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CITY, STATE ANO ZIP CODE 
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n'PE OF ESTABLIStlMENT INSPECTED 

Producer ofsterile drug products 

THIS DOCUMENT i.tsTS OBSERVATIONS MADE BY THE FDA REPRESENTATl\IE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIO~Al 
OBSERVATIONS: AND DO NOT REPRESENT A FINAL AGENCY DETERMl~TION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION. OR HAVE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION. YOU MAY DISCUSS THE 
OBJECTION OR ACTION Willi THE FDA RE~ESENTATIVE(S) DURING THE INSPECTION OR SU8MIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE HUMBER AND ADDRESS ABOVE. 

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

I) There is inadequate HEPA-filter coverage or airflow over the area to which sterile product is exposed, · 
specifically~ay 5, 2017, we observed a gap, approximately~ inches, across the back of the HEPA screen 
in therof(4) Jlaminar air flow hood which is used to fiH syringes of sterile drug products. The gap appears 
to be larger than the syringes being filled, causing them to be below the level oflSO 5 airflow. 

' .. 
2) Personnel donned gowning apparel improperly, in a way that may have caused the gowning apparel to become 

contaminated and were observed with exposed skin during aseptic processing. 
a. The sterile gowns used by the technician filJing syringes of sterile drug products are buttoned using her bare 

hands before sitting with her entire upper body in the ISO 5 area with exposed skiri around her eyes. 
b. The gowns wom by the phannacist producing sterile drug products are non-sterile, including the sleeves that 

actually enter the ISO 5 area. ' '
c. Both types ofgown are removed, hung on hot;>ks in the ISO 8 area, and then re-used throughout the day. 

3) There is no evidence that the(b} (4)preservative used to provideKI:>) (4~blanketing for glutathione ster;Je drug 
products is of an appropriate quality for its intended use. .. 

. 
4) Personnel failed to disi~fect ~r chang~ gloves f~~e!l~l'7pough}C!,_ereven£Xp,ntamination. Specifically, on . · 

06/05/2017, the pharmacist producing h-ydro~ooafi'nli«donnecr'Sfer'h'tkYavfs'J.d then touched more than 20 
items in the ISO 7 cleanroom 0efore spraying his gloves with i(l5H4J and then placing them in die 
ISO S area to produce ster~le product without changing his gloves. 
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5) Unsealed. loose ceiling lights w~re observed in your cleanroom. Specifically, the first light in the JSO 7 
 
cleanroom. when entering from the ISO 8 anteroom, is not fully seated in its housing, causing_ a gap into the 
 
urea behind the housing. and is not sealed. 
 

6) Pressure differentials l?etween areas with ~ifferent air classifications were not monitored prior or during sterile 
drug production. , 
a. The pre(l~;~ere~·ls between the ISO 7 cleanroom and ISO 8 anteroom are not monitored before, . !fol '/./ • C\Q/ o:tl""J/.Jl1. .

dunng. ler1 rug proauct1on. 	 , 
h. There is a gap in the doors on both sides of the pass-through between the ISO 7 cleanroom and the 
 

supporting unclassified areas that allows palpable airflow between the areas! · 
 

7) 	 IS0-5 classified areas were not certified under dynamic conditions. Specifically, the smoke studies performed 
to demonstrate the laminar air flow in the I:>} (4} laminar air flow hood. and (b} ( 4} laminar air flow · 
cabinet" used to produce sterile drug products do not have enough smoke to visualize the air flow ut critical 
prndm:lion un:.i.s ilnd do rdlc1,;t ull types operations performed in the areas. or 

8) The cycle paraineters used for (b) (4) sterilization for products intended to be·sterile are not lethal 
to heat-resistant microorganisms. For instance, the D) (4) ~ycles intended to sterilize equipment used in the 

J rl>duction of sterile dr~g products only reached a temperature of lb> <4~egrees Celsius ~f~ o -"(_o).__(,...4.....)____ 

(t:j) (4) instead of the intended cycle of 4bH >:!egrees Celsius for(I:>) (4) , for(5) (4) cycle nms 
 

between 8/10/16 and 3128/17. 
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9) Biological indicators were not used to verify the adequacy of the sterilization cycle. Specifically, 
a. 'l11e biological indicators that ensure cycle effectiveness in the o) (4) intended to depyrogenale 

glassware used in sterile drug production and to{I:>) (4) sterilize hydroxyprogestcrone sterile drug 
products have been incubated at temperatures of b) ( 4) degrees Celsius, despite the fact that the 
instructions state 'th~t they are to incubated at I:>} rJ) degrees Celsius. 

b. The biological indicators that ensure cycle effectiveness of the ~I:>) (4) cycles intended to sterilize 
4 . e uipmem used in the production of sterile drug products were incubate9, at (b) < egrees Celsius on .2/6/17, 

at(b) (4Ydegrees Celsius on 9/1/16, at(b) ~Jdegrees Celsius on 9/8/J6, and{b) 4< >degrees Fahrenheit (DJ (4) 
degrees Celsius) for~b) 4< Jdifferent loads on 12116/16, despite the fact that the instructions state that they 
should be incu~ated at(D) (4) (fegrees Celsius. 
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