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Department of Health and Human Services 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

Office of Medical Policy Initiatives 
Division of Medical Policy Programs 

 

PATIENT LABELING REVIEW 

Date: September 24, 2012  
 

To: Badrul Chowdhury, MD,  
Director 
Division of Pulmonary, Allergy, Rheumatology Products 
(DPARP) 
 

Through: LaShawn Griffiths, MSHS-PH, BSN, RN  
Associate Director for Patient Labeling 
Division of Medical Policy Programs (DMPP) 
 
Melissa Hulett, RN, BSN, MSBA   
Team Leader, Patient Labeling Team 
Division of Medical Policy Programs (DMPP) 
 

From: Sharon W. Williams, RN, BSN, MSN 
Patient Labeling Reviewer 
Division of Medical Policy Programs (DMPP) 

Subject: DMPP Review of Patient Labeling: Medication Guide (MG) 

 

Drug Name (established 
name):   Actemra (tocilizumab) 

 

Dosage Form and Route: Injection for Intravenous Infusion 
 

Application 
Type/Number:  

 
BLA 125276 

Supplement Number: S-049 

Applicant: Hoffman-La Roche Incorporated 
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Reference ID: 3193468



 

1 INTRODUCTION 

Actemra was originally approved on January 8, 2010 for the treatment of adult 
patients with moderately to severely active rheumatoid arthritis who have had an 
inadequate response to one or more tumor necrosis factor (TNF) antagonist 
therapies. 

On December 12, 2011, Hoffman-LaRoche Incorporated submitted a new efficacy 
supplement with a new indication.  The new indication is for the treatment of adults 
with moderately to severely active rheumatoid arthritis who have had an inadequate 
response to one or more Disease-Modifying-Anti-Rheumatic Drugs (DMARDs). 

On January 30, 2012 the Division of Pulmonary, Allergy, and Rheumatology 
Products (DPARP) requested that the Division of Medical Policy Programs (DMPP) 
review the Applicant’s proposed Medication Guide for ACTEMRA (tocilizumab).   

This memorandum documents the DMPP review and concurrence with the 
Applicant’s proposed Medication Guide (MG). 

Actemra was initially approved January 8, 2010, as a REMS with a Medication 
Guide and Communication Plan.  The April 15, 2011, approval removed the 
Medication Guide from the REMS; however, retained the Medication Guide as part 
of approved labeling in accordance with 21 CFR 208.  

 

2 MATERIAL REVIEWED 

 Draft ACTEMRA (tocilizumab) Injection for Intravenous Infusion MG submitted 
on September 12, 2012 and received by DMPP on September 18, 2012.  

 Draft ACTEMRA (tocilizumab) Injection for Intravenous Infusion Prescribing 
Information (PI) submitted on September 12, 2012, revised throughout the current 
review cycle and received by DMPP on September 18, 2012. 

 Approved ACTEMRA (tocilizumab) Injection for Intravenous Infusion MG dated 
August 13, 2012. 

 

3 CONCLUSION 

In our review, we performed a side-by-side review to the Applicant’s proposed MG 
against the currently approved ACTEMRA (tocilizumab) MG dated August 13, 2012 
and find the Applicant’s proposed MG is acceptable as submitted. 

 

4 RECOMMENDATIONS 

   Consult DMPP regarding additional revisions made to the Prescribing   
Information (PI) to determine if corresponding revisions need to be made to the 
MG. 
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 Please let us know if you have any questions.  
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