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SUMMARY BLA125472 tocilizumab sc (Actemra)

The Quality Team Leader’s Executive Summary

From: Marjorie A. Shapiro, Ph.D. Chief LMDI
Division of Monoclonal Antibodies (DMA)

Through: Kathleen A. Clouse, Ph.D. Director, DMA

BLA Number: 125472
Product: Tocilizumab (Actemra)
Sponsor: Genentech

Date of Review: August 6, 2013
Due Date of TL Memo: September 30. 2012

DEPARTMENT OF HEALTH & HUMAN SERVICES 

Center for Drugs Evaluation and Research – Food and Drug Administration
Office of Biotechnology Products / Office of Pharmaceutical Science

Division of Monoclonal Antibodies

Reference ID: 3373930
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PRODUCT QUALITY (Biotechnology) 
 FILING REVIEW FOR ORIGINAL BLA/NDA (OBP & DMPQ)

File Name: 5_Product Quality (Biotechnology) Filing Review (OBP & DMPQ) 022409.doc Page 8 

IS THE PRODUCT QUALITY SECTION OF THE APPLICATION FILEABLE?             Yes    No 

If the application is not fileable from product quality perspective, state the reasons and provide comments to be 
sent to the Applicant. 

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

None so far 

Gerald M Feldman, Ph.D. February 5, 2013 
Product Quality Reviewer(s)        Date 

Branch Chief/Team Leader/Supervisor      Date 

Division Director          Date 

Reference ID: 3255739
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