
From: Pracht, Leigh 
Sent: Monday, April 21, 2014 11:32 AM 
To: Steve McGregor (smcgregor@ebsi.com) 
Subject: Information Request STN 125426/0   04212014 
 
Importance: High 
 
Our Reference:  STN 125426/0 
 
Cangene Corp 
Attention: Mr. Steve McGregor 
April 21, 2014 
Sent by email  
 
Dear Mr. McGregor: 
 
We are reviewing your January 27, 2014 resubmission to your biologics license application 
(BLA) for Coagulation Factor IX (Recombinant). We determined that the following information 
is necessary to continue our review:  
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Please submit your responses as amendments to this file by May 5, 2014. 
 
If you have any questions, please contact me at (301) 827-6116. 
 
Best regards, 
 

Leigh A. Pracht 
Regulatory Project Manager 
FDA/CBER/OBRR/DBA 
WOC1; RM572N; HFM-380 
1401 Rockville Pike 
Rockville, MD 20852 
Telephone: 301-827-6116 
Fax: 301- 827-2857 
Leigh.Pracht@fda.hhs.gov 
 
THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED 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 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 by e-mail or phone. 
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