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Thisdocument listsobservations made by the FDArepresentative(s) during the inspection of your facility. Theyare inspectional 
observations, and do notrepresent a final Agency determination regarding yourcompliance. If yonhaveanobjection regarding an 
observation, orhaveimplemented, or plan to implement, corrective action in response to an observation, youmaydiscuss the objection or 
action withtheFDArepresentative(s) during the inspection orsubmit this information to FDAat theaddress above. If you haveany 
questions, pleasecontact FDAat thephone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Each lot ofa component that is liable to microbiological contamination that is objectionable in view of its intended use is not 
subjected to microbiological tests before use. 

Specifically, MedWatch# 456119 was filed on a patient with hemophilia who developed Bacillus spp bacteremia after 
receiving Factor 8 infusion. The hospital reported to find Baci11us spp in POI alcohol prep pads, Lot# 11100055. Your 
company confmned such finding and also found the same species, Bacillus cereus, in additional PDI Alcohol Prep Pad 
finished product, Lot# 11100515, 11003269, 11003222 and 11002166. Your root cause analysis for Alcohol Prep Pad 
Product family dated 06/24/11 demonstrated that Bacillus cereus was recovered from the applicator used to mannfacture the 
alcohol prep pads. However, your corrective action and prevention action from your non-conformance report# NYH-11-
0131 addressing the recovery ofBacillus cereus in the non-sterile PDI Alcohol Prep Pads does not propose any necessary 
changes to include microbiological testing on each lot of applicator used in the production ofboth non-sterile and sterile 
alcohol prep pads as your Work Instruction QAS-012 approved in July 2008, entitled, "QA Raw Material Ins ection Testin 
and Disposition" 3.1.13 states,     (b)(4)  
(b)(4)
 
 

 (b)(4) 
 seres t, none 0 e app icator ots used in the production ofPDI Alcohol Prep 
Pad fmished product, Lot# 11100055, 11100515, 11003269, 11003222 and 11002166, had a microbiological testing 
performed prior to making into the finished product. 

OBSERVATION 2 

The written stability program for drug products does not include test intervals based on statistical criteria for each attribute 
examined to assure valid estimates ofstability. 
 
 
 
(b)(4)  

(b)(4)
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throughout the proposed shelflife. As the result, any possible out-of-specification microbiological testing results that could 
occur after product release and during stability will uot be captured until after expiry. 

* DATESOF INSPECTION:  
06/22/2011 (Wed), 06/23/2011 (TIlU), 06/24120 II (Fri), 06/29/2011 (Wed), 06/30/2011 (TIlU), 07/0512011 (Tue)  
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