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Summary: DMFQ's review of Fenwal's resp to CMC issuas/IR Fax from Lhelr complete response

Comments: Purpose: To discuss the recent FDA IR faxes pertalning to Fenwal's completa response {datad 20Jul09).

This conversatlon periained to DMPQ's review of Fenwal's response to CMG issues/IR Fax from their
complete response (dated 31Jul08).

FDA: Q2 & Q6; related lo same issue: how did Fenwal map the autoclave (no cold or hol spots)? Fenwal
exolained thal lhey have a ._._._bi4). . _.. sterillzer as opposed to  b4) dida b4) mapplng; used a
b(4)map distributlon to show an even distribution, also did a ;(4) distribution in  .b(4) . location in the
empty chamber, to show - 'b(4) : nominal difference.

FDA: how many limas was this repgated? Fenwal: studles were done with iniligl b('4]v.rilh and emply
chamber and a full load (Ib¢4). 1432 & 1431). Empty chamber studies and probing s prior to qualification
and then follow product quallflcation during which even temp distribulion Is shown again, Verify (hat they
malntained appropriate tamps and got appropriate Kill ievels. Two studles in piqyare not done in isclalion.
Chamber |s adequate prior to product qualification. This is not just used for InterSol but for other products
{dIffarant cyclas). This Is the same type of qualificalion that has been used and approved since initial
paramelric release and approval in 1989; same tachniqua for all of Fenwal's NDA products,

FDA explalned that tradilionally FDA, seos a placemont In the b4} Fenwal's appreach ia Unique and
data Is required to revlew thls, espactally In a worst case scenario and foer reproduclbillty. Fenwal stated
that thay provided this dala 30-35 years from Baxier and Fenwal. Fenwal explaingd that ths in lhese

types of vessels; the product IS on b{4) Placing a probe In the b(4)
would be irrelevant b/c Fenwal never has oroduct  hiay. . Thevdoplace piobesonthe =~ = bid) -
’ b[4} . - . T ’ I
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FOA explained that they higgest concemn outstanding s the lack of reproducibifity dala. FDA just needs
additional information. Thils doesn'i have to be conseculive; it can be split up over a couple of manths
(could be worst case scenario). Fenwal explained that thelri: " p4) Is thelr worsl case scenarlo;
uslng @ . b(4) .oroduct as opposed to 500mL; the pi4)probe is the worst case. They can also send in data
from empty chambers even for other approprale cycles (simllar tomperaturas). Will point FDA to any
apnficabla NDAs - 811104/070 - this data was reviewed; also in the response referenced b(4)

b4y - . ~-thistalks about i pay . probing technlques.






