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Good day Dr. L'Italien,

We have the following CMC request concerning BLA 125694 /0. Please respond by
April 19, 2019.

Please update your package and container label artwork in section 1.14 of the BLA as follows:
* The product should be referred to as a suspension, not a solution
* The container label will need to indicate the license number
* Correct the suffix on the package from - to -xioi

Please acknowledge receipt of this request.

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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