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Good afternoon Dr. L’Italien,
We have the following request for information for BLA 125694/0.

The study protocol for AVXS-101-RG-001 indicates that local vascular necrosis is an
adverse event of special interest. Please provide background information and data to
explain why this is an adverse event of special interest. Please provide this
information by January 8, 2019.

Please acknowledge 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
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