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Summary: Sterillty T-con

Comments: Fenwal and FDA discussed the validation of vesseb)
We (FDA} pointed out that during the quallficalion ofthe vassel as wall as the:(4hludles performad under
prolocol 17913 | and 28791, there Isan areaofthe ™ . .'% - h4) ‘{no Bls or TCs).
Fenwal's rasponse Is that they use a software program to delemmine the . h(d) distribulion of the Bls
and TCs. They added that the k). approach will cover aI[ the Iamhnns the life-Ume of the pracess.
They acknowledged that the area of lhe N TR . but that It will be eventually in fulure
runs,
Wa reiterated that validation has to be performad at the |- "5y  of 1he process o give us assurance
1hat all the localions meet the acceplance criteria.
Fenwal slated that they have been using this (4} . approach for over 30 years, and have besn
approved In several NDAs,
We tald them thal tha data they provided Is good but Insufficient as il does not address all the areas of

the Load.

Fenwal stated that they hava a lot of retrospaclive data (for worst case amlcus valldation) which cover the
b4y - and thal they will provide It to us. We asked (hat the data provided
shauld cover sterifization Ioadsfcyclas (temperature and tima) comparable to the InterSol loads/cycles.

| {FDA} ihen asked about clanification regarding the designation of the positions for the probes (Bls and
TCs) in the quallfication studles: Mapping of b{4)locations and |~ b{4) - . locallens (example: | p(4)
and *.b(@) ) as compared lo the designalion of the orobes in lha_ valldation studles for vesselpy)
perrnn'ned per protocols 17913 and 20791 {example: = - b{d) .-
| explalned that Fenwal has stated that for eech’. -bd) ~.lhere are, - o) - -

T h{4):...".» So the locallon of a probe placed atthe . b(d) 7 fiSare “h(4) ,and lhat plaoed at
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b(4) © . yet{or the qualificallon sludies Fenwal has designatlons bd)
h\'d] refeming bo * .bfd) . which conlradicts thelr design of = b4) Fanwal stated that they
need to look e the data to explain this dlscrepancy.
Fenwal agked that | send an emafl to describe he discrepancy, and they will respond today.

In addition | asked for a date fo provide the Informalion and they said they don't think il will take long, but
lhey will provide the Information by emall today.

Actlon ltems:
Fenwal will send retrospeclive data of arrucus slerillzatlon validation data (comparable cycle lo InterSol)
to cover the b N - and to assure FDA that thelr sterilizalion pracess is valid,

(4)
FDA {Randa) wlll send an email to Fenwal tablﬁghhght the discrepancy of probe deslgnation betwaen the

quallficatlon and validation runs.
Fenwal will respond to FDA today to clear up the discrepancy and to Inform us when the relrospective

validation Information will be grovided.

Note: FDA particlpants - Randa, Deslry, Jennlfer
Fenwal pariicipants - Cheryl Roscher, Arlel Gonzales, Brian McMullen, Stephan (sterility assurance)






