
From:	 Owosela, Olukayode (Kay)
Sent:	 Monday, June 18, 2018 1:04 PM
To:	 'Michelle Meng'
Cc:	 Jarvis, Candace; Huo, Lin
Subject:	 BLA 125661/0 | Statistics Information Request #37 | Due June 19, 2018

Follow Up Flag:	 Follow up
Flag Status:	 Flagged

Hi Michelle,

In reference to your BLA 125661 submission, please see information request below and respond by 
tomorrow Tuesday, June 19, 2018 12PM EST:

1.	 Please provide the updated results with the three bleeding events (SID:  
for Table 9-1 (Amended CSR PH-37583)

Please confirm receipt of this email.

Warm Regards,
Kay

Kay Owosela, MSc. (Mr.)
Regulatory Project Manager
Center for Biologics Evaluation and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: 240-402-2667 
Olukayode.Owosela@fda.hhs.gov
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AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED 
FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the 
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