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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE . IF YOU HAVE AN OBJECTION REGARD ING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION. YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA A T 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 : 

Observation 1 

Inadequate aseptic practices were obser ved. Specifically, 


(A) Personnel were observed donning sterile gloves in the non-classifie9 anter oom. 
(B) Personnel failed to disinfect or change gloves frequently enough to prevent contamination between the 
compounding of each chemotherapy prescription. 
(C) Personnel engaged in aseptic process ing were observed leaving and re-entering the cleanroom from the non ­
cla$sified anteroom without first rep lac ing gowning apparel. 
(D) Personne l were observed using a non-steri le r:::::::Jt>) (4~ inside the ISO 5~, (D) (-!JJ hood wh ich could 
come in contact with any sterile components of the IV delivery system. 
(E) Personnel were observed to uching equipment or other surfaces located outside of the ISO 5 [{1:5) @J] hood 
with g loved hands and then proceeding with aseptic processing without changing or sanitizing gloves . 
(F) Fail ure to remove jewelry, such as earrings, prior to entering the cleanroom according to Policy and 
Standards# OP.353.03-2015, entitled, "Compounding", effective April11, 2015. An operator was observed 
wearing a loop earring in the cleanroom not covered by any gowning appare l or bouffant cap on December 8, 
201 6. 

Observation 2 

T here is an inadequate facility design and equipment use for sterile op eration. Specifically, 


(A) The facility des ign was observed to allow the influx ofnon-class ified quality air from the anteroom into the 
ISO 7 cleanroom. 
(B) A sink is present in the cleanroom located approximately 12 feet away from the ISO 5[\15Jl4Jl hood . 
(C) Failure to operate the ISO 5 [_(1:5)_(4)J hood continuous ly according to Policy and Standards# OP .354.04. 1, 
entitled, "Equipment and Sanitizing", effective July 10,2014. 
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Observation 3 · 
Your firm fails to have adequate cleaning and disinfec ting pract ices in the aseptic proce~sing areas. Speci fi cally, 

(A) Failure to clean ISO j ,- (5) (4 ) 1hoods before its use according to Po licy and Standards# OP.354.04~ 1 , 

entitled, "Equipment and Sanitization" effective June 10, 2014. 
(B) Cleaning wipes used in the ISO 5 L(b) (4)J hoods are not sterile and lint free. 
(C) Spori cidal agents are not used in yo ur fac ility's cleanroom and the ISO 5 ,....,.,( 15""1>"~"(·4"-)c-.1 hoods.
(D) Equ ipment, materials, and/or supplies are not disinfected prior to entering the aseptic processing areas. 
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