditions. 

No 
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52. Primary engineering conlrols provide unidiredional (i. e. laminar) HEPA filtered air Air pattern analysis via smoke studies are conducted at the critical 
si‘e 10 demonslrale unidirectional airflow and sweeping acfion over and away from the product under dynamic conditions. [ENVIRONMENTAL QUALITY 
AND CONTROL Facility Design and Environmemal Controls] 

Smoke studies not documented on the certification report for either PEC: FIRM HAS A LYOPHYLIZER IN THE POSI77VE PRESSURE CLEAN ROOM 
AND TRANSFERS COMPOUNDED HCG PARTIALLY STOPPERED VIALS THROUGH ISO 7 ZONES THAT DO NOT HAVE UNIDIRECTIONAL 
AIRFLOW. 

No 

53. The primary engineering controls are placed wiihin a buffe! area in sum a manner as to avoid conditions that could adversely affect their operation. 
The PEC is placed out of lhe traffic flow and in a manner ‘0 avoid disruption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal ConKroIs] 

Yes 

54. All HEPA filters are leak tested after installah‘on and every six months thereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

Yes 

ISOLATORS 

55. CAIS are proven to main‘ain ISO Class 5 air when parfide counts are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward iransfer of ma‘erials, and compounding manipulations when such CAls are located in air qualky worse than 
ISO Class 7. [ENVIRONMENTAL QUALITYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequate recovery lime for isola‘ors ‘0 achieve ISO Class 5 air quality is allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Connols Within ISO Class 7 Buffer Areas] 

57. Personnel garbing requiremenls are followed for CAIS unless manufacturer provides written documentation based on validated testing that any 
components of PPE are no‘ required to maimain s‘enlity of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fadlily has pressure gauges or velocity me‘ers to monitor the pressure differential or airflow between the buffer area and ante-area, and the ante-area 
and Ihe general environmen‘ 0u|side lhe compounding area. The resul are reviewed and documented on a log at least daily or by a continuous 
recording device. The pressures differenlials mee‘ or exceed 5 Pa (0.02 inch water cqmn (w.c‘))A Alternatively, in facilities where Iow- and medium-risk 
level CSPs are prepared, differenlial airflow is maimained at a minimum velucity of 0.2 meter/second (40 fprn) across a line of demarcation between buffer 
arga amnte-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

as 

No 

59. Clean rooms for nonhazardous and nonradioactive CSPS are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, 
and he! provides not less lhan 30 air changes per hour or qualifies for exception in 64B1GZ7797(4)(C). [ENVIRONMENTAL QUALITY AND CONTROL : 

Faciliiy Design and Environmental Conlmls] 

Yes 

60. Activilies and lasks carried 0m wi|hin |he buffer area are IimiKed to only those necessary when working within a controlled environment. 
[ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmenta! Controls] 

61. Only lhe furniture, equipmenl, supplies, and other material required for the compounding activities to be performed are brought into the buffer room. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

Yes 

62. Surfaces and essenlial fumi‘ure in buffer rooms or zones and dean rooms are nonporous, smooth, non-shedding, impermeable, deanable, and 
resislam 10 disinfectanls. [ENVIRONMENTAL QUALITYAND CONTROL: Facility Dfiign and Environmental Controls] 

Yes 

63. The surfaces of ceilings, walls, floors, fixtures, shelving, coumers, and cabinets in the buffer area are smooth‘ impervious, free from cracks and 
crevices, and non-shedding, |hereby promofing cleanabimy, and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL. Facility Design and Environmental Controls] 

A beam structure that surrounds the positive pressure clean room has exposed metal bolts protruding outward walls inside both clean moms are not 
smooth and are constructed ofplasric with ridges throughout; floorin ante room is tile sepamted with appmximately quarter Inch grouting. 

No 

64. Ceiling liles are caulked around each perime‘er and ‘0 walls to seal them to the support frame. The exterior lens surface of ceiling lighting fixtures is 
smooth, mounted flush, and sealed. All olher penelrah‘ons ‘hrough the ceiling or walls are sealed‘ [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

Ceiling tiles are not sealed Inspector observed ceiling lens light fixture in ante mam lit? when the door to positive pressure clean mom was opened. 

No 

65. The buffer area does not conlain sources of wa‘er (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
stainless sleel 0r molded plastic, 50 lhat hey are easily cleaned and disinfected. [ENVIRON MENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

66. Storage shelving, counters, cabinets and uns/casiers in the buffer area are smooth, impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfec‘able. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., computers and printers) and objects (e.g., cans and cabinets) are placed in bufier areas, air quality is verified by particle counts Yes 
on cerlification. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Source; Buffer Areas, and Ante-Areas] 

QUALITY AND CONTROL 

68. An appropriale environmenlal sampling plan has been developed for airborne viable particles based on a risk assessment of compounding activities No 
performed. Volumetric air sampling IS conducied every six months and sitfi indude locations within each ISO Class 5 environment and In the ISO Class 7 
and 8 areas and he areas at grea|e5| risk of comaminafion (e. 9. work areas near the ISO Class 5 environment counters near doors pass- through 
boxes). The plan includes sample localions, method of colleenon, frequency of sampling, volume of air sampled, and time of day as related to activity in 
he compounding area and aciion levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Partide Testing 
Program—Sampling Plan] 

Action levels established by firm for ISO 7 surface sample exceed USP limits 

69. Evalualion of airborne microorganisms using volumevic collection methods in the controlled air environments is performed by properly trained Yes 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

70. Volumetric air sampling using mal‘ exlracl agar (MEA) or some other media that supports the growth of fungi is used in high-risk level compounding Yes 
environmenls. [ENVIRONMENTAL QUALITYAND CONTROL : Gt Media] 

71. For low-risk level CSPS with 12-hour or less BUD, air sampling is performed at lomtions inside the ISO Class 5 environment and other areas that are N/A 
in close proximi‘y ‘0 he ISO class 5 environment. [ENVIRONMENTAL QUALITY AND CONTROL :Viable Air Sampling] 

72. The number of disaele colonies of microorganisms is ooumed and reponed as colonyJorming units (cfu) and documented on an environmental Yes 
moni‘oring form. Counts from air moni‘oring are transformed into cfu/cubic meter of air and evaluated for adverse trends [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubation Period] 

73. Surface sampling IS accomplished In all ISO dassified areas on a periodic basis using TSA contad plates with lecithin and polysorbate 80 and/or Yes 
swabs and IS done 3‘ the conclusion of compounding. [ENVIRONMENTAL QUALITY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmenl] 
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74. Sampling data IS collected and reviewed on a periodic basis as a means of evaluating the overall state of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL. Action Levels Documen‘ation and Data Evaluation] 

Firm conducts their own viable sampling; Volume of air tested In PEC’s IS not USP <797> compliant. Documents Show You are using 700 liters In your 
ISO 5, not 1000 L. Technician UR informed inspedorlhat she visually observes CFU's to identify organism: No microbiologist speciates growth so there is 
no way of knowing if there is fungus or pathogenic bacteria growing in your PEC's and SEC's, REGARDLESS OF ACTION LEVELS. 

No 

75. Compelent microbiology personnel are consul‘ed if an environmental sampling consisxenfly shows elevated levels of microbial growth. If any mold, 
yeast, coagulase posilive staphylococcus, or gram negative rods are detected immediate remediation and investigation into the uuse and source was 
conducled. [ENVIRONMENTAL QUALITYAND CONTROL : Action Levels. Documentation and Data Evaluation] 

Facility conducts all of their environmental monitoring however there is no identification of organisms when growth occurs; There is no wa y of knowing if 
there are pathogenic bacteria or fungi. 

N0 

76. Surfaces in he LAFWS, BSCS, CAIS, and CACIS are cleaned and disinfected frequenfly, including at the beginning ofeach work shift, before each 
bamh preparalion is started, every 30 minutes during cominuous compounding periods of individual CSPs, when there are spills, and when surface 
Conlaminalion is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Yes 

77. Cleaning and disinfecting occurs before compounding is performed. Items are removed from all areas to be cleaned, and surfaces are cleaned by 
removing loose material and residue from spills, e.g., wa‘er—soluble solid residues are removed with Sterile Water and low-shedding wipes. This shall be 
followed by wiping wilh a residue-free disinfecfing agent such as sterile 70% IPA, which is allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me S‘efile Compounding Areas] 

Yes 

78. Cleaning and disinfecting agents and me‘hods of appfication are in accordance with written SOPs and followed by custodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

No cleaning products used on ISO 5 Surfaces orISO 7 rooms in SOP 

No 

79. Cleaning materials, such as wipes, sponges, and mops, are non-shedding, preferably composed of synthetic micro fibers, and dedicated to use in the 
buffer area, anle-area, and segregated compounding areas and are not removed from these areas except for disposal‘ If cleaning materials are reused 
(e.g., mops), there are procedures based on manufac‘urer recommendations that ensure that the effectiveness of the cleaning device is maintained and 
repealed use does not add to the bioburden of Me area being deaned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
Sterile Compounding Areas] 

Four mops (2 blue and two yellow) are stored in the prep room, lying on the floor. Per UR the blue maps are used to clean the PEC'S.‘ They are stored 
in the prep morn, not ante mom 

No 

80. Supplies and equipmem removed from shipping canons are wiped wim a suitabie disinfecting agent (e‘g‘, sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing Me Sterile Compounding Areas] 

Yes 

81. Disinfeclani sprayed or wiped on a surface ‘0 be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfeciing the S‘erile Compounding Areas] 

Yes 

82. Slerile 70% IPA pads are used to disinfec‘ lhe s‘erile entry points of packages and devices Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecling the Sterile Compounding Areas] 

Yes 

QUALITY AND CONTROL (Secondary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces (0 be disinfected for a‘ least 30 seconds before such surfaces are used [a prepare CSPs. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting lhe S‘erile Compounding Areas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mopped daily by trained personnel at a time when no aseptic operations are in progress using approved agents 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

85. Shelving, walls, and ceilings in an‘e-areas and buffer areas are cleaned and disinfected at least monthly‘ [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling lhe Sterile Compounding Arus] 

Yes 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn, weeping sores, conjunctivitis, and adive respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal ou‘er garments; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the [it 01 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Fad|i1y has adequate supplies ‘0 mee‘ PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL. Personnel Cleansing and 
Garbing] 

No 

89. Garbing and hand hygiene are accomplished in Me ame-area in older of dirtiest to cleanest: shoes or shoe covers, head and facial hair covers,1ace 
mask, fingernail deansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

N0 fingernail picks 

No 

90. Slerile gloves are donned in he buffer room/isolaior afler hand deansing with an alcohol»based product with persistent activity and hands are allowed 
to dry. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

No persistent activity alcohol on Site. 

No 

91. Gloves are routinely disinfeded wilh sterile 70% IPA afler comacling nonslerile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

92. Personnel repeat garbing and hand hygiene after hey are amused K0 direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in the emeroom and reused during Me same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

93. Low/Medium Risk media-fill tests lha‘ closely simulaie the most challenging or stressful conditions encountered during compounding are completed a‘ 
less! annually by compounding personnel. Media-filled vials are appropriaKely incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

N/A 

94. High Risk Media -fi|| tests that closely simula‘e lhe mos‘ challenging or stressful conditions encountered during compounding have been completed at 
leasl semiannually by compounding personnel. Media -fi||ed vials are appropriately incubated for 14 days [CSP MICROBIAL CONTAMINATION RISK 
LEVELS : High-Risk Level CSPS] 

Media fill simulation uses 2 ml vials X 471: No larger volume media fill within the last 6 months for either employee. 

No 

95. Documentaiion indica‘es compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observafional audit tools (hand hygiene. gaming, aseptic technique) and media»fi|| testing annually or semiannually (high risk) and 
betore any compounding personnel begin to prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

Observational assessments are overdue for UR and JG. 

No 
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96. Compounding personnel who fail wriuen |es|s observanonal audits. or whose media fill test vials have one or more units showing visible microbial 
contaminaiion are reins‘mcled and re- evaluated by expen compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Corrective action IS documented. Compounding personnel pass all evaluations prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Compe‘ency Evaluation of Gaming» Aseptic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

97. Other cleaning personnel performing cleaning and disinfecfing procedures (5.9. environmental) are thoroughly trained in proper hand hygiene, and 
garbing, cleaning, and disinfeclion procedures by a qualified asepfic compounding expert [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Compelency Evalualion of Garbing, Asepfic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

98. Compounding personnel and char personnel responsib|e for duning routinely undergo performance evaluation of proper hand hygiene, garbing, and 
all applicable cleaning and disinfecfing procedures conducied by a qualified aseptic compounding expert. Visual observation of hand hygiene, garbing and 
cleaning is documented and maintained to provide a permanent record and long»term assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency EvaluaKion of Gaming, Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

No 

99. Immediately after he compounder compleies ‘he hand hygiene and garbing procedure, the evaluator collects a gloved fingertip and thumb sample 
from boih hands of lhe oompounder on‘o appropria‘e agar piates. The plaies are inwbaled at 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an ini|ia| oompe‘ency evaluafion and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

Yes 

100. Re-evalualion of glove fingenip testing on‘o appropriate agar plaKes (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium-risk level CSPs and semiannually for high»risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall not be disinfec‘ed wim sierile 70% IPA prior to testing. The cfu anion level is based on the total number of cm on both 
gloves and n01 per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampiing] 

Yes 

VERIFICATION 

101. Labels 0f CSPs contain name and address of pharmacy, oorred names and amounts or concentrations of ingredients, total volumes, beyond-use 
dates, slorage conditions, and rou|e(s) of adminis‘ranon. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verification 
of Ingrediems] 

Yes 

102. Fadlity has documentation lha‘ procedures have been followed to ensure steriiity, purity, correct identities and amounts of ingredients, and stability. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS : Inspection ofSolmion Dosage Forms and Review of Compounding Procedures] 

Yes 

103. CSP'S are visually inspec‘ed for abnormal parficulaie matter and color, and intact containers and seals [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspeclion 0f Solution Dosage Forms and Review ofCompounding Procedures] 

Yes 

104. Beyond Use Dates are assigned using dired stability-indicating assays or authoritative literature that supports the assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining Beyond-Use Da‘es] 

Yes 

105. Slorage lime of assembled bag and vial sysiems are according K0 the manufacturer recommendations (69 Minibag plus, Addvantage, Add-ease) 
[STORAGE AND BEYOND-USE DATING : Proprie‘ary Bag and Vial Systems] 

N/A 

DISPENSING/DISTRIBUTION 

106. Fadlily has wrilten procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength 0! CSPs. 
[MAINTAINING STERILITY PURITY AND STABILITY OF DISPENSED AND DISTRIBUTED CSPS 2] 

N/A 

107. Modes of transport are used |ha| maintain appropnate ‘emperatures and prevent damage to CSPs [MAINTAINING STERILITY PURITY AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS: Packaging and Transporting CSPS 5] 

N/A 

108. Facilily provides a mul‘iple componem formal iraining program to ensure paiiems and caregivers understand the proper storage, handling, use, and 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

N/A 

POLICY/PROCEDURE 

109. Wriflen procedures detail cleaning and disinfecfing the s‘erile compounding areas including deansers, disinfectants, and non-shedding wipe and mop 
ma1erials. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Pmducts for cleaning and disinfecting PEC'S and SEC'S are not included in [he SOP's 

No 

110. Awriflen procedure is in place for cleaning and disinfech'ng the Direct Compounding Areas‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting the Sterile Compounding Areas] 
Yes 

111. Fadlity has wriuen procedures ‘0 verify correct Identity, quality, amounts, and purities ofingredients used in CSPS‘ [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Identity and Strengm Verifiunon of Ingrediems] 

Yes 

112. Policies address packaging ‘0 maimain physio-I imegrily, sterility, stability, and purity ofCSPs. [MAINTAINING STERILITY, PURITY, AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPs] 

Yes 

113. Wriflen slandard procedures describe means for pah'ems ‘0 ask quesKions and report ooncems and adverse events with CSPs, and (or compounding 
pharmadsls lo correcl and preven‘ future problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

N/A 

RADIOPHARMACEUTICALS 

114. Fadlity has appropriate primary engineering controls and radioacfivny containment and shielding‘ Lomtion of primary engineering controls perrnmed 
in ISO Class 8 conlrolled environment. [RADIOPHARMACEUTICALS AS CSPS] 

115. Radiopharmaoeutiolls prepared as low-risk level CSPS with 12»hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated with a line of demaroflion. [RADIOPHARMACEUTICALS AS CSPs] 

116. Technetium-99m/Molybdenum-99 generamrs are elu‘ed in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs] 

MISCELLANEOUS 

117. Facilily engaged in office use s‘erile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64B16-27.700 (3)(g] Yes 

11B. Compounding records are properiy maimained. [FAC 64B16-28.140(4)] 
Batch records do not have actual bubble point lest documented, just simply >50psi. 

119. When compounding activi‘ies require lhe manipulatvon of a patient's blood-derived or other biologiml material, the manipulations are cleariy 
separaled from routine material-handling procedures and equipmem used in CSP preparation activities, and they are controlled by specific standard 
operafing procedures in order ‘0 avoid any cross-comaminafion. [ENVIRONMENTAL QUALITY AND CONTROL: Placement of Primary Engineering 
Comrols Wilhin ISO Class 7 Buffer Areas] 

N/A 

SPECIAL PARENTERAL ENTERAL 8. EXTENDED SCOPE 
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120. Pharmacy technicians properly identified and supervised. [64B16-27.420, F.A.C.]

121. Medication properly labeled. [465.0255, F.S.] [64B16-28.108, F.A.C.]

122. Expired medications removed from the shelves. [64B16-28.110, F.A.C.]

123. CQl Policy and Procedures and quarterly meetings. [766.101, F.S.] [64B16-27.300, F.A.C.]

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.]

125. Pharmacy maintains patient profile records. [64B16-27.800, F.A.C.]

126. All controlled substance prescriptions contain information required. [893.04, F.S.]

127. Prescriptions for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the
quantity and date
meet the requirements of [456.42(2), F.S.].

128. Controlled substance inventory taken on a biennial basis and available for inspection. [893.07(1)(a), F.S.]

129. DEA 222 order forms properly completed. [893.07, F.S.]

130. Controlled substance records and Rx information in computer system is retrievable. [21CFR 1306.22] [64B16-28.140, F.A.C.]

131. Controlled substance records maintained for 4 years. [465.022(12)(b), F.S.]

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64B16-28.140(3)(b), F.A.C.]

133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

Remarks:

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Jeff Goldrich

Date:6/14/2017 Date:6/14/2017
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120. Pharmacy technicians properly identified and supervised. [64316-21420, F.A.C.] 

