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Good morning Dr. L'Italien,
We have the following request for information regarding the review of BLA 125694 /0:

For study AVXS-101-CL-101, you submitted two sets of data sets, one for 14 Month and the other 24
Month. It appears that many of the datasets are identical. For example, 14 Month demographic data set
is identical to 24 Month demographic dataset. Please explain why you need to submit two sets of
datasets and what datasets are different between 14 Month and 24 Month. And if 14 Month data is a
subset of 24 Month data, why not just submit 24 Month data. Please explain.

Please respond by 10/19/18.
Please confirm receipt of this email.

Regards,

Candace N. Jarvis

Sr. Regulatory Project Manager

Center for Biologics Evaluation and Research
Office of Tissues and Advanced Therapies
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