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Good morning Dr. L'Italien,

We have the following request for information regarding BLA 125694. Please
respond by March 4, 2019. Please let us know asap if there will be a delay in
providing a response to this request.

Please provide by March 4th updated vial label artwork in section 1.14 of the BLA to
include the new color for the 5.5 mL vial labels. Please also provide evidence that the
purple and grey label colors are distinguishable.

Please acknowledge receipt of this email.
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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AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person
authorized to deliver the document to the addressee, you are hereby notified that any review,
disclosure, dissemination, copying, or other action based on the content of this communication is
not authorized. If you have received this document in error, please immediately notify the
sender immediately by e-mail or phone.



