
Correspondence Detail Report 
16.NOV-2009 	 CBER SiD(k}, PMA, and PMS Submissions 

SubmIssIon ID BNOa0041 Date Rec.ln CBER: 04-AUG-200B 

StippiemenllD: 0 Documont Date 31-JUL·200a 

SUbmIssion Typo NDA Due Data: 12-DEG-2009 

Status: Response Review ResponsIble Organlzallon: DBA 

Applicant Finn: Fenwal Inc DCC Login 10: 44€i481 

Product: AAA unidenlifiable product 

Originator: FDA Correspondence DCC Login 10: 

Correspondence Type: Teleron Due Date Changed: N 

CBER Received Dale: 11-AVG-2009 Document Dale: 11-AUG-2009 

Correspondence Purposels): Converoation record 

Applicant Contact Person(s): Ms. Cheryl Chamberlain Roscher, 

FDA Partlclpant(s): Heather Erdman. OBRR 
Randa Melhern. OCBa 
JennIfer Schmid!. aceo 

Summary: DMPQ's review of Fenwal's resp to CMC issuesJIR Fax rrom theIr complete response 

comments: 	Purpose: To dls<:uss lh.e recent FDA IR falCes pertaining to Fenwal's complete response (daled 2OJuI09). 
This conversation pertained to OMPO's review of Fenwars response to CMC issues/JR Fax from their 
complete response (dated 31 JuI09). 

FDA: Q2 & 06; related to same iSsue: how did Fenwal map the autoclave (no cold or haL spots)? Fenwal 
exolained that lIley have a ._-.-_-J!!4I•.._.. sterilizer as opposed to : b(4i did a b(4) mappln9; used a 
b(4)map dlstribullon to show an oven distribUtion, alSo did a l~·(4t dlstributlon in _b(4) location in the 
empty chamber, to shoW··-i:i(4)' nominal dWerence. 

FDA: how many limes was this repeated? Fenwal: studies were done witl'1 Inilialb(4)wilh and empty 
chamber and a full load (1'b(4T 1432 & 1431). Empty chamber studies and probing [s prior to quallflcaUon 
end then follow product Qualification during which even temp dlstrrbuUon Is shown again. Verify that they 
maintained approprlale temps and got appropriate kill levels. Two studies in tl(4)are not done in isolation. 
Chamber Is adequate prior to product qualiHcation. This is not just used for Intei"Sol but for other products 
(different cyCles). This Is the same type of qualification that has tleen used and approved since initial 
parametric release and approval in 1999: sarna technique for all of Fenwal's NDA products. 

FDA explaIned that traditionally FDA secs a p[accmonl In the b(4) Fenwal's approach i!l unique and 
data Is required 10 review this, espec[ally In a worst case scenario and for reproduclbilJty. Fenwal stated 
that they provided thIs data 3[)"35 years from Baxter and Fenwal. Fenwal explained thai tha in Ihese 
types of vessels: the product Is on b(4) 	 PlaCing a pro,be _In !h.e 'b(ill 
would tie irrelevant b/c Fenwal never has oroduct h(4) . Thev do olace DroJles on ~he ____ .~ __ J_.)H) .-,
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FDA explained that they bIggest concern outstandIng Is the lack of reproducibility dalB. FDA just needs 
addiUollal information. ThIs doesn't have to be consecutive; it can be split up over a couple of months 
(COUld b~ worst case scenario). Fenwa[ oxplained that their r:; :::':.b(4) Is their worst case scenario: 
using a: b(4) ',:Jroducl as opposed to 500mL; theb(4)probe is the worst case. They can also sen.d in data 
from empty chambers even for oUter appropriale cydes (similar temperatures). Will point FDA to rany 
.soPlicable NDA~· 811104/o7C).. ~ this data was reviewed; also in the response referenced b(4) 

b(4) -, -this talks aboul; b(4) ::: probing techniques. 
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