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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) 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 REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION IMTH THE FDA REPRESENTATIVE(S) 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: 

OBSERVATION 1: (tiJT-Q i--Ctir<"! 
Your environmental/personnel monitoring for Buildingl _________,RABS Filling Line (Rm. 1.___ ...1is 
not adequate. Specifically, 

4
a. On January 15, 2p24~durimd CtiH RA.BS L cM8S) setup activities, the first-air operator was 
observed sanitizing1 (b)(j multiple times durinf each of the ~ interventions' _. 
operations L __ _ _ lUJl"piel_~{ABSTlIImg une to have ! (b,{il monitored via,_,_,__,, (b)<j 

(for criticaf~ ffS mterventions). Frequent sanitization of operators! (b)='1turing critical ~RAB operations 
may impact microbial data collection and analysis. 

b.RABS 5tionitoring is performed for only! (bT~of the RABS I c1JJC 
4L 

(b)(4lma: be usedJ " (b>1"1at m-u-lt-ip-le- RAB--s--:1 (b)<~MBS 
(b)(4 ------------

!should be monitored as they are used. - --------------
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