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Telecon Body:
CBER requested a telecon with Intercell :
1. to determine the status of Lot which was not sent by Intercell for testing as
expected and also
2. to determine if Intercell is using the| )@ \assay for determining

at the Drug Substance stage.

Intercell explained that they have 3 lots available for testing but that they expect to have
approval from the European community earlier than our possible approval. They selected
Lot ®@ for the European commercial lot because of size and availability. They sent Lots

to CBER because Lot is only®@ doses and Lot will not be available as

early as Lot .

Intercell is also in the process of testini(lbatches of drug substance in parallel with both
the old and new assay procedures for o)) and expect to have validation by April
14, 2009. They will forward the report as soon as possible and they have agreed to a 3
month post-approval deadline on switching procedures to the| Q10 \assay.

During the telecon, Intercell asked CBER for an update regarding the compliance issues
at the facility. CBER informed Intercell that they will be having a telecon with
CDER and | ®® on Wednesday, March11, 2009 and will give Intercell an update on the
compliance issues as soon as possible after the telecon.

Intercell agreed to wait to hear from CBER regarding compliance.



