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Good afternoon Dr. L’Italien,

We have the following request for information regarding BLA 125694 /0. Please
respond by April 16, 2019

Based on our record, we have received . single patient expanded access requests for
the use of your product since the BLA submission. Please confirm whether this is
consistent with your record. Please generate a table of demographics, including mean
age, sex, race (if available), and nusinersen use.

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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