121. Medication properly labeled. [465.0255, F.S.] [64316-28108, F.A.C.] 

122. Expired medications removed (mm the shelves. [64316-28110, F.A.C.] 

123. CQI Policy and Procedures and quarterly meetings. [766.101, F.S.] [64316-27300, F.A.C.] 

124. Prescriptions have the date dispensed and dispensing pharmacists. [893.04(1)(c) 6, F.S.] [64B16-28.140(3)(b), F.A.C.] 

125. Pharmacy maintains patient profile records. [64316-27300, F.A.C.] 

126. All controlled substance prescriptions contain intorrnation required. [893.04, F.S.] 

127. Prescriptions (or controlled substances are on counterfeit-prom prescription pads 0r blanks purchased (mm a Department-approved vendor and the 
quantity and date 
meet the requirements 01 [456.42(2), F.S.]. 

128. Controlled substance inventory taken on a biennial basis and available (or inspection. [893.07(1)(a), F.S.] 

129. DEA 222 order terms properly completed. [893.07, F.S.] 

130. Controlled substance records and Rx intormation in computer system is retrievable. [21CFR1306.22] [64316-28140, F.A.C.] 

131. Controlled substance records maintained (or 4 years. [465.022(12)(b), F.S.] 

132. Certified daily log OR printout maintained. [21CFR 1306.22(b)(3)] [64316-28.140(3)(b), F.A.C.] 

133. Pharmacy is reporting to the PDMP within 7 days 01 dispensing controlled substance. [893.055(4), F.S.] 

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained (mm a Florida licensed distributor. 499.005 (14) 

Remarks: 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the intormation given herein is true and correct 
to the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Inspector Signature: Representative: 

Jefl Goldrich 

Date:6/14/2017 Date:6/14/2017 
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
INVESTIGATIVE SERVICES

INV797-Sterile Compounding

File # 21375
Insp # 153486

NAME
HYBRID PHARMA, LLC

PERMIT NUMBER
29374

DATE OF INSPECTION
12/19/2017

DOING BUSINESS AS

STREET ADDRESS
1015 W NEWPORT CTR DR #106-A

TELEPHONE # EXT

CITY
DEERFIELD BEACH

COUNTY
BROWARD

STATE/ZIP
FL/33442

Additional Information

Business Operation Hours

M-T-W-TH-F    Y Weekly Hours    10am-6pm

Monday    Y Tuesday    N

Wednesday    N Thursday    N

Friday    N Saturday    N

Sunday    N

Registered Pharmacist / Intern / Tech

License #    PS27855 Licensee Name    Jeff Goldrich

License Type    Registered Pharmacists

License #    RPT45465 Licensee Name    Umarani Rajalingham

License Type    Pharmacy Tech

ACS Manager

Optional Information

Basic License Data - PSD

DEA Reg #    FH4258706

INV797 - Sterile Compounding

LOW RISK

1. Low risk CSP's are properly identified:  Aseptic manipulations within an ISO Class 5 environment using three or fewer sterile products and no more than
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

2. Low Risk CSP's, in absence of passing sterility test, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45
days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPs]

3. Low Risk  CSP's with 12 hour BUD are properly identified and comply with all four specific criteria. 1.  PEC in Segregated Compounding area 2. Away
from windows, doors , high traffic areas 3. Hygiene & garbing required, sinks not adjacent to PEC.  4.  Cleaning & Disinfecting, Personnel training,
Competency evaluation, Garbing, Aseptic work practices, Viable and non-viable environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISK
LEVELS : Low-Risk Level CSPs]

MEDIUM RISK

4. Medium Risk CSP's are properly identified: Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer,
more than three sterile products and entries into any container, and pooling ingredients from multiple sterile products to prepare multiple CSPs. [CSP
MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

5. Medium Risk CSP's, In absence of passing sterility test, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or
45 days in solid frozen state at -25° to -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Medium-Risk Level CSPs]

HIGH RISK

6. Presterilization procedures for high-risk level CSPs, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment.
[ENVIRONMENTAL QUALITY AND CONTROL : Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas]

N/A

7. High Risk CSP's are properly identified: Confirmed presence of nonsterile ingredients and devices, or confirmed or suspected exposure of sterile
ingredients for more than one hour to air quality inferior to ISO Class 5 before final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS :
High-Risk Level CSPs]

Yes

000045
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NAME PERMIT NUMBER DATE OF INSPECTION 
HYBRID PHARMA, LLC 29374 12/19/2017 

DOING BUSINESS AS 

STREET ADDRESS TELEPHONE it EXT 
1015 W NEWPORT CTR DR #106-A 

CITY COUNTY STATE/ZIP 
DEERFIELD BEACH BROWARD FL/33442 

Additional lnlormation 

Business Operation Hours 

M-T-W-TH-F Y Weekly Hours mam-6pm 

Monday Y Tuesday N 

Wednesday N Thursday N 

Friday N Saturday N 

Sunday N 

Registered Pharmacist I Intern I Tech 

License # P827855 Licensee Name Jeff Goldrich 

License Type Registered Pharmacists 

License # RPT45465 Licensee Name Umarani Rajalingham 

License Type Pharmacy Tech 

ACS Manager 

Optional lnlormation 

Basic License Data - PSD 

IDEA Reg # FH4258706 
I I 

|NV797 - Sterile Compounding 

Low RISK 

1. Low risk CSP'S are properiy identified: Aseptic manipulations within an ISO Class 5 environment using three ortewer sterile products and no more than 
two entries into any container. [CSP MICROBIAL CONTAMINATION RISK LEVELS : Low-Risk Level CSPS] 

2. Low Risk CSP'S, in absence 01 passing sterilitytest, stored not more than 48 hours at controlled room temperature, 14 days at cold temperature, or 45 
days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Low-Risk Level CSPS] 

3. Low Risk CSP' s with 12 hour BUD are properiy identified and comply with all (our specific criteria. 1. PEG In Segregated Compounding area 2. Away 
(rom windows doors high traffic areas 3. Hygiene & garbing required sinks not adjacent (0 PEG. 4. Cleaning & Disintecting Personnel (raining 
Competency evaluation Garbing Aseptic work practices Viable and non- -viab|e environmental sampling apply. [CSP MICROBIAL CONTAMINATION RISN 
LEVELS. Low- Risk Level CSPS] 

MEDIUM RISK 

4. Medium Risk CSP' s are properly identified. Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer 
more than three sterile products and entries into any container and pooling ingredients (rom multiple sterile products to prepare multiple CSPS. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS. Medium- Risk Level CSPS] 

5. Medium Risk CSP'S, In absence 01 passing sterilitytest, stored not more than 30 hours at controlled room temperature, 9 days at cold temperature, or 
45 days in solid (rozen state at -25" (0 -1 0" 0r colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS :Medium-Risk Level CSPS] 

HIGH RISK 

6. Presterilization procedures (or high-risk level CSPS, such as weighing and mixing, are completed in no worse than an ISO Class 8 environment. N/A 
[ENVIRONMENTAL QUALITY AND CONTROL : Placement 01 Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

7. High Risk CSP'S are properiy identified: Confirmed presence 01 nonsterile ingredients and devices, or confirmed or suspected exposure 01 sterile Yes 
ingredients (or more than one hour (0 air quality inIen'orto ISO Class 5 beIore final sterilization. [CSP MICROBIAL CONTAMINATION RISK LEVELS : 

High-Risk Level CSPS] 
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8. High Risk CSP'S, in absence of passing sierility |es‘ are noK smred more than 24 hours at controlled room temperature, 3 days at cold temperature, or 
45 days in solid frozen state a‘ -25° ‘0 -10° or colder. [CSP MICROBIAL CONTAMINATION RISK LEVELS : High—Risk Level CSPS] 

Yes 

9. A 0.2-pm certified steri' 'ng membrane filter is used lha‘ is chemically and physically compatible with the CSP. Filtration is completed rapidly without 
finer replacement Sterilization method is verified ‘0 achieve s‘erility for the quantity and type of containers [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : Steriliza‘ion of High-Risk Level CSPs by Filtration] 

Compounding record for Zinc sulfate 10mg/ml final volume of 300 ml was sterilized by filrmtion with a Baxter Supt)! 32 mm syringe filter. Manufacturer 
recommended volume for this filter is less than 150 ml. 

No 

10. S‘eriliza‘ion method used has documentation that accep‘atfle strength and purity of ingredients and imegrity of containers is maintained. [CSP 
MICROBIAL CONTAMINATION RISK LEVELS : High-Risk Level CSPS] 

N/A 

11. The manufac‘urer recommended filter in‘egrity (e.g., bubble point) tesK is performed and documented for all sterilizing filters after filtering CSPS. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPS by Filtration] 

Yes 

12. Autoclave cycle has been verified using appropriate biological indicamrs. Sohnicns are passed through a 1.2-um or smaller filter into final oontainerst 
remove particulales before steriliza‘ion. [VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High-Risk Level CSPs by 
Sleam] 

Yes 

13. Dry hea1 ovens used for sterilization have fil‘ered forced air. Only those items that will be damaged by steam are sterilized by dry heat. 
[VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY : Sterilization of High»Risk Level CSPS by Dry Heat] 

No sterilization of CSP'S through dry heat 

N/A 

14. The description of dry heat slerilizah‘on conditions and durafion for specific CSPS is induded in written documentation in the mmpounding facilky. The 
effectiveness of dry heat sierilizaiion is verified using appropriate biological indicawrs and other confirmation [VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY : S‘eriliza‘ion of High-Risk Level CSPs by Dry Heal] 

N/A 

15. Dry heai depyrogenation is used to render glassware or coniainers, such as vials free from pyrogens as well as viable microbes. The description of 
the dry hea‘ depyrogena‘ion cyde and duration for specific load items is included in written documentation in the compounding facility. The effectiveness 
of ‘he dry heat depyrogenalion cycle is verified using endo‘oxin challenge vials (ECVS). [VERIFICATION OF COMPOUNDING ACCURACY AND 
STERILITY : Depyrogenalion by Dry Hea‘] 

Firm is using distilled water to rinse glassware not sterile water: SECOND ADVISORY. 

No 

16. Sleriliiy testing is completed for all High—risk level CSPs prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 
2" \0 8", and 6 hours atwarmer lhan 8" before being s‘erilized. [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Sterility Testing] 

Yes 

USP <71> STERILITY TESTING (Outsourced) 

17. Oulsourced sterility |esling results indicate Mam is compfiam with USP<71>. A method not described in the USP may be used if validation 
demonsirales mat lhe alternative is at |eas| as effecfive and reliable. [STERILITY TEST USP<71>] 

18. Omsourced: The number of articles tested are appropriate according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

19. Oulsourced: The volume/quanlity tested is according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

20. Outsourced: A USP<71> me‘hod suilability |es| has been done wim appropriate inoculum, additives and rinses. [STERILITY TEST USP<71> : Method 
Suilabili‘y Tesl] 

21. Oulsourced: Sterility testing repons are reviewed and appropria‘e actions taken and documented [FINISHED PREPARATION RELEASE CHECKS 
AND TESTS] 

USP <71> STERILITY TESTING 

22. On site: Membrane filtration is used if appropria‘e. (The technique of membrane filtration is used whenever the nature of the product permits; that is, 
for fil‘erable aqueous preparations, for alcoholic or oily preparafions, and for preparations miscible with, or soluble in, aqueous or oily solvents, provided 
1hese solvents do not have an anlimicrobial effed in ‘he conditions of the test.) Filters are rinsed according to USP<71>, [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : S‘erili‘y Tesfing] 

The SOP the firm is using is the Pall MF (membrane filtration) technique for their sterility testing that does not match the procedure. also. the Nalgene 
sterile filter that was presented to inspectors indicates that it is for food and beverages and does not indicate it can be used for pharmaceutics/product 
Sterility tests; PROVIDE DOCUMENTATION THE DEVICE IS APPROPRIATE FOR USP <71> STERILITY TESTS 

23. On sile: Direcl inoculation is done only when membrane filtration cannot be mrried ouL Voiume to be inoculated does not exceed 10% of the culture 
media Volume. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Sterility Testing] 

N/A 

24. On site: The number of articles tested are appropria‘e according to USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] Yes 

25. On site: The volume/quanlfly |ested is according ‘0 USP<71>. [STERILITY TEST USP<71> : Number of Articles to Be Tested] 

26. On sile: A growlh promotion test has been done on me media with the 5 specified organisms (not more than 100 CFU) according to USP<71>. 
[STERILITY TEST USP<71> : Growth Promotion Tes‘ of Aerobes. Anaembes, and Fungi] 

N/A 

27. On sile: A USP<71> method suitability test has been done with appropriate inowlum, additives and rinses [STERILITY TEST USP<71> : Method 
Suilabili Tesl 

Metho‘gl, suiralbiliry does not match melhod used for sterility tests. SECOND ADVISORY. Atlas labs conducts method suitability for Hot; and uses 
bacteriostatic water to reconstitute the product, not SWFI ; SECOND ADVISORY Provide documentation that all rinses and methods used in the method 
suitability are alike is: membrane filtration, inoculation, rinses, etc. FOR EACH PRODUCT THAT YOU TEST FOR STERILITY. The media you are using 
is TSB with lecithin and tween 20 and Fluid Thioglycollate that are manufactured by Hardy. Send documentation Aflas labs is using the same media and 
rinses for method suitability for EACH PRODUCT 

N0 

28. On site: TSB 0r SOD is incubated 3120-25 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation 
Temperaiures] 

29. On sile: FTM is incuba‘ed 3| 30-35 C for 14 days (2 incubators present). [STERILITY TEST USP<71> : Culture Media and Incubation Temperatures] Yes 

30. On sile: Slerilily lesling is documenled including lot numbers and expiration dates of media. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

Yes 

31. On site: Sterility testing repons are reviewed and appropria‘e actions taken and documemed. [FINISHED PREPARATION RELEASE CHECKS AND 
TESTS] 

Yes 

ENDOTOXIN TESTING 

32. Endotoxin lesling is conduc‘ed for High-risk level CSP'S mm are prepared in batches of more than 25 identical containers, or exposed longer than 12 
hours at 2° 10 8", and 6 hours at warmer |han 8“, before being sKeriIized or in mulfidose containers for administration to multiple patients. (excluding those 
for inhalation and ophlhalmic adminislra‘ion) [FINISHED PREPARATION RELEASE CHECKS AND TESTS: Bacterial Endotoxin (Pyrogen)Tes(ing] 

Testosterone lor#171006a 2000 ml has not been tested for endoloxins. 

No 
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33. Endoloxin lesling process indicates |ha| it is compllam with USP<85>. [BACTERIAL ENDOTOXINS TEST USP<85>] 

34. High Risk CSP'S are wi|hin allowable |imi|s for bac‘erial endmoxins. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Bacterial 
End010xin (Pyrogen) Testing] 

Yes 

IMMEDIATE USE COMPOUNDING 

35. Immediate- -use compounding complies wim all six specified criteria. 1. Low nsk sterile nonhazardous products or diagnostic radiopharmaceutical 
producls from he manufacturers original comainers. Anh- -neoplasfics shall not be prepared as immediate— use CSPs because they are hazardous drugs. 
2. Unless required for the prepara‘ion |he compounding procedure IS a continuous process not to exceed 1 hour. 
3. During preparalion, asep‘ic |echnique is followed and, if no‘ immediaKely administered, the finished CSP is under continuous supervision to minimize the 
porr‘emial for oon‘acl with nonsterile surfaces, inlroducfion of paniculaie matter or biologiml fluids, mix-ups with other CSPS, and direct contact of outside 
su aces. 
4. Administralion begins not later |han 1 hour following he s‘arl of the preparation of the CSP. 
5. Unless immedialely and completely adminis‘ered by Me person who prepared it or immediate and complete administration is witnessed by the preparer, 
the CSP shall bear a label listing palienl idemifica‘ion informafion, the names and amounts of all ingredients, the name or initials of the person who 
prepared lhe CSP, and he exact 1-hour BUD and ‘ime. 
6. II adminis‘ration has n0| begun wilhin 1 hour following ‘he s‘an of preparing the CSP, the CSP shall be promptly, properiy, and safely disurded. 
[IMMEDIATE-USE CSPS] 

N/A 

SINGLEIMULTIPLE DOSE CONTAINER BUD 

36. Beyond-use dale does no‘ exceed 28 days for muliiple-dose containers afler initial opening or entry, unless specified otherwise by the manufacturer. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

37. Beyond-use lime does n0| exceed 6 hours for closure sealed single-dose containers in ISO Class 5 or cleaner air after initial opening or entry, unless 
specified 01herwise by the manufaclurer. [SINGLE-DOSE AND MULTIPLE»DOSE CONTAINERS] 

N/A 

38. Beyond-use lime does not exceed 1 hour for closure sealed single-dose containers afler being opened or entered in worse than ISO Class 5 air. 
[SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS] 

N/A 

39. Single-dose ampules are discarded immediately after use. [SINGLE»DOSE AND MULTIPLE»DOSE CONTAINERS] N/A 

HAZARDOUS DRUGS 

40. A pressure indicator is inslalled and differemial pressures are murmured and documented daily for hazardous buffer room. [HAZARDOUS DRUGS AS 
cspg 

Yes 

41. Hazardous drug buffer room is 3‘ leas‘ 0.01 inch water column negative prfisure with 30 ACPH of HEPA filtered air. [HAZARDOUS DRUGS AS CSPS Yes 

42. A\ leasl 0.01 inch water column negah‘ve pressure and 12 air changes per hour in non»deanrooms in which CACIs are located. FAC: USP Chapter 797 
requires lhat: “When closed—sys‘em vial-‘ransfer devices (CSTDS) (i.e., viaHransfer systems that allow no venting or exposure of hazardous substance to 
he environment) are used, |hey shall be used wimin an ISO Class 5 environment of a BSC or CACI. The use of the CSTD is preferred bet-use of their 
inherenl closed syslem process. In facili‘ies lhat prepare a low volume of hazardous dmgs, the use of two tiers of containment (9.9., CSTD within a BSC or 
CACI lhat is located in a non-negalive pressure room) is acceptable." For purpose of said provision, a “low volume of hazardous drugs" is defined as less 
than 40 doses per month. [HAZARDOUS DRUGS AS CSPS] 

N/A 

43. Personnel compounding hazardous drugs wear appropria‘e personal protective equipment [HAZARDOUS DRUGS AS CSPs] 

44. Hazardous drugs are handled wilh uuh‘on a‘ all ‘imes using appropriate ohemotherapy gloves during receiving, distribution, stocking, inventorying, 
preparing for adminislration, and disposal. Spill ki|s are available. [HAZARDOUS DRUGS AS CSPs] 

Yes 

45. Hazardous drugs are prepared in an ISO Class 5 envlronment (BSC or CACI) with protective engineering controls in place, following aseptic practices 
specified for he appropriate con‘aminalion risk levels. [HAZARDOUS DRUGS AS CSPS] 

Yes 

46. Hazardous drugs are stored separa‘ely from oiher invemory in a manner to prevent contamination and personnel exposure. [HAZARDOUS DRUGS 
AS csps] 

HCG stored in quarantine cabinet with non hazardous drugs. 

