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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 Surveillance and Epidemiology 

Date: June 18, 2010 
 

To: Bob Rappaport, MD, Director 

Division of Anesthesia and Analgesia Products (DAAP)  
 

Through: Mary Willy, MPH, Deputy Director  

Division of Risk Management (DRISK) 

From: Gita A. Toyserkani, Pharm.D., MBA, Senior Drug Risk 
Management Analyst, Acting TL   

Mary Dempsey BS, Coordinator for Risk Management 
Programs, DRISK  
 

Subject: Prior Approval REMS Modification 

 

Drug Name(s):   OxyContin Tablets  

(oxycodone hydrochloride controlled-release)  

Application Type:  NDA  022272 

Applicant/sponsor: Purdue Pharma L.P.  

OSE RCM #: 2010-1354 

 

 

 

1 Background 
The Division of Anesthesia and Analgesia Products (DAAP) requested that the Division 
of Risk Management (DRISK) review the OxyContin (oxycodone hydrochloride 
controlled-release) tablets Prior Approval REMS Modification Supplement for New Drug 
Application (NDA 022272) submitted by Purdue Pharma L.P. on June 10, 2010. This 
supplemental new drug application provides for revisions to the Training Guide for 
Healthcare Providers, boxed warning, table of contents, references, removal of website 
reference, and upper/lower case text.  
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The OxyContin (oxycodone hydrochloride controlled-release) tablets REMS was 
approved April 5, 2010 with the following elements: 

• Medication Guide  

• Elements to Assure Safe Use 

o Healthcare provider training 

o Dear Healthcare Professional letter mailed at least three (3) weeks prior to 
first availability of Oxycontin 

o Prescriber re-training every two (2) years   

• Timetable for Submission of Assessment 

 

2 Material Reviewed 
• April 2, 2010 Purdue submitted REMS Supporting Document 

• April 5, 2010  Oxycontin REMS approval  

• June 10, 2010 Purdue submitted Prior Approval REMS Modification  

 

3 Proposed REMS Elements 
The Oxycontin June 10, 2010 submission provides the proposed REMS modification, 
Medication Guide, Dear Healthcare Professional Letter, Healthcare Provider Training 
Guide, and Education Confirmation Form. The REMS Supporting Document is not 
included in this submission. The product is in pre-launch development and not currently 
marketed; therefore, it is reasonable to state that insufficient time has passed since the 
REMS approval to provide a meaningful assessment. The cover letter of the June 10, 
2010 submission states the following:  
 
 “The approved REMS Supporting Document remains unchanged and is identical 
 to the version submitted on April 2, 2010 
  

Herein we are submitting the revised REMS…which include revisions only to the 
Training Guide for Healthcare Providers. In our view, these revisions are minor 
and do not change the content, but rather improve the document quality. For ease 
of review, the revisions are outlined below: 
• “(oxycontin hydrochloride controlled release) added to headline page and the 

indication pg 4 
• Boxed warning from approved FPI replaced current version that was 

developed for use in HCP Guide. This ensures that a consistent official black 
box warning is used in the FPI and Training Guide [this is the only one that 
should be in circulation] 

• “Full Prescribing “ and Boxed Warning- Uppercased throughout the document 
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• Table of Contents (TOC moved to page 3 after black boxed warning, This 
ensures that the TOC precedes the Introduction section, rather than after the 
Introduction where it is currently located  

 •     Removed reference to website on page 11 as not relevant to section  
• References reordered to be in numerical sequence (previously jumped from #1 

to # 7).” 
 

 

4 Discussion and Conclusion 
DRISK performed a comparison of the June 10, 2010 submitted proposed REMS and 
Medication Guide to the approved Oxycontin REMS and Medication Guide and found 
then to be identical.  The revisions to the Healthcare Provider Training Guide proposed 
by Purdue are acceptable.  

 

5.     Recommendation   
Approve the REMS modification as submitted June 10, 2010.    
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Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-22272 SUPPL-5 PURDUE PHARMA

INC
OXYCONTIN

---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

MARY J DEMPSEY
06/18/2010

MARY E WILLY
06/19/2010
I concur
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