From: Wood. Lorraine

To: Ammons, Stanley
Subject: New Information Request for BLA 125612: Response Requested By July 8, 2016
Date: Tuesday, July 05, 2016 2:29:00 PM

Dear Mr. Ammons,

We are reviewing your submission for BLA 125612/0 and we request the following information to
continue our review:

Please identify where in the BLA a rationale for assuming the applicability of foreign data to the U.S.
population/practice of medicine resides. If not present, please supply it at this time.

Please respond to this request by July 8, 2016.

Thank you

Lorraine D Wood, MS, MLS(ASCP)“M
Regulatory Project Manager

Food & Drug Administration

Center for Biologics Evaluation and Research
Office of Blood Research and Review
WQO71-4205

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone# 240-402-8439

Mobile# 240-762-2283
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