No 

47. Access 10 hazardous dmg prepara‘ion areas is limi‘ed to authorized compounding personnel. [HAZARDOUS DRUGS AS CSPs] 

48. Annual documentation of hazardous dmg iraining of personnel regarding storage, handling, containment techniques and disposal of hazardous drugs 
is available. [HAZARDOUS DRUGS AS CSPS] 

49. Compounding personnel of reproductive capabili‘y have confirmed in writing that they understand the risks of handling hazardous drugs. 
[HAZARDOUS DRUGS AS CSPS] 

50. Fad|i1y maimains appropriate disposal comainers for all hazardous waste. [HAZARDOUS DRUGS AS CSPs] 

FACILITY DESIGN AND CERTIFICATION 

51. Certification and |esling of primary (LAFWS BSCS CAIS and CACIS) and secondary engineering controls (buffer and ante areas) have been performed 
by a qualified individual no less lhan every six momhs and whenever the device or mom is relocated altered or major service to the facility IS performed. 
Corrective action for deficiencies are documented. Cerbficahon procedures sudl as those ouflined In the CETA Certification Guide for Sterile Compoundinc 
Facililies (GAG-0032006) are conduc‘ed under dynamic condifions. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Nonviable Particle 
Testin Pro ram 

Julyg11, 2%17 'II'MI; Ante ISO Class 7, BR 1 (positive buffer room) ISO Class 7 , BR 2 (negative bulfer mam) ISO Class 7; ISO Class 7 PR (prep room) 
; 1 XLFH ISO Class 5 TESTED UNDERAT REST CONDITIONS; 1 x 350 located in BR 2 however TMI reported the PEG is located in the lab which non 
Viable particle counts were not collected on the 550 . There is no assumnce [his PEC is apemting under clean ISO Class 5 standarfls. 

No 

52. Primary engineering conlrols provide unidirectional (i.e., laminar) HEPA filtered air. Air pattern analysis via smoke studies are conducted at the critical 
site 10 demonslrale unidirectional airflow and sweeping action over and away from the product under dynamic oonditionlNVlRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

N0 smoke studies available at the time of inspection. PLEASE PROVIDE SMOKE STUDIES WITHIN 72 HOURS OF THIS INSPECTION. HCG IS A 
HAZARDOUS DRUG COMPOUNDED IN THE HD ROOM THEN TRANSFERRED TO THE LYOPHYLIZER THAT IS LOCATED IN THE POSITIVE 

féggfifitlygéé’ 
PARTIALLY STOPPERED VIALS ARE BEING TRANSFERRED FROM ISO CLASS 5 PEG THROUGH ISO CLASS 7 TO THE 

No 

53. The primary engineering conlmls are placed wiihin a buffef era in such a manner as to avoid conditions that could adversely affect their operation. 
The PEC is placed out of lhe traffic flow and in a manner ‘0 avoid disruption from the HVAC system and room cross drafts. [ENVIRONMENTAL QUALITY 
AND CONTROL : Facility Design and Environmemal Commls] 

Yes 

54. All HEPA filters are leak |es|ed after insiallah‘on and every six monms mereafler. [ENVIRONMENTAL QUALITY AND CONTROL : Facilky Design and 
Environmenlal Controls] 

Yes 

ISOLATORS 
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55. CAIS are proven to maintain ISO Class 5 air when parlide coums are sampled 6 to 12 inches upstream of critical site exposure areas during 
performance of normal inward and outward iransfer of ma‘erials, and compounding manipulations when such CAls are located in air qualky worse than 
ISO Class 7. [ENVIRONMENTAL QUAL|TYAND CONTROL: Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

56. Adequate recovery time for isolators ‘0 achieve ISO Class 5 air quality IS allowed afler material transfer before and during compounding operations. 
[ENVIRONMENTAL QUALITY AND CONTROL. Placemem of Primary Engineering Controls Within ISO Class 7 Buffer Areas] 

57. Personnel garbing requiremenls are followed for CAIS unless manufacmrer provides written documentation based on validated testing that any 
components of PPE are not required to maimain s‘erili‘y of CSPS. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

FACILITY DESIGN AND CERTIFICATION (Secondary Engineering Controls) 

58. Fadlily has pressure gauges or velocity me‘ers ‘0 monflor me prasure differential or airflow between the buffer area and ante-area, and the ame-area 
and the general environmen‘ ou‘side lhe compounding area. The resul are reviewed and documented on a log at least daily or by a continuous 
recording device. The pressures differentials mee‘ or exceed 5 Pa (0.02 inch water cdumn (w.c.))A Alternatively, in facilities where Iow- and medium-risk 
level CSPS are prepared, differential airflow is maimained at a minimum velocity of 0.2 meter/second (40 fpm) across a line of demarntion between buffer 
area and ante-area. [ENVIRONMENTAL QUALITY AND CONTROL : Pressure Differential Monitoring] 

Door connecting the general area to the ISO Class 7 prep area remained ajar through most of the inspection. Pressure gauge read +0.003’w.c.. 

No 

59. Clean rooms for nonhazardous and nonradioactive CSPs are supplied with HEPA filtered air that enters from ceilings with return vents low on walls, 
and ihal provides no‘ less lhan 30 air changes per hour or qualifies for exception in 64B1GZ7.797(4)(C). [ENVIRONMENTAL QUALITY AND CONTROL : 

Facilily Design and Environmenlal Conlrols] 

Yes 

60. Activities and tasks carried out wi|hin |he buffer area are limited ‘0 only muse necessary when working within a controlled environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

61. Only the furniture, equipment, supplies, and mher ma‘erial required for the compounding activities to be performed are brought into the buffer room. 
[ENVIRONMENTAL QUALITY AND CONTROL : Facility Design and Environmental Controls] 

Yes 

62. Surfaces and essential fumi‘ure in buffer rooms or zones and clean rooms are nonporous, smooth, non-shedding, impermeable, deanable, and 
resisiani 10 disinfeclan‘s. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

Yes 

63. The surfaces of ceilings walls floors fixtures shelving, coumers and cabinets In the buffer area are smooth impervious free from cracks and 
devices and non- shedding thereby promoling cleanabil'ny and minimizing spaces in which microorganisms and other contaminants may accumulate. 
[ENVIRONMENTAL QUALITY AND CONTROL. Facility Design and Environmental Controls] 

positive clean room has protruding , rusted bolts sticking out of the upper left side 0! wall: there are multiple cracks on seam of wall in clean mom. 
SECOND ADVISORY. 

No 

64. Ceiling tiles are caulked around each perimeter and to walls ‘0 seal them to the support frame‘ The exterior lens surface of ceiling lighting fixtures is 
smoolh, mounied flush, and sealed. All olher penetrations ‘hrough the ceiling or walls are sealed‘ [ENVIRONMENTAL QUALITY AND CONTROL : Facility 
Design and Environmenlal Controls] 

Yes 

65. The buffer area does not contain sources of wa‘er (sinks) or floor drains. Work surfaces are constructed of smooth, impervious materials, such as Yes 
s‘ainless sleel 0r molded plaslic, so lha‘ lhey are easily cleaned and disinfected. [ENVIRON MENTAL QUALITY AND CONTROL : Faciliky Design and 
Environmemal Controls] 

66. S‘orage shelving, counters, cabinets and ourls/casiers in me buffer area are smooth, impervious, free from cracks and crevices, non-shedding, Yes 
non-porous, deanable, and disinfec‘able. [ENVIRONMENTAL QUALITY AND CONTROL: Facility Design and Environmental Controls] 

67. When devices (e.g., computers and primers) and objeds (e.g., arts and cabinets) are placed in buffer areas, air quality is verified by particle counts Yes 
on cerlificaiion. [ENVIRONMENTAL QUALITY AND CONTROL : ISO Class 5 Air Sources, Bufler Areas, and Ante-Areas] 

QUALITY AND CONTROL 

68. An appropriate environmental sampling plan has been developed for airborne viabie particles based on a risk assessment of compounding activities No 
performed. Volumetric air sampling is conduc‘ed every six months and sitfi include lomtions within each ISO Class 5 environment and in the ISO Class 7 
and 8 areas, and the areas at greatest risk of comaminafion (e.g., work areas near the ISO Class 5 environment, counters near doors, pass-through 
boxes). The plan includes sample locafions, melhod of collection, frequency of sampling, volume of air sampled, and time of day as related to activity in 
he compounding area and action levels. [ENVIRONMENTAL QUALITY AND CONTROL: Environmental Viable Airborne Particle Testing 
Program—Sampling Plan] 

Not available at the time of inspection 

69. Evalualion of airborne microorganisms using volumetric collecfion methods in the controlled air environments is performed by properly trained 
individuals for all compounding risk levels. [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

VAS using a general micmbio/ogical growth medium to support growth of bacteria has been used for the LFH only. 

No 

70. Volumetric air sampling using mal‘ exlracl agar (MEA) or some other media mat supports the growth of fungi is used in high-risk level compounding 
environments. [ENVIRONMENTAL QUAL|TYAND CONTROL : Grown'I Media] 

Yes 

71. For low-risk level CSPS with 12-hour or less BUD, air sampling is performed at lomlions inside the ISO Class 5 environment and other areas that are 
in close proximi to the ISO class 5 environment [ENVIRONMENTAL QUALITY AND CONTROL : Viable Air Sampling] 

N/A 

72. The number of discrete colonies of microorganisms is counted and reported as colonyJorming units (cfu) and documented on an environmental 
moniioring form. Counts from air monitoring are transformed into cfu/cubic meKer of air and evaluated for adverse trends. [ENVIRONMENTAL QUALITY 
AND CONTROL : Incubalion Period] 

Yes 

73. Surface sampling IS accomplished In all ISO dassified areas on a periodic basis using TSA comact plates with lecithin and polysorbate 80 and/or 
swabs and IS done al the conclusion of compounding. [ENVIRONMENTAL QUAL|TY AND CONTROL: Surface Cleaning and Disinfection Sampling and 
Assessmenl] 

Yes 

74. Sampling data is collected and reviewed on a periodic basis as a means of evaluating the overall state of control of the compounding environment. 
[ENVIRONMENTAL QUALITY AND CONTROL : Acfion Levels, Documentation and Data Evaluation] 

Yes 

75. Competent microbiology personnel are consul‘ed if an environmental sampling consistendy shows elevated levels of microbial growth. If any mold, 
yeast, coagulase positive slaphyloooccus, or gram negative rods are detected immediate remediation and investigation into the cause and source was 
oonducled. [ENVIRONMENTAL QUAL|TYAND CONTROL : Action Levels, Documentation and Data Evaluation] 

N/A 

76. Surfaces in he LAFWS, BSCS, CAIS, and CACIS are cleaned and disinfected frequenfly, including at the beginning ofeach work shift, before each 
batch preparation is Sianed, every 30 minuies during continuous compounding periods of individual CSPs, when there are spills, and when suflace 
coniaminalion is known or suspected from procedural breaches. [ENVIRONMENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the Sterile 
Compounding Areas] 

Cleaning records do no! Show the 580 located in the hazardous clean room is being cleaned and/or disinfected. 

N0 

77. Cleaning and disinfecting occurs before compounding |s performed. IKems are removed from all areas to be cleaned and surfaces are cleaned by 
removing loose malerial and residue from spills e. g. waier— soluble solid residues are removed with Sterile Water and Iow- -shedding wipes. This shall be 
followed by wiping wilh a residue -free disinfecfing agem such as sKerile 70% IPA which IS allowed to dry before compounding begins. [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing the Sterile Compounding Areas] 

Yes 
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78. Cleaning and disinfecting agents and me‘hods of applicafion are in accordance with written SOPs and followed by mstodial and/or compounding 
personnel. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

79. Cleaning materials, such as wipes, sponges, and mops, are non-shedding, preferably composed of symhetic miao fibers, and dedicated to use in (he 
buffer area, anle-area, and segregated compounding areas and are not removed from thae areas except for disposal‘ If cleaning materials are reused 
(e.g., mops), Ihere are procedures based on manufacturer recommendations that ensure that the efiediveness of the cleaning device is maintained and 
repea‘ed use does not add to the bioburden of Me area being cleaned. [ENVIRON MENTAL QUALITY AND CONTROL: Cleaning and Disinfecting the 
Sterile Compounding Areas] 

Yes 

80. Supplies and equipmem removed from shipping canons are wiped with a suitable disinfecting agent (69‘, sterile 70% IPA). [ENVIRONMENTAL 
QUALITY AND CONTROL : Cleaning and Disinfecfing he Sterile Compounding Areas] 

Yes 

81. Disinfectant sprayed or wiped on a surface to be disinfected is allowed to dry, and during this time the item is not be used for compounding purposes. 
[ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecling the S‘erile Compounding Areas] 

Yes 

82. Slerile 70% IPA pads are used to disinfec‘ lhe s‘erile entry points of packages and devices Wekted gauze pads or other particle-generating material 
are not appropriate. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfeciing the Sterile Compounding Areas] 

Yes 

QUAUTY AND CONTROL (Secondary Engineering Controls) 

83. Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are deaned at least daily‘ IPA (70% isopropyl alcohol) remains on 
surfaces 10 be disinfected for a‘ |eas| 30 seconds before such surfaces are used Ko prepare CSPs‘ [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecting lhe S‘erile Compounding Areas] 

Yes 

84. Floors in ISO Class 7 and 8 areas are mapped daily by rained personnel at a time when no aseptic operations are in progress using approved agents 
and procedures described in wriuen SOP'S. [ENVIRONMENTAL QUALITY AND CONTROL : Cleaning and Disinfecting the Sterile Compounding Areas] 

Yes 

85. Shelving, walls, and ceilings in an‘e-areas and buffer areas are cleaned and disinfected at least monthly‘ [ENVIRONMENTAL QUALITY AND 
CONTROL : Cleaning and Disinfecling lhe Sterile Compounding Areas] 

October cleaning logs reflect monthly cleaning was not done in hazardous dean mam. 

No 

PERSONNEL CLEANSING, GARBING 8. COMPETENCY EVALUATION 

86. Personnel preparing CSP'S are free from rashes, sunburn. weeping sores, conjunctivitis, and active respiratory infections. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Cleansing and Gaming] 

Yes 

87. Compounding personnel remove personal ou‘er garmems; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the fit 0! 
gowns and gloves; and visible body piercing above We neck. [ENVIRONMENTAL QUALITY AND CONTROL: Personnel Cleansing and Garbing] 

Yes 

88. Fadlily has adequate supplies to mee‘ PPE requirements of USP<797>. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and 
Garbing] 

Yes 

89. Garbing and hand hygiene are accomplished in Me ante-area in otder of dirtiest to cleanest: shoes or shoe covers, head and facial hair covers, face 
mask, fingernail cleansing, hand and forearm washing and drying; non-shedding gown. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

90. Slerile gloves are donned in the buffer room/isolator afler hand cleansing with an alcohol»based product with persistent activity and hands are allowed 
to dry. [ENVIRONMENTAL QUALITY AND CONTROL: Pevsonnel Cleansing and Garbing] 

Yes 

91. Gloves are roulinely disinfected wilh sterile 70% IPA after comacfing nonslerile objects. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Cleansing and Garbing] 

Yes 

92. Personnel repeat garbing and hand hygiene afler hey are exposed K0 direct Contact contamination or worse than ISO Class 8 air. Gowns may be 
hung in he anteroom and reused during lhe same workshifl. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Cleansing and Garbing] 

Yes 

93. Low/Medium Risk media-fill |esls 1ha| closely simula‘e the most challenging or stressful conditions encountered during compounding are completed at 
least annually by compounding personnel. Media-filled via|s are appropriaKely incubated for 14 days. [CSP MICROBIAL CONTAMINATION RISK LEVELS 
:Medium-Risk Level CSPS] 

N/A 

94. High Risk Media-fill tests that closely simula‘e the mos‘ challenging or stressful conditions encountered during compounding have been completed at 
leasl semiannually by compounding personnel. Media-filled vials are appropriately incubated for 14 days‘ [CSP MICROBIAL CONTAMINATION RISK 
LEVELS : High-Risk Level CSPS] 

UR RPT last high risk media fill was conducted on 2.17.17. 

No 

95. Documentafion indica‘es compounding personnel have successfully completed didactic training, passed written competency assessments, undergone 
skill assessment using observalional audi‘ ‘ools (hand hygiene, gaming, aseptic technique) and media»fi|| testing annually or semiannually (high risk) and 
before any compounding personnel begin m prepare CSPS . [ENVIRONMENTAL QUALITY AND CONTROL : Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices and CIeaning/Disinfeckion Procedures] 

JG RPh is overdue for all visual assessments. 

No 

96. Compounding personnel who fail wriuen ‘esis, observauonal audits, or whose media»fill test vials have one or more units showing visible microbial 
Conlamination, are reinstmcted and re-evalua‘ed by expen compounding personnel to ensure correction of all aseptic work practice deficiencies. 
Correclive action is documemed. Compounding personnel pass all evaluations prior to resuming compounding of sterile preparations. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and CompeKency Evaluafion of Gaming, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

N/A 

97. Olher cleaning personnel performing cleaning and d3sinfech’ng procedures (eg. environmental) are thoroughly trained in proper hand hygiene, and N/A 
garbing, cleaning, and disinfection procedures by a qualified aseptic compounding expert. [ENVIRONMENTAL QUALITY AND CONTROL : Personnel 
Training and Compelency Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures] 

98. Compounding personnel and char personnel responsible for deaning rominely undergo performance evaluation of proper hand hygiene, garbing, and N0 
all applicable cleaning and disinfecting procedures conducied by a qualified aseptic compounding expert Visual observation of hand hygiene, garbing and 
cleaning is documen‘ed and maimained ‘0 provide a permanent record and long»term assessment of personnel competency. [ENVIRONMENTAL 
QUALITY AND CONTROL : Personnel Training and Competency Evaluation of Gaming» Aseptic Work Plactices and Cleaning/Disinfection Procedures] 

JG Rph is assessing UR RPT and is overdue for all visual assessments. 

