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Dear Janice,

Please see the following information request. Please acknowledge receipt of the email and please
respond as soon as possible.

Can you confirm that for the 185 subjects enrolled, only 105 of the 185 subjects experienced AEs
during the study observation period.

Sincerely, Jean

Jean T, (@/Mwﬂ MSHS, MT (ASCP)

Regulatory Project Manager

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

Tel: 240-402-8296

jean.gildner@fda.hhs.gov
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action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify the sender by e-mail or
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