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Summary: Sterility T-con 

Comments: Fenwal and FDA dlscussed the validation OfVe5Sebr~) 
We (FDA) pointed out that during 1M qualification of the vessel as well as th9>(~:Sludres perfonned under 
prolocol17913 _ and 29791, there Is an area of the L~~~.;;~~f_.:--- -- b(4} . - -- ------ (no Bls arTCs). 
Fenwars response Is that they use a software program to deLennlne the . _'_b-(4). distribution of the Bls 

and rcS. They a.dded that the ,.. __ b(4) ~_ approach will COlier all the locations the life-time of the process. 

They acknowledged that the area or the '--~(4)"" . but that It will be eventually in future 

runs. 

We reiterated that validation has 10 be performed althe ::::.' !l(4) , of the process to give us assurance 

that all the locations meet the acceptance criteria. 

Fenwal slated that they tlave been using this b(4) , approach for oller 30 years, and have been 

approved In several NDAs. 

We told them that the data they provided Is good but Insufficient as il does not address all the areas of 

the Load. 


Fenwal stated that they have a lot of retrospective data (for worst case amicus validation) which cover the 
-_: .____ ~. b(4)" _~__ --':... and thai they will provide It to us. We asked that the data proVided 

should cover stenliZatlon loads/cycles (temperature and Ume) comparable to the InterSol foads/cycles. 

I (FDA) then asked about c1arificallon regarding the designation of the positions for the probes (BIS and 

Tes) in the quallflcaUon studies: Mapping Ofb'(4)locations and __ -b(4i..' : locaUons (example: .: b(4) 

and ·'.b(4) .) as compared 10 Ihe designation of the orobes__ I~_-'h_a.valldatlon sludles for vessellJ(41 

performed per protocols 17913 and 29791 (example: __ b{4) ..__., •.::.)._ 

I elCplalned that Fenwal has staled that for each:" :,b(4) there an( :-",-' - b(41. __ _ 

1_~:::=1i(4j:,,,_ ',. So the locaUon of a probe placed al1he _ b(4) --. !-is/are>-b(4) ,and th'afpHieed at 
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b(4) yet for Ihe qualilrcatlon studies Fenwal has designatIons: b(04) 
b(04) referring to b(4)' whIch contradicts their design of b(4) Fonwal stated that they 
need 10 look al the data to explain this discrepancy. 
Fenwal asked that I send an emen to describe (he discrepancy, and they will respond lQday. 

In atldition I asked for a date to provide the InformaUon anti they said they dOrl't think it witl take long, but 

they will provide the Information by email totlay. 


Actlorl Items: 

Fenwal will send retrospective data of amicus slerill21ltlon validation data (comparable cycle to InterSol) 

to cover the b(4) " . and to assure FDA IhallhBlr steriHzalion process is valid, 

FDA (Renda) will send an email to Fenwal t~hlight the discrepancy of probe deSignation Iletween the 

quallficallon and validation runs. 

Fenwal will resporld to FDA today to e/ear up the discrepancy and to Inform us when the relrospective 

validalion Information will be provided, 


Note: FDA partie/parlts. Randa, Desiry, Jennifer 
Fenwal participants - Cheryl Roscher, Ariel Gonzales. Brian McMullen. Stephan (sterilily assumnce) 
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