99. Immediaiely afler the compounder comple‘es ‘he hand hygiene and garbing procedure, the evaluator collects a gloved fingertip and thumb sample 
from bolh hands of the oompounder omo appropria‘e agar pIaKes. The plates are incubated a‘ 30-35“ for 2—3 days. All compounding personnel have 
successfully completed an initial oompe‘ency evaluation and gloved fingertip/thumb sampling procedure (0 cfu) no less than three times before initially 
being allowed to compound CSPS for human use. [ENVIRONMENTAL QUALITY AND CONTROL : Gloved Fingertip Sampling] 

Yes 

100. Re-evalualion 0f glove fingenip |es|ing onto appropria‘e agar plaKes (Trypticase soy agar (TSA) with lecithin and polysorbate 80) for all compounding 
personnel occurs at least annually for Iow- and medium-risk level CSPS and semiannually for high-risk level CSPs before being allowed to continue 
compounding CSPS. Gloves shall no‘ he disinfec‘ed wim s‘erile 70% IPA prior to testing. The cfu anion level is based on the total number of am on both 
gloves and not per hand. [ENVIRONMENTAL QUALITY AND CONTROL: Gloved Fingertip Sampling] 

Yes 

VERIFICATION 
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101. Labels of CSPs Conlain name and address of pharmacy, correct names and amounts or concentrations of ingredients total volumes, beyond-use 
dates, storage condilions, and r0u|e(s) of administra‘ion. [FINISHED PREPARATION RELEASE CHECKS AND TESTS : Identity and Strength Verifiration 
01 Ingredienls] 

DECA Ultra lot 171113A BUD 12/28/17 label does not include Benzyl Benzoate as an ingredient in the final pmduct. however it is listed in the 
compounded worksheet 

No 

102. Fadlily has documentation that procedures have been fonowed to ensure sterility, purity, correct identities and amounts of ingredients, and stability. 
[FINISHED PREPARATION RELEASE CHECKS AND TESTS : Inspecfion ofSolmion Dosage Forms and Review of Compounding Procedures] 

Yes 

103. CSP'S are visually inspected for abnormal parficula‘e maner and color, and intact containers and seals [FINISHED PREPARATION RELEASE 
CHECKS AND TESTS : Inspeclion of Soluh‘on Dosage Forms and Review ofCompounding Procedures] 

Yes 

104. Beyond Use Dates are assigned using direc‘ Siabilily-Indicafing assays or authornative literature that supports the assigned BUD. [STORAGE AND 
BEYOND-USE DATING : Determining Beyond—Use Da‘es] 

Yes 

105. Storage time of assembled bag and vial sysiems are according to me manufacturer recommendations (eg Minibag plus, Addvantage, Add-ease) 
[STORAGE AND BEYOND-USE DATING : Proprietary Bag and Vial Systems] 

N/A 

DISPENSING/DISTRIBUTION 

106. Facilily has written procedures for proper packaging, s‘orage, and transportation conditions to maintain sterility, quality, purity, and strength 0! CSPs. 
[MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTR|BUTED CSPS :] 
107. Modes of lransporl are used mat maimain appropriaKe ‘emperalures and prevent damage m CSPS‘ [MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED CSPS : Packaging and Transporting CSPS] 

108. Fadlily provides a multiple component formal training program to ensure patients and caregivers understand the proper storage, handling, use, and 
disposal of CSPS. [PATIENT OR CAREGIVER TRAINING] 

POLICY/PROCEDURE 

109. Wriflen procedures detail cleaning and disinfecfing Me sKeriIe compounding areas including deansers, disinfectants, and non-shedding wipe and mop 
materials. [ENVIRONMENTAL QUALITY AND CONTROL: C|eaning and Disinfecling the Sterile Compounding Areas] 

Yes 

110. A wriflen procedure is in place for cleaning and disinfecting me Direct Compounding Areas. [ENVIRONMENTAL QUALITY AND CONTROL : 

Cleaning and Disinfecling |he Sterile Compounding Areas] 
Yes 

111. Fadlily has wrilten procedures to verify correct identity, quality, amounts, and purities ofingrediems used in CSPS. [FINISHED PREPARATION 
RELEASE CHECKS AND TESTS : Identity and Strength Verifionion of Ingredients] 

Yes 

112. Policies address packaging ‘0 mainlain physio-I imegmy, sKerilily, stabililsyb and purity of CSPs [MAINTAINING STERILITY PURITY AND STABILITY 
OF DISPENSED AND DISTRIBUTED CSPS: Packaging and TransporfingC F‘s] 

Yes 

113. Wriuen slandard procedures describe means for panems to ask questions and report ooncems and adverse events with CSPS, and ior compounding 
pharmadsls to correct and prevem fu‘ure problems. [PATIENT MONITORING AND ADVERSE EVENTS REPORTING] 

Yes 

RADIOPHARMACEUTICALS 

114. Fadlity has appropriate primary engineering controls and radioactivity containment and shielding‘ Location of primary engineering controls perrnmed 
in ISO Class 8 controlled environment [RADIOPHARMACEUTICALS AS CSPS] 

115. Radiopharmaoeutiuls prepared as low-risk level CSPS wrm 12-hour or less BUD are prepared in a segregated compounding area. Segregated 
compounding area is designated wi|h a line of demarufion. [RADIOPHARMACEUTICALS AS CSPs] 

116. Technelium-QBm/Molybdenum-BB generators are eluKed in ISO Class 8 conditions. [RADIOPHARMACEUTICALS AS CSPs] 

MISCELLANEOUS 

117. Facilily engaged in office use s‘erile compounding for human use is registered with FDA as an outsourcing facility. [FAC 64816-27100 (3)(g] Yes 

118. Compounding records are properiy maimained. [FAC 643162814000] 
Zinc Sulfate 10mg/ml [or 1711130 BUD 12/28/17 Slates SWI was used in compounding the CSP however label states bacteriostatic water for injection; 

119. When compounding activi‘ies require lhe manipulafion of a patiem's blood-derived or other biologiml material, the manipulations are cleariy 
separa1ed from rouline material-handling procedures and equipmem used in CSP preparation activities, and they are controlled by specific standard 
operaiing procedures in order to avoid any cross-comaminafion. [ENVIRONMENTAL QUALITY AND CONTROL: Placement of Primary Engineering 
Comrols Wilhin ISO Class 7 Buffer Areas] 

N/A 

SPECIAL PARENTERAL ENTERAL 8. EXTENDED SCOPE 

120. Pharmacy lechnidans properly idenlified and supervised. [64316-27420, F.A.C.] 

121. Medication propefly labeled. (465.0255, F.S.][64316-28.108, F.A.C.] 

122. Expired medications removed from lhe shelves. [64B16-28.110, F.A.C.] 

123. Col Policy and Procedures and quanefly mee‘ings. [766.101, F.S.] [64B16»27.300, F.A.C.] 

124. Prescriptions have he date dispensed and dispensing pharmacisKs. [893.04(1)(c)6, F‘S.] [64B16-2&140(3)(b), F.A.C.] 

125. Pharmacy maintains patient profile records. [64316-27800, F.A.C.] 

126. All conlrolled substance prescriplions comain information required. [893.04, F.S.] 

127. Prescriptions for oonlrolled subslanoes are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the 
quami‘y and dale 
meeHhe requirements of [456.42(2), F.S.]. 

128. Conlrolled substance inventory |aken on a biennial basis and available for inspection. [893.07(1)(a), F‘SA] 

129. DEA 222 order forms properiy oomple‘ed. [893.07, F.S.] 

130. Controlled substance records and Rx information in compu‘er system is retrievable. [21CFR 130612] [64B16-28.140, F.A.C.] 

131. Conlrolled substance records maintained for4 years. [465.022(12)(b), F.S.] 

132. Certified daily log OR prin|0u| main‘ained. [21cm 1306.22(b)(3)] [64316»28.140(3)(b), FAQ] 
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133. Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. [893.055(4), F.S.]

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained from a Florida licensed distributor. 499.005 (14)

Remarks:
Routine High risk SSCP inspection conducted with Umarani Rajalingam RPT and Jeff Goldrich Rph PDM.

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that the information given herein is true and correct
to the best of my knowledge. I have received a copy of the Licensee Bill of Rights.

Inspector Signature: Representative:

Jeff Goldrich

Date:12/19/2017 Date:12/19/2017
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133. Pharmacy is reporting (0 (he PDMP within 7 days 01 dispensing controlled substance. [893.055(4), F.S.] 

134. Pharmacy maintains invoices documenting that medicinal drugs were obtained (mm a Florida licensed distributor. 499.005 (14) 

Remarks: 
Routine High risk SSCP inspection conducted with Umarani Rajalingam RPT and Jeff Goldrich Rph PDM. 

I have read and have had this inspection report and the laws and regulations concerned herein explained, and do affirm that (he intormation given herein is true and correct 
(0 the best 01 my knowledge. I have received a copy 01 the Licensee Bill 01 Rights. 

Inspector Signature: Representative: 

Jefl Goldn'ch 

WQéM/v W 
Date:12/19/2017 Date:12/19/2017 

Page 7 12/19/2017 
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2018-Jan-03 04:35 PM Grossman Fur;ow Bayo 8503851314 

Grossman. Furlow 
‘ & Bayé, LLC 

ATTURNFV}; AV IAW 

TO: Department of Health — Attn: Marsha Boatwright 

FAX # 954—202-3254 

DATE: January 3, 2018 

FROM: Edwin Bayé 

RE: Jeffrey S. Goldrich, R.Pl1.; Case N 0.: 2017-23346 

Hybrid Pharma, LLC; Case No.: 2017-23347 

COMMENTS: 

TOTAL NUMBER OF PAGES INCLUDING COVER LETTER: 3 

IF YOU DO NOT RECEIVE ALL THE PAGES, PLEASE CALL 
BACK AS SOON AS POSSIBLE. 

TELEPHONE: (850) 385-1314 

2022-2 Raymond Dlehl Road. Tallahassee. FL 32308 - (850) 385-1314 - (850) 385-4240 (Fax) - 

THE INFORMATION CONTAINED IN THIS FACSIMILE MESSAGE I! INTENDED ONLY 
FOR THE UEE OF THE INDIVIDUAL. 0R ENTITY NAMED BELOW. IF THE READER OF 

THIS MESSAGE IS NOT THE INTENDED RECIPIENT, OR THE EMPLOYEE OR AGENT 
REBPONBIBLE FOR THE DEUVERING IT TO THE INTENDED RECIPIENT. YOU ARE 

HEREBY NOTIFIED THAT ANY DISSEMINATION, DISTRIBUTION 0R COPYING OF THIS 
COMMUNICATION l3 STRICTLY PROHIBITED. IF YOU RECEIVED THIS 

COMMUNICATION IN ERROR. PLEASE IMMEDIATELY NOTIFY U3 BY TELEPHONE. 
AND RETURN THE ORIGINAL MESSAGE TO US AT THE ABOVE ADDRESS VIA THE 

US. POSTAL SERVICE. RECEIPT BY ANYONE OTHER THAN THE INTENDED 

EERIIIPLIEEE 
IS NOT A WAIVER OF ANY ATTORNEY-CLIENT 0R WORK-PRODUCT 

mmgfblawfirm‘com 

Exhibit #4 

FACSIMILE: (850) 385-4240 

1/3 
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2018-Jan-03 04:35 PM Grossrnan Fur;ow Bayo 8503851314 2/3 

'4 Grossman, Furlow 
' 

& Bayé, LLC 
AITORNEVS AT LAW 

January 3, 2018 

Marsha Boatwight, Investigator 
Florida. Department of Health 
Division of MQA 
1400 W. Commercial Blvd. 
Ft. Lauderdale, FL 33309 

VIA FAX: (954) 202-3254 

Re: Jeffrey S. Goldrich, R.Ph., DOH Case No. 2017-23346 

Dear Investigator Boatwright: 

This firm and undersigned counsel have been retained to represent Jeffiey S. Goldrich, 
R.Ph., and to provide legal advice in relation to the subject investigation. Our client received your 
notice of investigation on or about December 29, 2017. Please direct any future contact with our 
client through me. 

I returned to the office today after an extended holiday absence and am catching up on a 

number of matters. I briefly discussed with our client and have confinned that a corrective action 
plan is being prepared and implemented. I expect to be able to file a. supplemental response by 
early next week. In the meantime, please consider this letter as our request, pursuant to subsection 
45607300), F.S., for a complete copy of the investigative file at the conclusion of the 
investigation. Our client agrees to maintain the confidentiality of all documents provided pursuant 
to this request and further agrees to pay appropriate costs for the copies provided. 

Sincerel , 

f.) 

Edwin A. Bayé 

cc: Jeffrey S. Goldrich, R.Ph. 

2022-2 Raymond Diahl Road. Tallahasse. FL 32303 - (850) 1385-1314(ph) - (850) 385-4240 (fax) 
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HYBRID PHARMA PRODUCTION SHE ~¥ EH3 VIOITOUGOM AMMH‘! GlflflYH 

Er: 

ASCORBIC Aéigfinfi/m 5651?l 
_ 7 _ 7 

aaTUJOémmUDBGDAQMflODZA
o 

iINJECTABLE aJaAmwu 8 
PREPXRATION DATE 

H V 7 n 7 fl ”‘77—'flw“ v‘ 
mafiflflflfififi 

BATCH SIZE 
_ V _ V 7777—“? ' 

’viaxiZHoTAa-I 

LOT#/VBATCH# 
fiw fl '- 7” — — W v 

#6113a min 
BEYOND USE DATE /Max1mum BUD* 

V 7 ‘ 7 — 
*GUH mummmamaazuam‘laa 

:Rfi-fiNITIALs 
w ifiw—W _ V “ fl 7" 

"HEW—m; 
RPTWINVITIALS 

H '7 V I 7" 7 I 7 7 _ w 7 
sITMim 

*Labeiied BUD may be less than the Maxim“ 7 r wmixéfil sfiifiémz'émmduaMAM 

MATERIALS REQUIRED; ‘ _ 7 7 7 7 7 m 7 ,. 7» -GfifllUQflfl2JAlflHTAME 

Callgrated balance — fi_ _ 
—aonslsdbals1dilsO-_E 

‘Stir Elite /électfic 
... "Wm H 7 

7 _w* 
7 fl 

onmiebtslqmzl'” 

Beaker; w1th Eiarlrnlt or suitafigg‘iég = r _ aslg aldsiiue 101i minim dliw misafl 

{Calibratgd pH meter / pH indicator _tap‘_ {<18} jolfiéibni Hq \1913q:b3161dilSO 

[Bubble point tester/ filter integrity tester 'Isiaaiyihgami1arlit\nizanmoq alddufl 

‘Depyrogenated 30ml or SQnEI Vamber via 
, 

siv 16d [m061olm0{balsn3301‘{q30 

lSterile rubber stoppers, 
awqqola 1add1n alhaiZ
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HYBRID PHARMA PRODUCTION SHEET ASCORBIC ACID 500MG/ML INJECTABLE NDC: 26436—5001-50 

ASCORB—ICVACID 500mG/mL SOLUTION 
.7 7' 7 

Edifiufiér Room” 
‘7 

I 
j! INJECTABLE 

. _ v_._ _,7 __ -4. 

PREPARATION DATE 
__.. l 7 '7 ~g W 

“Hz. In 
"W 

iggémturé F [Rénge 68 -77F] i__75 1 

iBKFCY-I-éfiE 
' Vfii‘ ‘ mm _.__ 

10,000 ml 
,,, I 

Humidity % [Range 30 -6S%] _‘. 
_ 3A»

g §L6T#'/m BATCH# 
—‘ m 7 ._ _ 7 ._ 

i 
[1 ((-1; A 

7 fl 
:Particle Cougfiftsl min [below 100] 

J 
I “A , 

:BEYOND US—E EXT]; /Max1mum BUD* 
V 

<72: 7 r6 jPressure Gauge [>0_.gZJ” w.c 
_ | 001.0? 51W] 

‘ j 
ERPH INITIALS flab-v ISO 5 HOOD mmma“ ' ' ' * * “ " '" “ 

"fllégss—ueaag’je 0 gf’ w c 
7 H _ i L931 ,. W V; 

*Labelled BUD may be less than the Maximum BUD 

MATERIALS REQUI_R_E_D:_ 
7 ,7, 7 77 7, _ ,_fi, 7 m1 

Calibrated balance — iWeigh boats/ weighing beakers/ spatulas fl 
ism platT/EJW 

' M ” 7' W 

1 ,7 _ W V M, i. 

fiBeakers with rfiar‘kigftgr sfi—IEa—bgle glassvsée—irwe—“Wm 
“ 

Bepgo—genate all the glasswares and sterillze the tubes and 1 

. iaccessori-eaw’_ 7 i ,1, ,_i _. J 

‘Callbrated El fn‘eteirV/fi pH 1nd1cator tape 
7 _WWi 

‘ Sterile 0. 2_n_1icron membrane filters/ sterile capsule filEer 
, 

,
: 

gBubble fioini tester/filter integrity tester 
r .mfiii 

‘D6:se pump / Eélibrated tragsfgr pump/dlspenser pump— 4 

Depyrogenated 30ml or 50mi§ffibg §1alé 

r 

W W‘Steple transfer tubes ,_ _ 
1‘ 

§Sterile rubber stoppers, iWash with tap water, 2% disodium edetate solution, rinsing
1 

. Lfligistiwllsglfliterréwlivfi$9191.33 7, W,” 7, ,. A 

ASCORBIC ACID 500MG/ML 

1 CONFIDENTIAL LOT 171121A BUD 05/21/18 

MFG 11/21/17 
000055
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ECORBIC ACID 500mG/mL SOLUTION INJECTABLE 
VHQRLD BHAMA V‘VPRODUCTION SHEET ASCORBIC ACID 500MG/ML71HJECTAIBLEiIigCQfifiénjQW M7 

FORM MEASURE UNITS NDC LOT NUMBER EXPIRY MEASURE WEIGHT 
DATE TAKEN 

TOTAL QUANTITY MADE Liquid 1000 mL [.7 F- 99 _ L D 4. _ 039 $80 mL 

ASCORBIC ACID, USP Crystalline 500 gm 51552—0163-05 WUMJWQ 500'0 
5 0 

gm 

powder Fag” / ° 95 451mm? ‘E. 
' 9" “1‘3 

BENZYL ALCOHOL, USP Li uid 9 mL 38779-10298- / 140195c / 11/30/2618 90 mL q 
04 Medisca 

/ 40 ‘ j 
SODIUM HYDROXIDE NF Powder 112 GM 62991-2061- 1609060009 08/24/2018 1120 gm 

' 

022 / / / 1. I LETCO , 3” {<.q/ 
STERILE WATER FOR No color, 1000 mL 0338001306 Y247353 

’ 9/30/2018/ [6660] mqs 
INJECTION USP clear liquid [7001 Baxter / lOOOOML 6: (9c 0 (<1 
Mixing speed 250 - 400 M Mixing 45 A ‘ 

rpm 
490 YF time minutes 

As M [M 

‘C_1arityin ~30 minutes Mn mate—4 5&7 H5 Wa 
1 gm ascorbic acid“ IS in l. 125gm of ascorbic acid sodium. _ COMPOUNDING/PRODUCTIQDLDIRECTIONS 

1. Measure and/or weigh accurately the required quantity for the total amount to be prepared. 
2. Incorporate the solid into water and dissolve items and allowing complete dissolution for about 45 3 

minutes. 
3. Check pH 5 5 -7. 0 and record pH; may adjust with dilute hydrochloric acid 10% or dilute sodium 

hydroxide 1% solution_ when the pH ab_ove_ 7 0 or bel_g_w_ 5_. _5_. R_eco_rd the details 
‘DILUTE HYDROCHLORIC ACID 10% ‘SOLUTION ‘ 

QS, ml 
Fagron15108U05026696 9/8/2018 

V ,, fl , ,‘ii,,fi, ,, fl 
!pILUTE SOD_IU_M HYDROXIDE'fi " §9LUT19N Li Qs,ml W 
13391? THE FINISHED ASCORBIC égp SOOMG/ML SOLUTION 

, ipHmfetr 6 if . 
indicator strip 

2 CONFIDENTIAL ASCORBIC ACID 500MGIML 

LOT 171121A BUD (mg/13 
MFG 11121117
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HYBRID PHARMA PRODUCTION SHEET ASCORBIC ACID SOOMG/ML INJECTABLE NDC: 26436-5001-50 

MEMBRANE FILTRATION: 
2. After pH adjustment, filter the solution through a 0.45 micron prefilter and a sterilized 0.22micron filter 

into a sterilized staging assembly- [sterile empty iv bag or suitable sterile container, 2 lit depyrogenated 
sterile bottle] Sample and submit to qc. 

