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Good morning Dr L'Italien,

In review of submission number 68 dated for 4/24/19, we were not able to locate
biodistribution report (RPT-952). Please submit to the BLA as soon as possible.
Thank you.

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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