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Status: Response Review ResponsIble organization: DBA 
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Product: AM unIdentifiable product 

Originator: ~DA Correspondence DCC logIn 10: 

Correspondence Type: Telecon Due Date Changed: N 

CBER Received Date: 03-NOV-2009 Document Date: 03·NOV·20D9 

Correspondence Purpose(s): ConversaUon record 

Applicant Contact Person(s): Ms. Cheryl ChamberlaIn Roscher. 

FDA Partlclpantls): Healher Erdman, OBRR l~~.!..",,, .......,~-l 


Summary; T-con - 03NoV09 - Sterilization 

Comments: BN080041 - T-con -1113/09 - Sterilizalion 
Fenwal Attendees: Cheryl Roscher; ArIel Gonzales (plant); Isa Klein; [vellsse Betancourt (plant); Peyton; 
Laul'a S.; Brian Me Mullen 
CBER Attendees: Heather Erdman; Randa Meltlem; Salim Haddad 

CBER's concerns: 
~ The Fa data provided by Fenwal afe for Fo studies performed In vesse!.11 
o All of the data does 

Ito 
not Ilave to be.Jtg[n vessel., although data is ~quir~d to support Fo studies for 

[nterSol in vessel support an Fo=l!WI 
o Aftermmlnutes them/assets demonstrated e!!mlnute difference 
~ Several factors were different in Ihe sludies: vessel, product! packaging (contaIner-closure) 
~ The acceptance criteria for the min Fo has 10 be in the range orlhe data provided in Ihe submissIon and 
subsequent response. 
c:@.velidetlonstudles supported a range of B'II 
o A value ofmis very low, nol standard: a range ori!m Is very wide. Data is required to support such a 
range 
o Perhaps consider a range of am 
o Data should be provided to support the lowest of range of temp and lowest range of time; provide data 
to kill 

for the addiLional mamicus studies sllow location iAthe Iii!fMIi!I 
lllis Is no longer an issue as CeER has mapped Ihis out and considers Ihat in time more 
generaled. 

Fenwal's perspectiVe: 
~ Fractlonals are not vessel dependent 
~ So[ulion contained for Investigational device is same: difference is closure; Ihe closure for the 
Investigational devIce is more complex; the configuration btw Ille two is !he same 
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~ Fenwai keeps Ughl control OVBr the vessels: Fracl.ionals provIded to show you thaI 
when you oul of Iha i1ti_ra~uWill sl/II gel the kililhal you would expect. 

valuej a range of Emllwould not be possible. A range ofmlwould require 13 lemp 
therefore reject good maleria!. 

• Guidance - acceplablc differences to drug products - a move from one vessel to another is 
considerallon e minor change. Fenwal did the validal/onl qualification studies (which are li'Ie :!llsludles 
~.~,enl!y provided to CBER) to support this 

because provided thIs data In a previous application (Int9rsol; part of 
was not approved; approval issues not related to this I 'ssu." w... broughl 

",""'00' !h1S!'Icll•. This has been Fenwal's praclice for 30 years. 

Agreed upon aellon pran: 

Fenwal will propose new limits based on Ilmlls set on exposure (as opposed to tolalllme) and provide the 

calculations to support these limlls. This will be provided by COB Wed 04Nov09. 


Note; FenwB~ lhallilmlwourd be expected, yet Ihey can gellowBst Fa (considaring dtfCB 

MID!tlighesl Em They have done calculaoons based on exposure as opposed 10 lotallime which 

w11l be higher. 
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