3. Sterile 0. 22micron filter and _record the details below 1n the tables which represent during filtration. 
IISO 7 Bfiffé; Room 

lPressure Gauge [>0. DEF w. c 
I ”—0 

. 0_ f lTemperature F [RangefGE-WF] 
_ , 

‘13 
, _ 

ISO 
5_ I_-IQOD 

, 
jlflqmidity % [Range 30 -65%] 3 1+ 

I 

Pressure Gauge 0. 5’: w. c O I.) iParticle Count /ft3/ min [below 100] I 

DETAILS OF 0.2 MANFACTURER/LOT # BUBBLE POINT /FILTER 53 ”8 
MICRON FILTER MDI DKS-S Asepticap KS — gamma PES capsule Filter 1” INTEGRETY AFTER 

E £ (0.45 +0.2 micron) DK 82961 2018-10 FILTRATION, PSI 
‘ 

DISPENSING/ DOSING INTO VIALS: 
4.. After qc approval for pH, dispense into depyrogenated amber vials using the dispenser pump & sterile 

transfer tubes or usingfitcfile.and.dcpyrogcnated.glassfunnel—and_depyrogcnated—graduat€d—jar. 
5. Make sure the dispenser pump is calibrated to dispense the required volume before dispensing. An 

allowance of extra 3 % is allowed. 
6. Use butyl or latex rubber stoppers previously sterilized in an autoclave to stopper the vials. 
7. Sterile fill and stopper within ISO 5 designated hood under HEPA filter and the preparation should be 

prepared using strict aseptic techniques. 
8. At the finish of compounding, take gloved fingertip sampling and gown sampling of the compounding 

personnel and submit for qc testing 
9. Record the number of vials made 
10 Storage protect from light 

ASCORBIC ACID SOOMG/ML 11. storage: refrigerate 
3 CONFIDENTIAL iLOT 171121A BUD 05/21/18 

‘, 
MFG 11’2“!)30057
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Pl{( ”)1 l( "|'|( )N SI Il'll'l'l' ASCORBIC/H1!) SUUMU/Ml.IN.H'I("l'/\H|,|{ NIX'.’ 20436— PHARMA HYBRlD SUM-50 

PROOFSS Dl-Z‘I‘AIIS 

wARlas.'mm.-,s & /‘\(:( ‘I§i\jlfl<)>l{”=53 /
. 

GLASS 
m) / l)l‘,l’YR()( ""NA ‘ , 

. 

3 50M“ 
AuTOCLAV; rv DMM S'l'()l’l’liRlN(i m T WEIGHlNG 

. ‘ ; (‘Al’l’lN(i 7 7‘ 
{M NG / MDUN“ ”M“ 

‘ , ,. ‘ 
' "‘7 M'fiym/HWON eANSII-“R SHALL ”WAN LAnlau IQNHNo MEMBRANL 

llTY TESfiNG HOLD PRESSURE LABELLING IN THE VIALS R —__ ERXNTEG 

‘fnpi'oJ WW HAM/5 Av; mmw. OM ‘!_ dam “a W 00. 
' 11‘“ THE NO'I'li: S'I‘ORAGIS: PRO’I‘EC’I‘ FROM LIGHT S'I‘ORIS AT 1736!) m 46 LABELS PR‘N'HED‘ WV‘L‘C will be submitted For Quality control and llwy will hc divided into two port ‘ ‘ \u\ Wu 5 n L 

0°/ 0% thc. lo 
‘ ‘ 

:15 (itcntion sumpks.

I 000058 

DISPENSING IN'I‘U vmm; volume 
fl 7 

FILT 

‘ (2° 10 8° C) 
ions. Onc halfwill be retained

)) 

ASCORBIC ACID 500MG/ML 
‘NsPECTlON STAT|0NC%°E'(V:‘:LE13V LOT 171121A BUD 05/21/18 wsupfiagcUT'A/fiER 

“.3??q : MFG 11/21/17 LABEL figgfé‘éflfi / 
CONFIDENTIAL

4
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HYBRID PHARMA PRODUCTION SHEET ASCORBIC ACID SOOMG/ML INJECTABLE NDC: 26436-5001-50 

W 7W? 7 7 WWW if 
béiéii; 

W 7 W 

fITOfl'AL NUMBER OF FINISHED VIALS 
1 

19?.--x50ML 

VfiUfiifiER OF viALs SUBMITTED FOR STERILITY TESTING 
7 

j 

”"32“x50ML 

NUMBER OF VIALS SUBMITTED FOR ENDOTOXIN ASSAY, 
ipH 

M ._ 

---1--L§c50ML 

.IREJECTED SAMPLES 44’ f -£'-'-x50ML Reason: 

RETAINED SAMPLES AT +36° to 46° F (2° to 8° C) 
‘ 

-§——x50ML 

NUMBER OF VIALS IN INVENTORY FOR SALES/DISPENSING — -—-----x50ML 

QUALITY CONTROL: 

ATCH # 

APPEARECWIEHW 
A V 

50 M] gimp, fldwdi‘LARITY (flax 
{VC‘IQLORfi 7 WW m N0 W PARTICLES NW - 

Limit: DATE 

EpH 

7 V 

(.37; 5.5-7.0 ASS FAIL 

ENDOTOXIN <0.0|EJI|,{.2EU/mg C P s FAIL 

EASSAY [037‘ 90— 110% PAS /FAIL 

1 

STERILITY TEST KSQFAIL
‘ 

STERILITYTEST PREPARATION "WI "1 STERILITY TEST BATCH RELEASING [aqfi 
BATCH RELEASED / BY PASS 

ASCORBIC ACID 500MG/ML 

5 CONFIDENTIAL iLOT 171121A BUD 05/21/18 

MFG 11/21/17 
000059
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HYBRID PHARMA PRODUCTION SHEET ASCORBIC ACID 500MG/ML INJECTABLE NDC: 26436-5001-50 

Quality Control 
Product Specification: Compounded 
Drug Form Injectab/e 
Sample Lot Number A 
Preservative / M NO 
Storage )‘2180 C ) . . . 

Test ParamW/ Product Speaficatlon 3 
Appearance Liquid A

I Packing Size Amber Glass Vial 30m( SOmL ) --------m\ 
Appearance 
Color 
Clarity Clear 1/ 
Particulate Matters None / 
Leak Proof/Cap Tight Yes / 
Quality & Purity: Grade Active Pharmaceutical Ingredients USP NF 

pH 

In house / Theoretical CajculatedAssay 7 90»——1710-% 

Label / BUD 2months 3 months @nths --'--"""'3_ 
__------------ same Custom Compounding/Drug Shortage/Dosage Fornfitcenggh /Yes/ same/ 

Manufacturer / Literature Reference / InMuse Testing Assay / Third party Testing 
Testing conducted in accordance with current Good MW 
Signed by Quality Control Date 

/ASCORBIC ACID 500MGIML 

6 CONFIDENTIAL LOT 171121A BUD 05I21I18 

i 
MFG 11121117 
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HYBRID PHARMA PRODUCTIOIil SHEET ASCORBIC ACID SOOMG/ML INJECTABLE NDC: 26436-500 1/— axte -' 
3: 

St rile REPEATER Pump 
Batch SW" 'REPE‘TE.“ “MW"W‘WIW Conn 

ITEMS CHECK LIST 
Number 

DEPYROGENATE OR AUTOCLAVE CYCLE mfjg‘fgfigfigujvmgfimERs 

SPATULA 
“938“ 1225 

OVERHEAD STIR ROD ‘ 

a?!“ 
8 20"" 

(0‘) 1247572I<10)1225284(17 

10000 ML FLASK DP AB / 51 ”“2 ' 

100 ML CYLINDER DPL5 ) qJ: 3 
250 ML BEAKER DP L {?> 1%? ML BEAKER DP L )3 239 
’1‘ u W Sterile Re eater Pum Fluid Transfer Tube set, Universal S ike ~Luer 
STERILE TRANSFER SET Lock , REII’? H93811p 1225264 2020-03—31 p, 
0.2 H STERILE FILTER gfisl-DsKAgsz?6tllca2pOIl(SS-l—ogamma 

PES capsule Fllter 1 (0.45 +0.2 mlcr0.n/) 

50 ML VIAL AMBER DP Lg, I 50 . 

FORCEPS/ TWEEZER 

RUBBER STOPPERS 
’ 

20mm 
’ 

73¢ g {A 

VIAL CAPS Center Tear Red aluminum cap 3 
CRIMPER 

TSA PLATES AIR Hardy W64 26ML 15 X100mm, USP W64 H401705 2018-01-13 s/ 

TSA PLATES SURFACE Hardy P34 15X60mm TSA/Lec/Tween H402195 2017-12-31 ’ 
CONFIDENTIAL [ASCORB'C ACID 500MG/ ML 

[LOT 171121A BUD 05/21/18 
1 

MFG 11IZ1I17’00061
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V‘ \v 
Label Printing, Tracking & Verification Log 

Date: 

Batch ,Lot; ASCORBIC ACID 500MG/ML 

. 
LOT 171121A BUD 05/21/18 . 

Name. Size 
MFG 11/21/17 

Total Labels Required = /79+3 

Pre—Label Design check 
(Signature) /" 

Label Element Checked 
lot or batch number; 
dosage form and strength; 
quantity or volume 
date compounded; 
expiration date; 

\\\\\\ 

storage and handling instructions; 

Total Labels Printed 1137/ Verified By 

H, , _.,,,, .. 
Sac] )Hybrld I’Im‘mum A sum 

NDC26‘36—5WI-5U Be 

ASCORBIC ACID
w 

No: 

lor 

Resa‘e 

Repan 

amse 

mm;

m or 
a. 

g

m 

3 
.n

2 

CW 

mg 

Complete after labeling operation Keep 

V 
(2- m 9° cum-1o 46- F) 
R" My OFHCE USE ONLY 

Label audit: Left over or short Labels NO YES 

If Yes Explain: 

Final Inspec 07/ 
Fail Pass 

000062 

171121A 

05/21/18
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Eaxter 
upor‘az mm 02 Micmn Syringe Fix. A E H93824642 ® w” 
W? 

g 
zau-umx 

$5.53: 
zan-to CE] 

Bamr Meantime Wan 9am: name 8‘ “445 6135mm [14: 8010 1mm 

abem'méuxmm Comm“ Mmmvmmmm

a 

Pail PhannAssure Pharmacy Hitration Devices 

Syringe Filter (32 mm) 

“(Elma V0“?! 
1' 

. ,_ 

Mhumgouuuon 
W‘V'Pm’

, 

Rommw “Mor- vol-m , 
lie-lawn omung hmmmre

_ 

Mflww Pym-c 

“SIM!" W'H
| muwwfty 

swam-u- Mlema

| 

Tynlca! Water an"! Huh 1:! 45 nai ‘1‘ 5M Rm a‘llino 5—.— *— 
(‘u‘lms It.» )Iu. 

W606: Poms»: Cebu: Plunging am mhmn 

x mm: 
'1‘"s 

Vial! «a an "In web at 

Fla-grim. Subaru «m. squint.“ 

000063
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\ HYBRID PHARMA 

L.) 

U
. 

Air Temperature and Humidity, Differential Pressure 
Controlled Room Temperature: 20 - .25 (Legs (68- 71degF): Relative Humidity: 30 - 65% 

Documentation Form 47 

OVA-M Air Temperature & Air Temperature 8- | Air Temperature & Differ. 
Date Humldity % Humidity % Humidity % Pressure By 

@911 Clean Room Fl% Ante Room Fl'v’éJ “Prep/Staging Room F/% >0.02”w.c 

1 _. , 1 7 

2 Villa,” ml 35__7 3744 W3.) .7 §_7 E 
l ._ r 

3 ,_ WWI/hp 742/36— _,7 -r /3&_ d r '7 i 
4‘ Vg/Ln 13/35: >_ 

74/34 9’ 54 ,5; 
5' 7ollm fill/3T _.» 

7" /3""‘ 5‘ s- '24? 
6 ”fan/11F 72/3 5;, 7H1 3’2 r r 7 g
7 

8 

W w 
_ , 

_fi 
- 7 

9- 701A) 7213‘ A,_'7_L;7L12 z o‘ '1 if 
_ 10‘ ,_{_, 10/1.” “ML/35’ # '14.. I 3) «s: r 7 g 

11 
' ' ' 

. ”IO/AL 71/31. 7,11. ’13: s <- WJL 
12' 70 7A; '71,)55' 79/31 5‘ 5‘ '7 L 
13- 1LALW 7143? '71: [/31 V 51,6] mi 
14. i : 

L .155.

i 
15' f Toll.“ 7249- i 41.43! 3" g4 

1

1 

17~ 74%;" 7.9136 74 {.30 S‘ 517% 
18 

‘ ' ’ ‘ 
_'__M_'12 Au._L_ m1 _ _ 

_ 
7150 6‘ .L 

19' 1;, 39 ___7_4‘gs_ _, 71* 30 r 6‘1 'LL 
20.

5 

_ 21. i 

22. 
7’ "W— __ _ _ _ __ ‘

J 
23- '10/49 1.1/3: var/30 5* s- '7 $3 
24 r l ’ 

- 70/3? Vizg/swLW 73‘ /30 5‘ {,1 A 
25- 

_‘ “IO/sq _.,:I,,l,,/,3,t 7? ll? 5‘ 5‘ 7 K 
:3 

L 70,137 7r ’13:; , 11/44 3* v 7 .5? ; ‘72 '7! ,- 

7 
28. 

[54 ,,._3.2., ,_5‘,V,;I7L3,L,, Lr *1 £
‘ 

29. 
"M‘ 

g

’ 

1169/3; 171/321. §_,_m,/ 33 5:51.,‘1‘é
- 

~ “50/35“ -u_ [/51— Lia/$2,.“ 5:41; A 

APPROVED BY DATE /" ?///7 000064

[



000065

w HYBRID PHARMA 

Cleaning Maintenance Log: Lamin rHood/Buffer Room lAnte Room. FORM 73 

Check as 
onth/ Daily 

1 

Weekly Monthly Comments By 

Year 

Dale Waste Hood] SST #l & 2 Dry/ SST #3 Tacky Mal/ts Lyophiliw Stationary Can 

Removal We! usage& Walls! 

99°99‘92“p 

NNNNN 

v—v—nv—-»—-—-:—-—‘.— 

5&33399Nr955899-5awwr9 

30. V v y 
31. V / \/ v ‘/ 

Cleaning Maintenance Log: Lamirlar Flow Hood / SST #1 ISST #2 

APPROVED BY 
93L 

DATE M/a/ ,7 000065
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/ HYBRID PHARMA 

78 
Cleaning Maintenance Lo : Preparation/Staging Room. CheckActivity as completed FORM 

U Mggy Daily 
4 

Weekly External Monthly Comments By 

ssm . 

”a“ Rem‘gxbesmk SINKCOUNTER Dry/Iggy» Egafli: 13:31:12? wig/”55$; 

,9 
)‘A \r 1 ‘/ ‘/ ‘/ 8.4.: E 

A/ l2
‘ 

3' r J ./ I/ V 

4. V V ./ V 
/ E 5. V V V’ i/ V 

6. f» V ‘ / j 
7.

V 

{8' 9 M v c/ .1 L/ P 
A. V ,‘ 
(16" V A/ 1 

V‘) w 
7 v 

12. 
a 

‘ 
V " ‘ 1&- 

13 

14. 
V " L 

U 15. 

16. V 
17. f " M ‘/ é‘ / ./ 
18. I ,3 

‘/ L 
V ‘/ ./ 

19. / f/ x V / / L. 
20. 

£4 
21. 

22. 

23. V— , y n/ 1/ 
24. ‘ 

- g l ./ V‘ _/ 
25. ‘ 

‘/ 
26. .1 

V " "1 I ._, \ 
4/

, 
27. 

V V ‘/ 9 v V ,/ M v / I 28. ‘ 

29. 

30. v v v , v WK 
l/ i/ v w" / P\ y 

31. i 

U A dew 
APPROVED BY DATE 

/6/3//,—) 000066
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x 
‘ Cleaning Maintenance Log: Biological Safety Cabinet/ Buffer Room 2. FORM 73A 

r. 
Check Activity as completed 

Month/ Daily Weekly Monthly Comments 

U 
Year ¢ 

="‘ E g E Dry/ 3 E E E 3% g E 

Date E‘ e\° 
E L 3 Wetmop a g ,2 E Egg E 

[2 a In 2. Floor 3 2 92‘ § a 3
" 

l. n 

3. 70 345'- ...D. 2 ./ 4/ .J/ 
4' 7!? ,2 5’49. 0 2 V / 
5' 'm m- -o 2 . . é: 6' 

'32:) 9 g- 5 5‘9 ./ x/ ./ ' 

7. 
J ‘ ° " 4 

8. 

9' ’10 $5" -0, 2 \/ \/ f 
10‘ '70 #r‘ n [\2 n/ l/ r 
11 

0’ ' 
' ‘Io Q‘- n r .1 ‘/ L 

13' A% 36 a3 V \/ 4/ g 
14.U 
15. 

:6. m 3.6 ‘0 g r w 2 
12‘ m 34" .,, s w ./ g, 

' 
o L n 11 1/ v/ 

19 
0" " -' £ 

' 5% QC .a‘ n1 / ‘/ V 
20. 

v, 
I 

1 £ 
21.

