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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECT10NAL 
OBSERVATIONS: AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 

I	OI~SERVJniC>N , OR HAVE IMPLEMEN TED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION I N RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION 'MTH THE FDA REPRESENTATIVE($ ) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

STREET ADDRESS 

4080 Lafayette Center Drive, Suite 270 

TYPE OF ESTABLISHMENT INSPECTED 

Producer ofSterile and Non-Sterile Drug Prod ucts 

Quality System 

Observati on I 

Testing and release ofdrug products to r distribution do not include appropriate laboratory determinatio n of 
satisfac tory conforman ce to final specifications of identi ty and strength of each active ingredient prior to re lease. 

Specifica lly, 

(a) Identity and potency tests are not co nducted prior to the release of sterile drug products. (b) ( 4) IS 

conducted as a train ing and assessment tool for (b) ( 4) for sterile drug products. 

(b) Batches of sterile drug products when formulated according to (b) ( 4) 
Beyond Use Dates (BUD) are not consistently sterility tested. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 


FOOD ,AND DRUG ADMINISTRATION 


DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

6000 Metro Drive, Suite I 0 I 

Baltimore, MD 21215 

(41 0) 779-545 s 

DATE($) OF INSPECTION 

07/25-27/2016 , 08110/2016 

FEI NUMBER 

3012590153 

TO: Bassem Grigis, Owner and Pham1acist 
FIRM NAME 

Akina Pharmacy 
CITY, STATE ANOZIPCOOE 

C hantilly, VA 20151 

STREET ADDRESS 

4080 Lafayette Center Drive, Suite 270 
TYPE OF ESTABLISHMENT 

Producer ofSterile and Non-Steri le Drug Products 

Observation 2 

Cleaning procedures have not been validated for effectiveness. 

Specifically, (b) ( 4) is used a the disinfectant/sporicide for ISO 5 and ISO 7 areas within the clean 
room . According to the "Clean Roo m Monthly Checklist'' and the stated practices employed by the pharmacist, 
there i ·(b) (4) .Further, the firm has not conducted 
any disinfectant effectiveness tests to demonstrate that the (b) ( 4) solution, as used, is effective. 

Observation 3 

The responsibilities an d procedures applicable to the quality control unit are fully followed. 


Specifically. according to the "Clean Room Monthly Checklist" the expiration dates ofall sterile chemicals is • 

. The c hemicals are stored in the ante area of the clean room. During a walk-through of this 

area on July 25, 20 t 6, I observed ( I) a container ofsodium chloride USFlti)JM with no legible date for when it 
was opened or an expiration date; and (2) a container of ascorbic acid without a date for when it was opened or an 
expiration date . 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 


DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE{S) OF INSPECTION 

6000 Metro Drive, Suite I 0 I 07/25-2712016.08110/2016 

Baltjmore, MD 21215 


FEI NUMBER{4 10) 779-5455 


30125901 53 


STREET ADDRESS 

4080 Lafayette Center Drive, Suite 270 
TYP E OF ESTABLISHMENT INSPECTED 

Chantilly , VA 2015 1 Producer of Steri le and Non-Sterile Drug Products 

Observation 4 

Written procedures are not fo llowed for cleaning and maintenance of equi pment, includ ing utens ils, used in the 
manufacture, processing, packi ng or holdin g of a drug product. 

Specifically, according to SOP No . 6.0 13, titled (b) ( 4) are to (b) ( 4) 
During the producti on ofTr iMix on July 26, 2016, I observed a s patula, re tri eved from 

a storage cart in the ante area of the clean room ,being Papaverine (Lot - ) and 
Phentolam ine (Lot# (b) ( 4) ). I was told that the spatula was clean, but I did not observe the spatula being 
(b) (4) to demonstrate that it had been depyrogenated. There were other 
unwrapped stainless steel spatulas desigtiated as ready for use in the s ame area. 

Observation 5 

Firm lacks procedures and written documentati on for investigations into complaints and failures. 

Specifically, a Compl aint No. 05160 I , filed May 13, 20 16, was issued for pain follow ing Tri Mix injection. The 
"Patient Complaint and Grievance Form" included that no investigation was required, and another batch was 
made. However, no additional information was pro vided regarding patient o utcome on the "Patie nt Complain t and 
Grievance Form". A sterility fai lure was documented fo r T riMix Injectable Solution (Aiprostadil, Papaverine, 
Phentolamine 10 mcg/30 mg/1 mg/ml injection) for lot# 04282016@ 19 produced on April 28, 20 16. No 
additional information or investigation was conducted to identify the contaminant or so urce ofcontam inati on. 
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