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Background: Clinimmume submitted stability study protocol to support the shelf- life of
the product ----------------------o oo - (D)(4)----==mm = m . The
following acceptance criteria are not acceptable:

(b)(4) of the products achieve at lease (b)(4) post thaw by ----(b)(4)----

(b)(4) of the products achieve at least (b)(4) TNC recovery

Telecon Body: FDA stated that the above acceptance criteria are not acceptable
because when a acceptance criteria is established for a stability study, 100 % of the
products should be included. FDA further stated that although the acceptance criteria
are not acceptable, the data generated for the stability study does support the 5 years
shelf life. Therefore, the acceptance criteria have to be amended and submitted to FDA
as supplement after the BLA is approved. The future stability study can not be initiated
until FDA reviews and approves the amended protocol. The applicant agreed.
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