“ 

22. F 

23. 
g 

., 

24 
AR 3? 

| 

g ‘f l/ 
25' 6—21 ‘1? 4b as" ./ ./ 
26. 49—45—44443" 1 w 
27‘ 

“f 1‘ a“ 3" \/ V E 
. J 

28. 
4,9 4‘1 ‘9 03" ‘/ ‘/ " 

29. \ 

30. 

U 31. 
69 ea 4'” a. ‘r " 
70 3 2 ~Ouns ' t/ / 
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I 1 

Compounded zinc sulfate 10mg/ml injectable Date ////3A 7 
NBC» 26436-0102-15 Lot Number 17// L75 

Master Formula Sheet BUD /7//l%7 
Total Quantity made RPTinilials RPh initials M 

100 ml Manufacturer/NBC Lot“ 
/ 

Expiry Date 300 ml 

ZincSulfate,usp[monohvdrate] Powder 1 gm ”mamas/Medina 14203A / 10/31/2018f 3 gm .2 3771M 

Benzyl alcohol Liquid 0.9 ml 3877910298 140195C " 11/30/2018 / 27 ml :97” 
Sterile water for Injection liquid [00 ml, qs 0338001304/Baxler Y240903 /7/3l/2018 

/ 
300 m] 300 Ml ' 

Method of Preparation: 

1. Calculate the required quantity of each ingredient for the total amount to be prepared. k 
2. Accurately weigh and/or measure each ingredient 

3.[ Incorporate benzyl alcohol in about 95% of sterile water for injection and mix well if you use benzyl alc 

4. Adjust the pH with sodium bicarbonate if need to adjust. 

5. Sterile filter through an appropriate 0.22micron filter into suitable sterile containers 

INSPECTlON STATION COMPLET/Efi 
PARTICULATE CHECK fl 

VISUAL CONTAINER CLOSURE/ 
LABEL ACCURACY/PRINTING 

LABEL COUNT 

6. OS to total volume , Record pH 

7. Dispense sterile amber vials. 

8. Stopper within ISO 5 designated Work space. 

9. Record the number of vials made. 

10. autoclave at 121 deg.C For 15 minutes for batches more than 25 vials. 

All glassware, glass and ceramic mortars and pestles should be sterilized. 

This preparation should be prepared in a laminar flow hood in a cleanroom using strict aseptic technique. 

BUD W Sterile depyrogenated Glass vials 

Storage: W Color W0 diet" Temperature F ‘73 
Clarity JUU/ Humidity % 3 '1 
Appearance N Meaw“?article count/ftB/min I 

{2L4 W1 I’m Cap ISO 5 hood"w.c O. 5 
Filter Integrity BR "we 9 .0f 

Wipe the items brought into ISO 5 Hood with 70% sterile IPA 
Wipe the ISO 5 Hood surface with sterile 70% IPA before start of compounding, 
between batches and during compoundifi every 30 minutes. WW Filter Details: 0.2 micron Supor 02017 63 289’ 921) £19 9.21 57 W Baxter H93824642 a Number of vials Made: {DY 3° i 
Depyrogenation/Autoclave Cycles: EPIL- '3 ”P'é> AC, .240 

a: m n .ns- I; 
Jg‘cHyby-ul 

1110205 :g‘i‘:“h§: ESP 
E» g E ,. 

ZINC SULFATE BaaadOStaslvc Water"): 4 £3 
a: E E F——. wmecnorwsv mf§imumw é gg
" 

(J5'C)orwlder gégé '_ g 53:29e WWW 255.. 3 : __ , -- 
mdin u r 

.m. 3:1. u a TE‘IIWW, . ~ ‘ "I 

mm l, 
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1 1 

Compounded zinc sulfate 10mg/ml injectable Date ////3A 7 
NBC“ 26436-0102-15 Lot Number I 7// I]C 

Master Formula Sheet BUD /W/74%7 
Total Quantity made RPTinitials RPh initials M 

100 ml Manufacturer/NBC Law 
/ 

Expiry Date 300 ml 

Zinc Sulfate,usp[mon0hydraie] POWdEF 1 gm 3&779010289/Msdw5ca 14203A ’ 10/31/2018f 3 gm :2 .977?“ 

Benzyl alcohol Liquid 0.9 ml 3877910298 140195C ’ 11/30/2018 / 2.7 ml Q-V MA 

Sterile water for Injection liquid 100 ml, qs 033800l304/Baxter Y240903 /7/3 1/2018 
/ 

300 ml 39 p M} 
Method of Preparation: 

1. Calculate the required quantity of each ingredient for the total amount to be prepared. k 
2. Accurately weigh and/or measure each ingredient 

3.[ Incorporate benzyl alcohol in about 95% of sterile water for injection and mix well ifyou use benzyl alc 

4. Adjust the pH with sodium bicarbonate if need to adjust. 

5. Sterile filter through an appropriate 0.22micron filter into suitable sterile containers 

INSPECTION STATION COMPLETED 
PARTICULATE CHECK fl 

VISUAL CONTAINER CLOSURE/ 
LABEL ACCURACY/PRINTING 

LABEL COUNT 

6. OS to total volume , Record pH 

7. Dispense sterile amber vials. 

8. Stopper within ISO 5 designated Work space. 

9. Record the number of vials made. 

10. autoclave at 121 deg.C For 15 minutes for batches more than 25 vials. 

All glassware, glass and ceramic mortars and pestles should be sterilized. 

This preparation should be prepared in a laminar flow hood in a cleanroom using strict aseptic technique, 

BUD W, Sterile depyrogenated Glass vials 

Storage: W Color N0 diet“ Temperature F '72 
Clarity ,Doju/ Humidity % .3 'f 
Appearance N ,aWc‘Particle count/ft3/min 1 

{29A M1. l’mCap ISOS hood"w.c 0. f 
Filter Integrity BR "w.c D .flf 

Wipe the items brought Into ISO 5 Hood with 70% sterile IPA 

Wipe the ISO 5 Hood surface with sterile 70% IPA before start of compounding, 
between batches and during compoundirfi every 30 minutes. 
Filter Details: 0.2 micron Supor 026|7 63 28°] 92» M 9.2! 6.7 [pm 
Baxter H93824642 

[a 
Number ofvials Made: {0% 3° é 
Depyrogenation/Autoclave Cycles: JPIL ’3 “1”,”; Ac,W 

OAHyLmA Hum U ad, mL 65mins ‘ z s ”an, us»a a 
NDC 26436010245 1mg 

u 2 
1"“; SULFATE Badnnosmvcwalzrfor J. m 

I m n S 

‘N’EU‘ON' “5p £93nvlauas~s x 

flax/tar K. \ ' 91‘ mm 0.2 Micron Syringe Filter 

(.15'6) amide! 5. 

mm: mm mum 
,munb-aminhxmdin :5

‘ LOT 

1711136 

1 

2/28/17 

compounded m: 
MULHPLE Don vm murmurs rm 

“'2 —‘°“‘-————— 000069
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50 ml t 
10 gm 9950‘” 

/ I 

Compounded Nandrolone decanoate 200mg/ml in oil injenable Date 7///}// 7 
26436»5022—XX (05 & 10) Lot# 7 7///3/4 

RPT initials BUD 12/247” 
RPh Initials 

Temperature deg.F 70 y“ 
Humiditv% g 3 B. R"w.c— 0‘ 3 
Biological Safety Cabinet. ISO 5 Hood 1/ 

100 ml Lot # Exp.Date Manufacturer/NBC 

Nandrolone Decanoate 20 gm 110316-1 
/ 

9/21/2021 
’ 

58597-0081v6/API 

Oil mixture stock solution: 90 gm I‘III 0‘7 [y 5—) 19 LIX / Hp 45 gm 

1. Dissolve all the powders in benzyl alcohol and oil mixture. 

Filter through 0.2 micron. 

Use Sterile glass vials for the preparation and the preparation is carried out in Sterile compounding Room BRZ , Hood. 

Use sterile rubber stoppers. 

Dispense 10 ml in each amber vial and seal them 

All the activities are carried out asceptically in ISO 5 hood in Biological safety cabinet. 

Oil mixture stock solution: for 100ml Nan.deca 200mg solution 1193624642

w my 

29:13:46; Ac 1&0 

Benzyl Benzoate 30 gm Medisca/3877910311 140026A 8/30/2018 

Benzyl alcohol 0.945 gm Medisca 38779102984 140195c 11/30/2013 

Grapeseed oil 54 gm Medisca/3877920891 138715A 9/30/2018 

All the activities are carried out asceptically in ISO 5 hood S143" W lfa/V 
Membrane Filteration Syringe Filter: 

0.2 micron sterile . 
0 Web 029” 6 3.2 80} Autoclave

' 
Asepfleap-KS-gamfl-S 

‘90 n 002 
Depyrogenatlon 

. , . 

13%“; 1 251571”? polrq Cy 10M MM— 
Wipe the Items brought Into ISO 5 Hood wnth 70% sterlle IPA , 
Wipe the ISO 5 Hood surface with sterile 70% IPA before start of compounding, 

between batches and during compounding every 30 minutes. 

INSPECTION STATION COMPLETED’ 
PARTICULATE CHECK / 

VISUAL CONTAINER CLOSURE / 
LABEL ACCURACY/PRINTING V 

) 
LABEL COUNT 

5w£ Fi shed Produc 
Filter Integrity 

. , Each mIComms 
)AHybrnl r 11.n'hm Nanm‘m 
NDC 26436-502240 decanoal: 

zoom ImL DECA Ultra MfiAWmm 
Glapesced on qs 
sum m Finley 
.2u-m-m-c1rr 

Nlndmlom mum-n 

ZODMGIML 

1 OML \n‘ocxrow 

IM use ONLY 

Loan-n —— rm; 5 a compounded 

III mug Rx Only 

mama“ 

BUD 

13A 

12128/17

w 

M: 

gcv/ 

medwalth 

or

w 

my 

Resa‘e 

Rena" 

advuse 

mm

m

\A
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\ 

HYBRID PHARMA SOP 
i

I 

g 
R“! 69 Rev l 

Enviro- 

/ . 

U ‘ 

- Wmum PARTY LAB 
INCUBATION (c1rcle 

I . ' . . 

Total volume of air coJlected = Pump readmg (A) 11t/mm X collectlon Time(T) 

Cfu in lateX 10001it 
i 

p 
— 0'66“, 

Total cfi1/ 1000 lit = 
. ‘ 

Totjal volume of air collected In 11t. 

Enviro-Air Viablc Micrqorganism Monitoring: Collection of samplas by Impaction Air Sampler and Action levels for air microbial contamination. 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 Action Level Cfu >1 >10 >100 cfi: 
Pass/Fail 

1%55 Air volume collected. 
[35, 4; M 

NLQ‘aaHV-e. MC—I’t flab. "H46? 0213'" 08 91-! 

, at out: } ‘ U 
7‘ l7 

I 
l 7 

Confidential 
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HYBRID PHARMA SOP 

Enviro-Air Vlable Microorganism Monitoring: Collection of samples FORM 69Rev1 

Room/ LAFH/ losafety Hood 

DATE '7 [’0’ )7 Air co lection for viable microorganism monitoring 

' 
1 /Buffer 399m ZZAnte Room/ Particle 

LOCATION (Cll‘Cle) 1:5: 
Room 

- comm/mm 

TEMPERATURE, F HUMIDITY, % Differential Pressure reading “w.c 

'75 35‘ ‘ 0'03 a?» 829. 

FORCED AIR PUMP 

PUMP READING (A) flu]. itres/min A6 Viable Microbial Partial 
Sampler 29 LPM Pump 

Collection Time (T) 3 5 minutes 35' vmnwax 

Details of the Plate Malt Extract Agar Will/é P @017 0% 3L,- Hawo% qo ’ A ' 
— 3 "c. - I 0 mm 1w. i313 «3 

v9“: Q22 ak 0266 
Number of occupants duribg testing Q 074. g p’ (M. 
Activities 9 7/ 

N '9 (lam/5 Mun—401w? 

I (J /" 
INCUBATION(circ1Q IN-H my THIRD PARTY LAB 

Total volume of air collected = Pump reading (A) lit/min X collection Time(T) 

Total Cfu/1000 lit = 

Cfu in plate X 10001it 

my 'w» 

Total volume of air collected in lit. 

MX3F‘M 

Enviro-Air Vlable Microorganism Monitoring: Collection of samples by Impaction 
Air Sampler and Action levels for air microbial contamination. 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 
Action Level Cfu >1 >10 >100 
cfu 
Pass/Fail a3 
Air volume collected. I 0 l§ Id: 

'7 \\7 \‘7 

Confidential 

000072 
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HYBRID PHARMA SOP 

Enviro-Air Viable Microorganism Monitoring: Collection of samples FORM 69Rev1 

DATE *7 / lo I.) 7 Air collection for viable microorganism monitoring 
I ' e Room] Particle

' WW fitfggfizmgzsmd 5 
TEMPERATURE, F HUM DITY, W'D—ifTérential Pressure reading “we

I 

'75- 35' U ' 05 ‘M (Em 

FORCED AIR PUMP 

PUMP READING (A) 323ml itres/min A6 Vlable Microbial Partial 
Sampler 29 LPM Pump 

Collection Time (T) 3 5 minutes 35 ml.“ "1;? 

Details ofthe Plate Malt Extract Agar I"I n1» 4, P $1017 0&3 {— Hot/{Jar an, a 

30W” TM: 3243—30.: 79—8“ Bi 0* Qé‘h 
Number of occupants duriElg téé’éfiié Q 011/34 : g 0759/ 
Activities 

' ' 
4/”,q 

N0 a wbou wokW 
I U /\ 

INCUBATION (circlg) IN-HOUSE THIRD PARTY LAB 

Total volume of air ccflIe :Tefi' = Pump reading (A) lit/min X collection Time(T) 
Cfll 

Total cfu/ 1000 lit = 
Total V 

in plate X 10001it 

49/ 

Volume of air collected in lit. 

Enviro-Air Viable Microorganism Monitoring: Collection of samples by Impaction 
Air Sampler and Action lex/els for air microbial contamination. 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 
Action Level CfiJ >1 >10 >100 
cfu 0’ 
Pass/Fail Pow 
Air volume collected. )9/( M” 

q \f! \I'I 

Confidential 
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HYBRID PHARMA SOP 

Enviro-Air Vlable Microorganism Monitoring: Collection of samples FORM 69Rev1 

DATE '7 )m I ;»7 Air collection for viable microorganism monitoring 

LOCATIOI'J (c'irclq: Buffer Rooml * uffer Room 2/Ante Rooml Particle 
. 3 

rep AFH/ Biosafety Hood mum/”mm 

TEMPERATURE, F HUMIDITY, % Differential Pressure reading “we 

'75 35 0' 0 4 
FORCED AIR PUMP 

PUMP READING (A) FELL tres/min A6 Viable Microbial Partial 
Sampler 29 LPM Pump 

Collection Time (T) 35 minutes 35 m: nut” 
Details of the Plate Malt EXtraCtAgar 

1 71L, 1, P am 7 0g 34 Hand; 1m 0 

Dcwbobr lbw/a: 3—30q (3)) M" 9246C: 

Number of occupants dufi 1g testing m M. _ fl: 9);? 
Activities Li 1 

1/, 1 /I1 

N0 CLMPOUAOUI $3 
\ @{J’MA cud. dmtsf Quinta! 4 012,51 

4%“) i 3u 

INCUBATION (circled IN-HC my THIRD PARTY LAB 

Total volume of air collected = Pump reading (A) lit/min X collection Time(T) 

Cfil 11 plate X lOOOlit _ ’9’ 
Total cfiJ/l 000 lit = 

Total volume of air collected in lit. 

Enviro-Air Vlable Microorganism Monitoring: Collection of samples by Impaction 
Air Sampler and Action levels for air microbial contamination. 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 

Action Level Cfi1 >1 >10 >100 
cfu 6’ 
Pass/Fail H355 
Air volume collected. I0 I 5‘ Q»? 

)7 , 

qlffl I 
I7 

Confidential 

000074



000075

HYBRID PHARMA SOP 

Enviro-Air Viable Microorg anism Monitoring: Collection of samples FORM 69Rev1 

DATE '7 I IO ' '17 Air colllection for viable microorganism monitoring 

LOCATIOI:I (circle) Buffer Rooml [Buffer Room flw Particle 
. 6 

Prep Rooml LAFI-I/ Biosafety ”Wt/”mm 

TEMPERATURE, F HUMIDITY, % Differential Pressure reading “we 
*15‘ 3 5‘ 0' 0 3 

FORCED AIR PUMP 

PUMP READING (A) ii-L tres/min A6 Viable Microbial Partial 
Sampler 29 LPM Pump 

Collection Time (T) 35 minutes 35 "1;t 
Details of the Plate Malt EXtractAgar ’ ’7 IL} (a I’ glow oz 34 )1d Lyn. o . 

A ,. , 5w - o ,LMUJmAm lam-(5. (—iodim ‘2‘“, 6M“ 09.430. 

Number of occupants during tesging 0 IT” ”(fa l _ 

Activities L, “I 
V 

7 W 

ND Uta-im‘f—‘u ‘ (I W fi'rnva.‘ DEL aeaore ’
5 

6e») ,1; ,_ . 

INCUBATION (circle) 6LHOUSE) THIRD PARTY LAB 

Total volume of air collected = Pump reading (A) lit/min X collection Time(T) 

Cfu n plate X 10001it 
«9- % Pa“ 

Total cfu/1000 lit= 2 “Hr” Total \ olume of air collected in lit. , 

Enviro-Air Viable Microorg 
Air Sampler and Action ledcls for air microbial contamination. 

ganism Monitoring: Collection of samples by Impaction 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 

Action Level Cfu >1 >10 >100 
cfu 'Q' 
Pass/F ail V043 
Air volume collected. I 015' M 

2% . 

7“” ‘7 

Confidential 
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HYBRID PHARMA SOP 

Enviro-Air Vlable Microorganism Monitoring: Collection of samples FORM 69Rev1 

DATE 7/ m '17 Air colllection for viable microorganism monitoring 

Total Volume of air collected in lit. 

LOCATION (circle) Buff oml /Buffer Room 2/Ante Room/ Particle
. 

