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Summary: Conla[ner closure 

Comments: CBER called to requast fur Fenwal's metilod for container closure! leak test: want (0 know tile proiocol 
ror testing tilis and how Fenwal determInes if there Is a leak (ecceplance criteria). CBER also requested 
for a summary. 

Fenwal stated would need to 	veril'y the method and would be able to provide the 
OB0c109. Fenwal believes that it is a . b{4) , " 

CBER referred to an earlier lelecon that covered the mapping of Ihe sterilization chamber, where CSER 
was asking reproducibility and worst case scenarios. CSER relayed that they thought there was a 
request ror relrospecllve studies. Fenwal replied that they thought they could be done retrospectively or 
prospectively; they chose (0 do the prospective study onlY'. 

Fenwal coiled back to seek clarification regarding Ihe leak lestlng. Fenwal cited procedural sleps in the 
NDA: Sterilization seeLion 4.2.6.5, page 68-69/317. or volume 1. CBER acknowledged thIs section and 
stated that they needed further Information: e.9. acceptance crileria - process for determination of a leak; 
posItive and negative controls; how small of a hole can be detected; etc. 




