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Discussion of [ @@ Iprotein testing and specification. Discrepancies in
specification and results in testing were noted by CBER.

Sponsor will correct protocol from I @ of protein for LRP.

CBER requested 50 filled syringes for each lot to be tested.

Intercell will expand template with respect to cell information for each lot submitted.
Results to be sent to BLA as amendment.

assay is being developed as an identity test. Sponsor agreed to provide additional
information. CBER noted that identity test must be performed on final containers.