\rep R00 LAFH/ Biosafety Hood mum/hymn 

TEMPERATURE, F HUM DITY, % Differential Pressure reading “we 
'75 3] /. 0. 0'7 ” 

FORCED AIR PUMP 

PUMP READING (A) ai—Litres/min A6 Viable Microbial Partial 
Sampler 29 LPM Pump 

Collection Time (T) 35 minutes 3§mi mil: 
Details ofthe Pl'ate Malt I xtract Agar ['7 I4é ? sin/‘7 - 08— a L, Hand-g 4,4 0 

Number of occupants during testfilg (9M ‘ xv ,2 Z‘M a” ; d 
. . . ' I 

Act1v1t1es (hoe ‘ 
$4 7616 1 

N0 mfouudzug QEJ-iJnl-w~ W1?) M 4M ’1». o 1:" n m
' 

/_75\ 
INCUBATION (circle) IN-HOUSE ) THIRD PARTY LAB 

Total volume of air collected = Pump reading (A) lit/min X collection Time(T) 

Cfu 11 plate X 10001it 
«9 a?“ 

Total cfu/ 1000 lit = 

Enviro-Air Vlable Microorganism Monitoring: Collection of samples by Impaction 
Air Sampler and Action lesiels for air microbial contamination. 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 

Action Level Cfu >1 >10 >100 
cfia 49’ 
Pass/Fail i224: 
Air volume collected. In I( JZJ‘ 

Confidential 
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HYBRID PHARMA 

FORM: ENV70A 

ENVIRONMENTAL MONITORING / SAMPLING FOR VIABLE 

AIR SANIPLING FOR VIABLE USING SETTLE PLATES

/ 
Date Details of Plate, Lot#, H-17159 2017-09-26 ‘/ Details of Collection Incubation 30- 35 0 Plasg 

' EXPiry Settle air 86-95 0 F / 
TSA 26ml, USP, W64 48-72 hrs. Fail 

Location By ’3 CFU Date By 
‘Laminar flow hood (é ISO 5 \/ 4 b’ 7/3/7 W/ 
iTop of lyophilizer front door Buffer room 1 a: é T‘ 

Stainless steel table #2 1 ‘7 Buffer room 1 ‘/ 0" ¢
" 

z‘Next to wall grid #1 Buffer room 1 
_ 5 ¢ 

‘ 

Stainless steel table #5 [8 Buffer room 2 \/ 97‘ p’ 

Stainless steel table #3 ,q :Ante room (/ "\' K 

[Next to wall grid'#3 
‘ 

Ante room 
_ 

Q’
; 

Stainless steel table #4 '99 Prep/stagmg room 1/ \l 
_ 
¢L 

_ I 
Counter Prep/staging room

‘

i 

Gloved fingertips L Post sample collection 

Gloved Fingertip R Post sample collection
: 

Negative Post sample collection
1 

APPROVED BY

3 00097
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HYBRID PHARMA ENVIRONMENTAL 

‘ 

,, , 

_ \ l J JATVIEIMVIOHIVVIEI AMHAH‘I (llflfl‘lH 

kDate Details of Plate, Lot#, ‘H- -TSA w/ L/T I—I— 
) 
S 

‘ ’ ‘ ’ 

‘ 

‘Expiry 17118 2017- 08— 16 / 3‘ co 
— i; a -fiiTU 7W AZT-Hifim (smmO aimed 913(1‘ 

7 
7 

~ 

, Y "71,» 7,7 7 7 3 

(,9 \aI—ao—nosml‘ wqfl‘ 

Locatlon 
‘ 

By 
7 _ i “ 

‘

3 

‘7 7 , 7 7 77 

i 

“ 1 

Ya 7 M 7 7 H“ ‘ 7 , 

noiisooJ“ 

! Laminar flow hood V\/ 7 
ISO 5, Buffer room 1 

3} 

I 3-\
‘ 

Q Stainless steel table #2 3/ Bufi‘er room 1 

I V 7 — , 

, 

I [1501 xéfiufl Z021: \ Hood wofi Isnimsl} \ 

3 Stainless steel table #1 4 ,, Buffer room 1 

’ " 

fl 7 fl 7 W W, 
I [r1001 qefiua \, 8% sldsi [5312 aaelnisla‘; 5% 

LY ‘Entrance Floor / [Buffer room 1 

I mom Ieflufl \ Vlfireldm [3312 aaalnisial E 

5/ Stainless steel table #5 / iBuffer room I 

I moonsfiufl 
r 7 

\ 100151 soaIEl} +1 

(9 Stainless steel table #3 
7 

V, 
7 
Ante room 

I [110011531118 \ 3% eldsI [3312 aaelnisIZ ( 

'7 Traffic Floor 
7 

J Ante room 
‘ 

momsmAv 
V 7 

V 8% aldsl 16512 aaelnima C) 

‘5 Stainless steel table #4 / Prep/staging room 

'1‘ mom snug 

, 

\ 10013 331611" Y" 

Q Entrance Floor ‘/ Prep/staging room 

\ mom gnigéja\.qafli V M aids! 16512 aaslniBIZ“ 8 

[0 Biosafety Hood \/ ISO 5, Buffer room 2 

mom gnigsjz\.qafi 
\‘ 100111 sommnEl P 

H Ennr 
flag ”1% 1“ (o 

Buffer r00m 2 
\ S mom xafiufl ‘2 021 \/ booH \(Isisaoifl Ql 

. TOO 

‘ k 

I} 13 \/ Gloved fingertips L H mm H 17:12:20” 08 

\/ Smoomfiufl \, xool‘l eonsmfl H 

‘ 

1, 

Awe? W M 4%? flask Wits £1 

1% { Glove? Fingertip 13 
H- -T§A w/ W H- 171/13 2017 08_ 1. 

I— 80 V to: 83m HT\J\w AaT H J aqinegnfi havoli) \, g = 

FAQ/M 70E 
‘4 Negatwe ~ HiTSA W/ ”T H471? 2017—08-1. 

a :- 8O \- 10: 8mm -HT\J\W AaT- H flq'msgnia havoID \, 
' 

’13;
‘ 

4W 3 

3 1 ——80 \‘103 8}mHT\J\wAaTH ravim’gaVI \ , Tu ‘ 

510? M5101 

APPROVED BY 

g Pl 01/? 

) ) 

Ya GEWOSI‘I‘lA 
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HYBRID PHARMA ENVIRONMENTAL MONITORING 

Date Details of Plate, Lot#, H—TSA w/ M H- Surfage sampling 
Expiry 17118 2017 08‘ 16 j contact/ swab/ 0 F / 

film \ 48-72 hrs Fail 

lLocation By Incub. Wsmrt End By 

I 

‘Lflflxflfl hgd‘i \/ ' 
iso 5 B ff 1 

L Temp. plate Date Date
. 

ammar ow oo , u er room 

a #111 MW 1. Z " W” 'U 
1' 

g Srrtainlessrsteel table #1 /:# # 
Buffer room 1 -i\ 90' [ 

‘-\’ Entrance Floor J Buffer room 1 t g 
§ Stainless steeltable #5, 7/ 7H,, m Bgflki riom 1 

‘ §~ 33 g / 
(9 Stainless steel table #3 \/ An_te room 

, _ W "7AA An?” _ 

_‘ 
J . i

I 
61 Tygffic Floor _\( < 

{LI-135mm 
A 

‘ 

_ _ _ 
d 3 I

— 

6 Stainless steel table #4 \/ Prep. /staging room a 12 \ 
I

— 

q Entrance Floor ‘/ Prep./staging room I I 

10 Biosafety Hood \/ ISO 5, Buffer room 2 
1 fi 

u Entrance Floor \/ Buffer room 2 \l ’
‘ 

[9. 
sun!) «3301.; a; lo Wu ’rooma we 

’ l 

[3 \/ Gloved fingertips L H-TSA w/ L/T H—171f8 2017-08- 16 Post sample collection 
V 

\- L M 
It} / Gloved Fingertip R H- TSA w/ L/T H- 17 M8 2017-08- 16 Post sample collection 

9\ 
{/1} W 

{f / Negative 
, 

H-T~SA w/ LIT H-17118 2017-08-16 Post sample collection “ 
7;” 

' 
1' ”I‘d“? 

FORM 70E \ 2 V: 
4\\°\" E 7 V 

APPROVED BY ,
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Client: Hybrid Pharma 
C/O:Dr.PonswamyRaga1ingam 

1

. 

1 LAFH,ISO SiEnvuonmemal 
Re: Form 69 Rev. ; 

Air 
Sampling 

The summary infonnan 

Phamacopem, 2014). A 

USP 797 

‘on for each sample ipcludes 3 Pas 

6301 NW 5th way, Suite#: 1410, n. 

(866) 871-1984 Fax (954) 776- 

Date of Samgling: 08-10-2017 

- Summa of Sam 19. Anal sis Results 

s/F ail result with respect to 

Staphyloeoccus, molds, and yeasts. 

Levels for Viable Parfieles in MI and from Surfaces 

Table 1:Recommended Action 

ISO Class Active Airborne Inanimate Surfaces“ 

(cfu*/m3) \ 
(Ch/Plate) 

5 
>1 

>3 

7 
>10 

>5 

8+ 
>100 

>100 

" cfu = colony forming uni ts ” Comet plate areas Vary from 24 to 30
‘ 

cthmswabbingisusedinsampfingmc 

area covered should he at least 24 call but no largenhan 30 cm2. 

Fags Acceptable concenu-atioqs and absence of actionable microorganisms 

”'l Unacceptable concentrations and/or pmence of actionable microorganisms 

‘- Not applicable. Blank Simple and/or no ISO Class area dwignation provided¥ 

Date of Recelpt: 08-1 1-2017 

Date of Report: 08-15-2017 

'delines for concentration of colon? formmg units see Table 1) and actionable microor _ 

' ctionable microorganisms axe defined here as Gram-neganve bacten 

EMLab P&K 
Lauderdale, FL 33309 

8485 WWW.emlab.com 

the USP 797 action level . 

ganisms (United States 

a, 
coagulase-posi’dve 

[E‘pcggrgkfioodg 
Media Type 2% Colonyldenfifiwfiofi 018.3; 

W305? 

. 1r 1 TSAI Air I <1 mower-New l 5 l 

191 

Pas | 

[mono - 
""3“ 

S.Hood Surface I 
h“ lSurfacel ND IN°°°1°nifid°W I 5 I J Pas 

REFERENCE-United i 

. - Stat ham” . 

Pharmacopclal Convcnfiomegglkmazperm 
Md National Fomlflnry Chap“, (I (USP 3 

. ‘ 
5'“? 30) Rodvillg 

¥ Samples that would otherwise pass in relationship 
more bacterial colonies in m . 

T The Total CFU value rwm‘ldfified 55 Other Bactena. 
18 

to concenu-m'on and 

wuhout all' volumas rovxded all mp0 as N/ (Not lxcable) A reported Value of ND [minutes meW p fled A Ag 
§ Actionable mlcx'oorgamsms 199mm 1-“ 

3‘ 01d (ml! When 
I S S In , e ~00m ed ac 0n eve] 18 and 0 I: for A tilled USP 797 Ill (1 ll tab an: nab mlcmorgamsm llSt are only MW 
EMI‘b MK. LLC 

Momblemicma - malwxys WSWAmm or 

°f°a°h sample in thi 
th T

- 

5 report. In order to éalculate fififlfigWfic entire ”triple. For ref: mmktyManahwmfl" 0°kW mkpmfiflnd. Ail-m, 

ab ID: "75146, Page 2 of4 
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EMLab P&K 
6301 NW 5th way, Suite#: 1410, Ft. Lauderdale, FL 33309 

(866) 871-1984 Fax (954) 776-8485 www.cmlab.com U Client: Hybxid Pharma Date of Sampling: 08-10-2017 
C/O: Dr. Ponswamy Ragaljngam Date of Receipt: 08-11-2017 

i: Form 69 Rev. 1; LAF H, ISO 5 Environmental Date of Report: 08-15-2017 

Sampling 

USP "97 - Detail Sample Analysis Results 

ngtion: HPO810A:Hood Air 
Comments (see below) A 
Area Designation ISO Class 5 

Samnle type Andersen samnle 
Media used TSA 
Lot#/Expiration date H17 159/9-26-2017 
Lab ID-Versioni: 8296042-1 
Analysis Date 8-15-2017 
Incubation 30° - 35°C 

for 2-3 davs 

raw ct. cfu*/m3 
STotal ND < 1 

Samnle size 1015 liter 
Positive Hole 0 

*cfu = colony fuming unit: Positive 11 ale correction chart used for all calculations ND = none detected 
Comments: A) No impaction marks detected.

U 

Identifiers listed without a count or data entry Ian not demoted during the course of the analysis for me respective sample. 

Note: Intexpmation is lefi to the company and/1 1- persons who condncwd the field work. Some rare 51mins of Staphylococcus produce free 

(unbound) coagulase exclusively. The applied coagulase test only measuxes bound coagulase. 

The limit of detection is a raw count of l. The 
, 

lytical sensitivity for air samples is equal to 1 raw count divided 
be; 

sample sizepnd multiplied 

by the positive hole correction factor. The analytical sensitivity for surface samplas is equal to 1 raw count dmded y a sample sue of 1 plate. 

I . . . 

I A "Version" indicamd by -"x" afier the Lab M with a value greater than 1 indicates a sample with amended dam. The revmon number Is 

reflected by the value of "x". ‘ ' _ 

( ’ § Total cfillunit has been rounded to two signi cant figures to reflect analy'ucal precusmn. 

EMLab P&K, LLC 
1 EMLab ID: 1775246, Page 3 of4 
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EMLalJ P&K 
6301 NW 5th way, Suite#: 1410, Ft. Lauderdale, FL 33309 

I 

(866) 871—1984 Fax (954) 776—8485 www.cmlab.com 

Client: Hybrid Pharma Date of Sampling: 08-10-2017 
C/O: Dr. Ponswamy RagalingamJ Date of Receipt: 08-1 1-2017 

if: Form 69 Rev. 1; LAFH, ISO ‘ Environmental Date of Report: 08-15-2017
r 

Sampling 

USP - Detail Sam Results 

Comments see below None
5 

1e late 
Media used A w/ Lecithin & Tween 

' ' 
H1 22-201 

ID- ' 
- 8296043-1 

' l -2 1 

Incubation 30° - 35°C 

Comments: 

Identifiers listed without a count or data entry were not dctected during the course of the analysis for the respective sample. 

Note: Interpretation is lefi to the company and; or persons who conducted the field work. Some me strains of Suphylococcus produce free 

(unbound) coagulase exclusively. The applied coagulase test only measures bound coagulase. 

Th: limit of detection is a raw count of 1. WWW sensitivity for air samples is equal to l nw count divided b sample size and multipliede 

by the positive hole correction factor. The 
J 

ytical sensitivity for surface samples is equal to l raw count divided y a sample size of 1 plate. 

I A "Version" indicated by -"x" afier the Lab 13!! with a value greater than 1 indicates a sample with amended dam The revision number is 

reflected by the value of "x". 
§ Total cfulunit has been rounded to two signi cant figures to reflect analytical precision; 

Emab P&K, LLC 3 

EMLab ID: 1775246, Page 4 of4 
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U Approved by: 

EM Lab I3&K 
A TestAmerica Co ”— 

Report for: 

Dr. Ponswamy Ragallngam 
H brld Pharma 
1 15 W Newport Center Dn‘v 

Daerfleld Beach. FL 33442 

mpany 

5 #106A 

R ardin : eg 9 
EML ID: 1775246

W 
Technical Manager 
Balu Krishnan 

Project: Form 69 Re v. 1; LAFH. ISO 5 Environmental Air Sampling 

Dates of Analysis: 
USP 797 Count & ID 30-35C: 08—15-2017 

Service SOPs: USP 797 Count & ID 3035C (EM-USP-S-2082. EM-USP-S-2081, EM-BT-S-1576) 

All samples were recelved in acceptable 
the nature of the analyses performed. fie! 

EMLab P&K (“me Company') shall have 
recommendations made, acuons taken a 
of or based u on the Test Results. In no 
the Compani/Ps own willful misconduct or 
damages or ost profits or revenues to th 
advised of the posslbilily of such damag 
Test Results exceed the amount paid to 

condition unless noted in the Report Comments portion in the body of Ihe repon. Due to 
:1 blank correction of results Is not applied. The results relate only to the items tested. 

no llability lo the client or the client‘s customer with [aspect to declsions or 
1' courses of conduct implemented by either the cllent or the client‘s customer as a ret 
event shall the Company be liable to the client with respect to the Test Results except for 
gross negligence nor shall the Company be liable for Incidental or consequentlal 
fullest extent such llablllty may be dlsolaimed by law. even if the Company has been 

5. lost profits or lost revenues. In no event shall the Company's liability with respect to the 
the Company by the client therefor. 

EMLab P&K, LLC EMLab ID: 1775248. Page 1 of4 
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F f ‘ 

CHAIN Q CUSTODY 5‘ EM Lab P8LK weam'k “9 Ram 8"” Wi’“ C’s“ REQUESTED SERVICESX 
EMLabPK.com 

* 
‘A T tA rica Corn an 

None El E] E] El (Use checkboxes below) “W“ _..ss_m_.__p_v 
a; Light 

a g 3 g g Non-Cullurahle CuhuraMe 

NewJavsey: aooo Llnooln DriveEasLSufleA. Marllon. NJ ososa'(ass)871-1W 3 We!“ 
Sm Tape Emmy . Mmen‘m‘mn 0mm 513 

Phoenix. AZ:1501 Wes! Knudsen Drive. Phaenix,AZB§027'(800)651-4802 Heavy E] D D II] mp Sam's: wmenaum’mwwfimm Plates 
eq" 

ssr, CA: 6000 Shoreline own. Suite 205. South San Frandsw: “940W (3“) 3”“53 " 

CONTACT INFORMATION A g 
. Address: 1015 W Newport Center Drive #106A E 5, a 

Company: Hybnd Pha'ma Deerfield Beach, FL 33442 
E 29 i . . . A A A : 0.) 

Comact Dr. Ponswamy Rajaling’flm smnmmns‘ 
§ § § 6 g 5: g . . . a ‘ 

._ 
Phone: 954-708-2771 

3} 3 E 5 ‘33 2 
g g E E g

g PROJECT INFORMATION TURN AROUND TIME cones (TAT) g E 
g 

g, Q g , 3 
E a E g < a” E g ‘3 2 Q ‘E O .12 n. . — DEFAUL . — .= = = .,, c ‘— PmectID: Form 69 Rev.1 s11) Standam T) 

Rushesreoaivedafleem E; g 2 <3 <3 3 
g 

% gig; ; E o _ 
, . - Ream—11m - -- ~- 3 r m 

-' . mpfion' LAFH,ISO5Environmemalalrsampllng. ND'NGX‘B'JS'MS Day ggdgfidmmm g ii :3; 
(g 

“g: “E: g E E. 
2 

g g E fi: :3 Z a g ' 
. 

