From: Wood, Lorraine

To: Ammons, Stanley

Subject: Information Request for BLA 125612: FORMA-02 Clinical Site Principal Investigators
Date: Monday, July 11, 2016 10:57:00 AM

Importance: High

Dear Mr. Ammons,

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

“Please furnish the complete street address and contact telephone number corresponding to
each of the clinical study site principal investigators listed within section 6.1, Table 1 of the
FORMA-02 Clinical Study Report (Interim Analysis) dated 25-Mar-2016.”

This information request is similar to the request submitted on July 7, 2016 but the reviewer
did not specifically reference FORMA-02 study as part of the original request.

Please let me know if you have any questions

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
WOQO71-4205

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone# 240-402-8439

Mobile# 240-762-2283
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