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Good evening Dr. L'Italien,
We have the following request for information regarding BLA 125694.

Please direct us to the following documents in the BLA submission. If these
documents have not been provided, please do so by November 20, 2018.

a. Financial disclosure forms FDA 3454 and/or 3455

b. Coding dictionary used for mapping investigator verbatim terms to preferred
terms

c. Case report forms Please confirm receipt.
Regards,

Candace N. Jarvis

Regulatory Project Manager

Center for Biologics Evaluation and Research
Office of Tissues and Advanced Therapies
U.S. Food and Drug Administration

Tel: 240-402-8315

candace.jarvis@fda.hhs.¢ov
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