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Correspondence Purpose(s): Infermation request

Applicant Contact Parson(s}: Ms. Cheryl Chambeﬂaln Roscher,

FDA Participant{s}; Heather Endman, OBRR  ‘z=cam=etrosnm
Randa Malham, OCBQ
Jennifer Schmidl, OCBQ

Summary: Conlalner closure

Comments: CBER called to request for Fenwal's method for contalner closure/ leak test: want to know the protocol
for testing this and how Fenwal determines If there Is a leak (acceplance criterta). CBER also requested

far a summary.

Fenwal stated lhat they would need to verfy the melhod and would be able lo provide the
protocol/method and summary on Thursday 0BOct0S. Fenwal belleves Lhat it is a [EERsET? L

CBER referred to an earlier {elecon (hat covered the mapping of the slerilization chamber, where CBER
was asking reproduclbility and worst case scenarps. CBER relayed that they thought there was a
request for relrospeciive studies. Fenwal repifed that they thought they could be deone relrospeclively or
prespectively; they chose to do the prospective study only. ' i

Fenwal called back to seek clarfication regarding the leak lesting. Fenwal cited pracedural sleps in the
NDA: Sterilization seclion 42.8.5, page 68-69/317, of volume 1. CBER acknowledged thls section and
stated that they needed lurther Information: e.g. acceptance crileria - pracess for determination of a leak;
pasltive and negative controls; how small of a hola can be delected; etc,






