From:  Morris, Nevitt

Sent: Tuesday, May 07, 2019 4:09 PM

To: joan.robertson@grifols.com

Cc: Morris, Nevitt; Alicea, Candido; Glen, Jacqueline
Subject: BLA 125683/0 Information Request (May 7, 2019)

Hello Joan:
We have the following Information Request for BLA 125683/0:

Please provide the complete investigation and summary results into Incident #971692
including, but not limited to, your review and assessment of the following: batch
production records, SOPs, incident history, CIP and SIP reports, EM data,
microorganism identification and assessment, downstream bulk, and final container
results.

Please respond to this request by this Friday, May 10, 2019 COB.
Thanks and kindly acknowledge receipt of this Information Request.

Nevitt

Nevitt Morris

Nevitt Morris, RN, BSN, BS

Consumer Safety Officer

Office of Tissues and Advanced Therapies
Center for Biologics Evaluation and Research (CBER)
U.S. Food and Drug Administration
Building 71, Room 4207

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone: (240) 402-8269

Fax: (301) 595-1303

Nevitt. Morris@fda.hhs.gov
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