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iOEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE N! MBER 

Seattle District Office 
22215 26th Ave. SE, Suite 210, [ 
Bothell, WA 98021 
(425) 302-0340 

Industry Information: www.fda.gov/o 1ndu~ 

DATE($) OF INSPECTION 

09/15/21 to 09/26/21 * 
FEJ NUMBER 

3014549846 

NAME AND TITLE OF INDIVIDUAL TO WHOMIFiEPO, T IS ISSUED 

TO: Dr. Amy K. Frost, Pbaimacist-t,hl Cha~gi 

FIRM NAME ~ t,,I K q Jk.t':5/ i,1 
OSRX, Inc. eba PiMacle Compotl:n~~ 

STREET ADDRESS 

1120 Kensington Ave., UnitE 
CITY, STATE AND ZIP CODE 

Missoula, MT 59801 

TYPE OF ESTABLISHMENT INSPECTED 

Producer of Sterile Drug Products 

THIS DOCUMENT LISTS OBSERVATIONS r#>lDE 81 ; T,HE FDA REPRESENTA;r1vecsi DURING THE INSPECTION OF YOUR FAC1~iyv. THE ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENTI,t- FINtL AIGENCY DETERMINATI(!)N REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJE •TION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED,(f)R Pll4.N TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVAllON,j YO MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA R~.f RESEN,TtTIVE(S) DURING THE IN. SPECTION OR SUBMIT THIS INFORMATION TO FDA AT1TH ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONT[ CT Fd~ I T THE PHONE NUMBE~ AND ADDRESS. ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) ) 0 ERVE(j: 

OBSERVATION 1 

Your :firm's current laminar air pw fdies (smoke studies) of the ISO 5 (1:5) (4) ·Lamina; Airt1 , w Workstation 
were not performed under con , ·po1, + owing aseptic Jperations that are representative of yourlc~f ent 
compoundinK practices nor did , ey e111ulate all critica! unit operations and interventions us~cl dur½ig 
compounding of your sterile dd r p r ducts. Specifically, . . . ' I 
Smoke studies conducted by y~ur finn, in May of2021 were not conducted under dynamic c,onqiti6ns that fully 
simulate the nonnal operating j J ndihons of the sterile ~g production. , : 

1) You did not simulate the enl[!lle fi 1Jing process, including the priming of the pump used toi,filllth vials with the 
compounded drug product. 

2) You also did not simulate th, pra tice of two operat0rs working together in your ISO 5 Ll mihar Air Flow Hood 
. fill. . d ii~ I I . ·1 d unng 1 mg, cappmg an seaii~flg o erations. 

*DATES OF INSPECTION 
09/15/2021 (We.d), 09/16/2021 (ffhu, p9/I.7/2021 (Fri), 09/20/2021 (Mon), 09/21/2021 (Tue), 09/22/2021 (Wed), 
09/23/2021 (Thu) I 
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EMPLOYEE(S) NAME AND TITLE (Print or Type) 

Sangeeta M. Khurana 
Kenneth 0. Gee 

DATE ISSUED 

09/23/2021 
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The observations of ol)jectionable conditions and practices listed on the front of this form 
are reported: · [I 11 ] f • 

1 . Pursuant to ~ on r 4(b) of the Federal Food, Drug and Cosmetic Act, or 

2. To assist fiJl inJl~cted in complying with the Acts and regulations enforce~ by t~e 
Food and Druh AdHiiristration. : 

Section 704(b) of•l e ~ederal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

pon comr et10~ ~ any sue 1~spect1on_ o a act~ry, ware ouse, c~nsu mg 
laboratory, or othpr esfab 1shment, and prior to leaving the premises, the officer or employee 
making the inspe9tionl !shall give to the owner, operator, or agent in charge a ~eport i;n 
writing setting tohh al conditions or practices observed by him which, in his judgement, 
indicate that any ~tiod, drug, device, or cosmetic in such establishment (1) consists in Jhote 
or in part of any ~!thy, utrid, or decompost;,d substance, or (2) has been prepared, packecil, 
or held under insiff hita~ conditions whereby it may have become contaminated witt,i filth, or 
whereby it may Ha've ~T~n rendered injurious to health. A copy of such report shall, belsent 
promptly to the Secreti ry:" 




