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Hi Jim:

Nice to meet you yesterday during the lunch break at the Advisory
Committee for this BLA.

We have the following Information Request from DBSQC for Spark’s
response. We are asking for a turn around time of 3 weeks, but if you can
provide a response sooner, that would be fine. Please acknowledge receipt
of this email.

CBER expects environmental isolates to be qualified as part of your
method qualification, as the indicated USP microorganism are generally
representative of potential bioburden contaminates. Thus, with known
environmental isolates CBER expects qualification to ensure known
environmental can be detected in the tested matrix. Therefore, CBER
expects known environmental isolates in both the ®By@ and (b)(@)
facilities be include in their respective method qualification
(Validation) for drug substance and drug product, respective.

Thanks,

Nevitt

Nevitt Morris

Nevitt Morris, RN, BSN, BS Consumer Safety Officer Office of Tissues and
Advanced Therapies Center for Biologics Evaluation and Research (CBER)
U.S. Food and Drug Administration Building 71, Room 4207 10903 New
Hampshire Avenue Silver Spring, MD 20993 Phone: (240) 402-8269 Fax: (301)
595-1303

Nevitt.Morris@fda.hhs.gov
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