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Laura 5,; Brian Me Mullen
CBER Attendees: Heather Edman; Randa Melhem; Sallm Haddad

CBER's concems:

» The Fo data provided by Fenwal are for Fo studies performed In vesse! 533

o All of the data does nat have to be_fro vesselz although dala is mquired to support Fo studles for
InterSol in vessel Mto support an Fo=

o0 After T minulss thefessels demonsirated e minute difference

" Several faclors were different in the sludies: vesse|, producY packaging (contalner-closure)

" The acceptance criteria for the min Fo has fo be in the range of the data provided in the submission and
subsequent response,

cYawelidation studles supported & rangs of EACHE

© A valua of [fBis very low, not standard: a range of B’{:i) Is very wide. Data is required to support such a
range

o Perhaps conslder a range of §
o Dala should be provided to suppon the lowest of range of temp and lowesl range of ime; provide dala
to support the klli I
" Tha data provided for the addilional & amicus studles show RS SN ; :
e This Is no longer an issue as CBER has mapped this out and considars that in time more
data will be generated.

Fenwar's perspective:

* Fractlonals are nol vessel dependent

" Solulion contalned for Investigational device is same; difference is closure; lha closure for the
Investigational devica is more complex; the configuration btw the two is lhe same
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" Fenwal keeps tight contml over the vessels 8 Fraclionals provided to show you that
ZEplgYy ol will still getths klll that you would expact,

"Fois a compuiled va[ua, a range of would not be possible. A range of BB would require a iemp
of ERTTZIEE; therefore rejecl good malerial.

* Guidance - acceplable differences to drug producls - a move from ons vessel to another is
consideralion a minor change. Fenwal did the validation/ qualification studies (which are lhe Tstudles
recenlly pravided to CBER) 1o support this
- Gonfused because provided this dala In a previous application (GEERERNCIEREERH (Intersol; parl of
a1 %) that was not approved; approval issues not related to this Issue), and no issues were brought
up about this cycle. This has been Fenwal's praclice for 30 years.
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Agreed upon actlon plan:
Fenwal will propose new limils based on limlts set on exposure (as opposed to total time) and provide the
calculalions to support these limits. This wilt be previded by COB Wad 04MNov09.

08 would be expected, yet they ean get lowest Fo (considering BEETEEES
I They have dane calculalions based on exposurs as opposed to lotal lime which

ET0R highest THREIES

wlil be higher.






