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DEPARTMENT OF HEALTH AND HUMAN SERVICES                                          Public Health Service

Food and Drug Administration
Center for Drug Evaluation and Research

WO Bldg 51
10903 New Hampshire Ave.

Silver Spring, MD 20993

Date:  4/11/2014
To: Administrative File, STN 125499/0
From: Bo Chi, Ph.D., CDER/OC/OMPQ/DGMPA/BMAB
Endorsement: Patricia Hughes, Ph.D., Team Leader, CDER/OC/OMPQ/DGMPA/BMAB
Subject: Addendum to review memo for New Biologic License Applications (BLA) STN 

125499/0 dated 1/8/2014
Applicant: Biogen Idec Inc.
US License: 1697
Facility: Biogen Idec Inc.

Cambridge, MA
FEI: 1220951

Product: Plegridy (peginterferon beta-1a)
Dosage: 63, 94, 125 micrograms, solution for subcutaneous injection
Indication: Multiple sclerosis
PDUFA date: August 15, 2014

Recommendation:  The drug substance part of this BLA, as amended, is recommended for 
approval from product quality microbiology perspective.

This review amends the drug substance microbiology product quality review memo for Biogen’s 
BLA STN125499/0 dated 1/8/2014 with new information and data submitted by the applicant 
[amendment dated 1/23/2014 (sequence 48), 1/31/2014 (Sequence 50), 2/13/2014 (Sequence 54), 
and 3/14/2014 (Sequence 61)] pertaining to:
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PRODUCT QUALITY (BIOTECHNOLOGY) 
 FILING REVIEW FOR ORIGINAL BLA/NDA (OBP & DMPQ) 

 

 

File Name: 5_Product_Quality (biotech) Filing Review (OBP & DMPQ) MMDDYY.doc Page 8 

 
 

IS THE PRODUCT QUALITY SECTION OF THE APPLICATION FILEABLE? __YES______ 
 
If the application is not fileable from product quality perspective, state the reasons and provide comments to be 
sent to the Applicant. 

NA 
 
 
Please identify and list any potential review issues to be forwarded to the Applicant for the 74-day letter. 
 

NA 
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