_ nexthmlnessday.Please mi 333=8 "I: a ‘3 ' w . mpg-am 29.29; mm 5 g 
«% g g g «g 

5 g :27 

E
E 

lcode. ‘ ' 
weekend analysis needs. a, B .2 .2 w a: 5 g '5 ~— 2 ‘3 E‘ E 0’ pom samwedsw UR wu—Weemdmoudav 

g. 2 g g 
3 § § 5 

"g 
E § 2 g a: 

§ § 
a z 

. . SampleType TAT TotaIVokImlArea Notes E g E g -'— E E 3 5 :8: g § § 3 3 12 § 9 Sample ID Descnm'on (am, (m) (as appHcaMe) (Tum oiday, Temp. RH. em.)
v 

HP081OS HoodSurface CP STD 72F,36% DDDDDDDDDDDDDDDDDI 
”POW Hmm MS sm mm mm DDDDDDDDDDDDDD III III EIIZ 

DDDDDDDDDDDDDD El El CID 
DDDDDDDDDDDDDD E] El DE! 
DDDDDDDDDDDDDD E] El DD 
DDDDDDDDDUDDDD I] D [ID 
DDDDDDDDDDDDDD El [1 EH] 
DEIEIEIEIDEIEIDDDEIDD El D DE] 
DDDDDDDDDDDDDD Cl C! DE! 
DDDDDUDDDDDDDD El El CID 
EIDDEIDEIDDEIEIEIEIDEI E] El DE] 

SAMPLE TYPE cones RELINOUISHED BY DATE MIME RECEWED BY DATE anus 
Bc—BioCassene'“ sr-SporeTraptlefon- T'TaPe °'°"5‘ 
A1s—Andelson Allengenaujurkardm sw-Swab SO-Soil 

SAS—SulfaoeAIrSampler P-PotahleWMer B-Bulk 

CP — Comact Plate NP - Non-Potable Water 0 - Other:
V 

By submimng this Chainof Custody, you agree Iobeboundhylhetmnsand eondflionsseifonhatmrllvmw—mlibgmgmnm 
Copyright © 2015 EMLab P&K Baum”, Rev 3669018911239“ mm
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HYBRID PHARMA SOP 

Enviro-Air Viable Microorganism Monitoring: Collection of samples FORM 69Rev1 

DATE Air collection for viable microorganism monitoring 3' yo I"? 
LOCATION (circle) Buffer Rooml /Buffer Room 2/Ante Room/ Particle 

'

. 

Prep Room/1min Biosafety Hood ”MUM/mm 

TEMPERATURE, F HUMIDITY, % Differential Pressure reading “we 
'14? say. D-5"u.¢\:ut. n4 

FORCED AIR PUMP 

PUMP READING (A) film tres/min A6 Vlablc Microbial Partial 
Sampler 29 LPM Pump 

Collection Time (T) 35 minutes 3 S mama. 
Details of the Plate TSA HOW"? 36“" ”3? 

WA; HPaQ'OA lsq mam 099.2. 

Number of occupants during testing I 

Total v alume of air collected in lit. 

ACtiVitieS 8W“? M; m- in“ “A? m 
CD run—DOW A%. 9113-!) 100M h: 

| Q I 

(Room 1— 

INCUBATION (circle) IN-HOUSE /’T/HIRD PARTY L133) 
Total volume of air collected = Pump reading (A) lit/min X collection Time(T) 

Cfu in plate X 10001it 

Total Cfu/1000 lit = 

Enviro-Air Viable Microorg. 
Air Sampler and Action leve 

anism Monitoring: Collection of samples by Impaction 
Is for air microbial contamination. 

Location ISO CLASS 5 ISO CLASS 7 ISO CLASS 8 

Action Level Cfu >1 >10 >100 

cfu A 
Pass/Fail V095 
Air volume collected. to (5' M 

an H F08 Ios 3%“ Room 1 19,05 

Confidential 

T3 9 

Heed Wen Cont“ 
HI‘10‘LD5 :1o lo a: PM 
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HYBRID PHARMA ENVERONMENTAL LOG 
DATE TEST TYPE PASS/FAI L 

93 
'1 ml! H <,L.1={me cm (“J .a“ 

I, IqI'H _§u.n"»pu Canvl‘o‘dv £224” ”1 
I l 

V \‘
, 

I In; I'lll Cunl (A, CM‘C'I(@' (2).? 

g {0;}{'IL (lbnifimf fl \ L p:' /E_¢( 

“Ll/7’3 (I 
,IL gun/ée/‘a (fix/Jud P025 

H 
.1 
lg 

11 

'11, Six/115a aweme’ Pagzs 

Isllél‘u. 8%.»..r Ouzs 
l I ‘ b

" 
[gigaflf Qunnano Ckkkn‘t fizz: 

1/H9/(7 Qnudacp flnmAPauL fiéflé~ 

8 
j foil 3 -1 Sammy“ camimi— @s 
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C1J4fl2rxfl45ay“ _ :3L*AEEkL 

HYBRID PHARMA ENVIRONMENTAL LOG 
DATE TEST TYPE PASS/FAI L 

{I’LILIIHr Am fip‘CCA (CW 

L In. ['1( A4; Qua néuLp ;%LK& 
! 1‘ ,v . \ 1 d 

C&Jn I‘lL Aqfi Qva..‘Jn£.An égLZX ' 3" {v V I - 9- v
, 

\7 //n// [r1 |‘v 5&310 
I 

" 
121¥6 

(glue/WW ’11” WNW (3&5 
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AN ALYTI CAL 

CERTIFICATE OF ANALYSIS 

Client: Hybrid Pfiarma 
1015 W h ewport Center Dr #10631 
Deerfield Beach, FL 33442 

Contact: Dr. Raja 

Drraja@ ybridpharma.com 
P (954) 7 '8-2771 

Atlas Sample ID No.: 17-0066 

Atlas Report No.: 17-0066 

Original Issue Date: January 24, 2017 

Test: USP <71> Sterility: Method Suitability Test 

Product Name: HCG 11000lU Lyophilized 

Lot Number: 170113C 

Samples Tested: 35 vials w th lyophilized product in each were received. 5 vials were suspended 
in 11 ml acteriostatic water each, 55mL filtered and the filter was placed into 
100 mL 0 TSB in triplicate (for 3 organisms). 5 vials were suspended in 11 mL 
bacteriosfiatic water each, 55mL filtered and the filter was placed into 100 mL of 
FTM in tri licate (for 3 organisms). A total of 30 vials (330 mL suspension) was 
tested with 55 mL used for each organism listed. 

‘

, 

Method Summary: 

In order for a USP <71> Sterility Tlst to be considered valid, the enrichment scheme used to recover 
contaminants must be shown to b'e able to recover various test species introduced to separate 
enrichments at low levels (<100 cilony forming units). These enrichments are incubated for no more 
than five days at prescribed temp ratures. Turbidity in the growth media is confirmation of growth and 
therefore validates the test. 

Product Enrichment: 

55 mL of suspended product was filtered through a 0.45 micron filter. The filter was rinsed with <100 

cfu of test species and the filter w is transferred to 100 ml. of TSB‘ This process was repeated except the 
filter was transferred to 100 ml of HM. 

This document is Issued under the compa wy’s terms and condltlons which were agreed upon during sample submission. Atlas 
AnaIytlcal Inc/s Ilablllty regardlng this ana vsls Is Iimlted to the cost of the tests associated with this Certificate of Anaiysis. The 
results are the property of the client listed above and Atlas Analytica! Inc. 

8255 Commerclai Way . Weeki Wachee, FL 34613 - Phone (352) 610 4367 
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ANALYTICAL i

w 

Result: 

Tryptic Soy Broth Bacillus subtilis 21 cfu 20" - 25°C Yes 

Tryptic Soy Broth tandlda albicans 66 cfu 20" — 25°C Yes 

Tryptic Soy Broth Aspergillus brasiliensis 69 cfu 20' - 25°C Yes 

Fluid Thioglycolate Medium Clostridium sporagenes 8 cfu 30° - 35°C Yes 

Fluid Thioglycolate Medium $taphylococcus aureus 56 cfu 30' — 35°C Yes 

Fluid Thloglycolate Medium ’seudomonas aeruginosa 26 cfu 30° - 35'C Yes 

Conclusion: 

Filtering 55 mL of suspended HCG 11000lU and placing the fiIter in 100 ml. of T58, and repeating with 
filtering another 55 mL and placing in FTM is a valid method for confirming sterility of manufactured 
product. 

Approved by: 

Kim Dix 

Quality Assurance 

This document is issued under the company’s tenus and conditions which were agreed upon during sample submlsslon. Atlas 
Analytical lnc.'s liability regarding thls analJ sis is limited to the cost of the tests associated with thls Certificate of Analysis. The 
results are the property of the cllent listed hbove and Atlas Analyuml Inc. 

8255 Commercial Way ' Weeki Wachee, Fl. 34613 - Phone (352) 610 4367 
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TLAS 
ANALYTICAIL 

CERTIFICATE OF ANALYSIS 

Client: Hybrid Pharma 
1015 Newport Center Dr #106a 
Deerfi IId Beach, FL 33442

I 

Contact: Dr. Rajta 

Drraja@hybridpham\a.com 
P (95417084771 

Atlas Sample ID No.: 17-006‘ 

Atlas Report No.: 17-0065 

Original Issue Date: January} 24, 2017 

Test: 

Product Name: 

Lot Number: 170112 

Samples Tested: 7 vials c 

filtered 
organis 
of RN 
with 50 

Method Summary: 

In order for a USP <71> Sterility 
contaminants must be shown it 
enrichments at low levels (<100 
than five days at prescribed tern 
therefore validates the test. 

Product Enrichment: 

50 ml. of product was filtered th 
species and the filter was transf 
transferred to 100 ml of FTM. 

ThIs document ls issued under the com 
Analytlcal Inc/s Iia bility regarding thls a 
results are the property of the client "3 

8255 Commercia 

usp <7§1> Sterility: Method Suitability Test 

Testosterone Cypionate 200mg/mL 

ontaining 50mL product in each were received. 50mL of product was 
and the filter was placed imo 100 ml. of TSB in triplicate (for 3 

ms). 50mL of product was filtered and the filter was placed into 100 mL 
'in triplicate (for 3 organisms). A total of 300mL of product was tested 
mL used for each organism listed. 

Test to be considered valid, the enrichment scheme used to recover 
be able to recover various test species introduced to separate 
colony forming units). These enrichments are incubated for no more 
peratures. Turbidity in the growth media is confirmation of growth and 

rough a 0.45 micron filter. The filter was rinsed with <100 cfu of test 
erred to 100 mL of TSB. This process was repeated except the filter was 

:anv’s terms and conditions which were agreed upon durlng sample submission. Atlas 
nalysis is limited to the cost of the tests associated with this Certificate of Analysis. The 
ad above and Atlas Analytical Inc. 

Way « Weeki Wachee, FL 34613 ‘ Phone (352) 610 4367 000091
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TLAS 
ANALYTICAL 

Results: 

ream « 
. ‘ . 

\ 1:. km- 
Tryptic Soy Broth 

_ 
Bacillus subtilis 21 cfu 20° - 25‘C 

Tryptic Soy Broth Candida albicans 66 cfu 20° - 25°C 

Tryptic Soy Broth Aspergillus brasiliensis 69 cfu 20° - 25°C 

Fluid Thioglycolate Medium Clostridium sporogenes 8 cfu 30° - 35°C 

Fluid Thioglycolate Mediurfi Staphylococcus aureus 56 cfu 30° — 35°C 

Fluid Thioglycolate Mediurrfi Pseudomonas aeruginosa 26 cfu 30° - 35°C 

Conclusion: 

Filtering 50 mL ofTestostero e Cypionate 200mg/mL and placing the filter in 100 mL of T53, and 

repeating with filtering another 50 mL and placing in FM is a valid method for confirming sterility of 
manufactured product.

r 

Approved by:
l m 0/45 

Kim Dix 

Quality Assurance 

This document is issued under the c mpany’s terms and conditions which were agreed upon during sample submission. Atlas 
Analytical lnc.’s liability regarding th 5 analysis is limited to the cost of the tests associated with this Certificate of Analysis. The 
results are the property of the clien llsted above and Mlas Analytical Inc. 

8255 Commer+ial Way . Weeki Wachee, FL 34613 - Phone (352) 610 4367 

[ 
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HYBRID Pllarnla GMP SOP 

SOP FOR THE GENERAL PROCEDURE FOR 

STERHIIY TESTING BY MEMBRANE FILTRATION 
TECHNIQUE 

Approved Date 

000093
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® Pa” Corporation ContactUs:www.pa|lcom/comact 

Membrane Filter Technique 
Membrane Filter Technique 

The Membrane Filter (MF) Technique was introduced in the late 19505 as an alternative to the Most 
Probable Number (MPN) procedure for microbiological analysis ofwater samples. The MFTechnique 
offers the advantage of isolating discrete colonies of bacteria. whereas the MPN procedure only 
indicates the presence or absence of an approximate number or organisms (indicated by turbidity in 
testtubes), 

The MF Technique was accepted by the Us. EPA for microbialogical testing of potable water in the 
11th edition of standard Methods for the Examination of Water and Wastewarer‘ 1n the 1978 
publication, Microbiological Methods for Monitoring the Environment, the US. EPA stated thanhe MF 
Technique is preferred Yorwatertesting because it permits analysis of larger samples in less time. 

v Comparanve Benefits 

n Uses of me MF Technique 

v Conclusion 

A Advantages of the MF Technique 

Step-by-step Pmcedures 

Applxcaxion Guide for Membrane and Nutrient Media 

Ordering Information 

Comparative Benefits 

The concentration of larger samples on a membrane filter is a key benefit ofthe technique over the MPN 
procedure as well as over Pour Plate and Spread Plate techniques. 

Many industry and U.S. EPA test procedures require samples of 100 mL or more to be analyzed for the 
presence of bacteria‘ The Pour Plate technique is limited to a sample volume ofz mL and the Spread 
Plate technique has a limit of 0.5 mL. 

Using the MF Technique. a 100 mL sample is passed through a 47 mm membrane using a finer funnel 
and vacuum system. Any organisms in the sample are concentrated on the surface of the membrane. 
The filter is then placed in a petri dish with nutrient medium. The passage of nutrients through the filter 
facilitates the growth oforganisms on the upper surface ofthe membrane. The discrete colonies that 
form on the surface of me membrane can be easily transierred to confirmation media. 

You 

Uses of the MF Technique 

Municipal waterlreatment plants monitor drinking. waste, and surface water for the presence of coliform 
bacteria by the MF Technique. The key organism monitored in water treatment facilities is E. coli. The 
US. EPA considers this organism the leading indicator of fecal contamination. 

In addition to ivs use by government labs for monitoring drinking water. the MF Technique is also used 
for microbial monitoring in the pharmaceutical. cosmetics. electronics. and food and beverage 
industries. The MP Technique is used in these industrial labs m monitor the presence of microorganisms 
in process waters and final product. 

The pharmaceufica! and cosmetics industries typically focus on monitoring their process water for 
Pseudamonas species. The electronics industry monitors for any and all microorganisms because they 
must keep vheir process water free from even the smallesmrganisms. Microbial monitoring in the food 
and beverage industry typically employs several types of techniques because ohhe variety of samples 
that are encountered. Beverage samples can typically be monitored for microorganisms by the MF 
Technique. but when solid samples cannot be liquefied, alternative methods must be used, 

Top 
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Conclusion 

The MF Technique is an effective, accepted technique for testing fluid samples for microbiological 
contamination. Itinvolves less preparation than many traditional methods, and is one ofa few methods 
thatwill allow the isolation and enumeration of microorganisms. The MF Technique also provides 
presence or absence informafion within 24 hours. 

Top 

Advantages of the MF Technique 

» Permits testing of large sample volumes‘ 
1' Reduces preparation time as compared to many tradiu'onal methods.
v Allows isolation and enumeration ofdiscrete colonies of bacteria.

v Provides presence or absence information within 24 hours. 

Effecu've and acceptable technique. Used to monitor drinking water in governmem laboratories.
v Useful for bacterial monitoring in the pharmaceutical, cosmetics. electronics, and food and beverage 

industries.

1 Allows for removal ofbacteriostau'c or cidal agents that would not be removed in Pour Plate. Spread 
Plate, or MPN Iechniques, 

Top 

Step-by-step Procedures 

1‘ Collecuhe sample and make any necessary dilutions 

2. Selectihe appropriate nutrientor culture medium, Dispense the 
broth into a sterile Petri dish, evenly saturating the absorbent pad. 

3. Flame the forceps, and remove the membrane from the sterile 
package. 

4. Place the membrane filter into the funnel assembly, 

5. Flame the pouring lip oflhe sample container and pourthe sample 
,into the funnel. 

.Turn on the vacuum and allow the sample to draw completely 
through the filter. 

7. Rinse funnel with sterile buffered water. Turn on vacuum and 
allow the liquid to draw completely through the filter. 

000095
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8. Flame the forceps and remove the membrane filter from the funnel, 

9. Place the membrane filter into the prepared Petri dish. 

10. Incubate at the proper temperature and for the appropriate time 
, period. 

11. Countthe colonies under 10 - 15 X magnification. 

12. Confirm the colonies and report the results. 

Note: Observe aseptic technique throughout the procedure 

Top 

Application Guide for Membrane and Nutrient Media 

Media Broth Total Fecal Yeast Total PseudomanasFecal Lactobacillus 
ColiformColiformand BacteriaSpecies streptococcusacid 

Mold resistant 
bacteria 

MF-Endo * 

M-FC * 

M‘TGE * 

Trypticase Soy- * 

USP 
M-Green YM ' 
KF Streptococcal " 

Pseudamonas * 

Orange Serum ' 
HPC with TTC " 

indicator 

Membrane Total Fecal Yeast Total PseudomonasFecal Lactobacillus 
Filtes ColiformColiformand BacteriaSpecies Streptococcusacid 

Mold resistant 
bacteria 

Q45 um . * . . * * * 

(white) 
045 um * 

(black) 
(18 um (black) * 

0.2 pm (white) * * 
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70? 

Ordering Infommion 

GN-6 Metricel® Membrane Disc Filters - Individual Sterile Packages (S-Packs) 
GN-E Mem‘cel Membrane Disc Filters - Non-meme Packages 
GN-G Melricel Membrane Disc Films - Autoclave Packages 
Metricel Black Membrane Disc Filters 
Supar® 200 Membrane Disc Falter 

TOD 
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“CONFIDENTIAL INFORMATION” 

ISU LABEL/SEALED CD 

RECORDS SEALED* 

CASES NO.: PH2017-23347 

SUBJECT: HYBRID PHARMA 

INVESTIGATOR: Marsha Boatwn'ght 

EXHIBIT: #6 

-One (1) CD with 82 Photos ofpharmacy taken by BOWER 

THE CD WILL BE FORWARDED IN A SEPARATE PACKAGE T0 PSU, VIA 
FEDERAL EXPRESS. 

Exhibit #6 000098
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