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1 INTRODUCTION

The purpose of this review is to document the Division of Risk Management’s (DRISK) 
evaluation of a proposed modification to the risk evaluation and mitigation strategy 
(REMS) for the extended release and long-acting (ER/LA) opioid analgesic REMS for 
OxyContin (oxycodone hydrochloride) (NDA 022272).  On December 10, 2014, Purdue 
Pharmaceuticals, LP (Purdue) submitted prior approval supplement-0027 (PAS-0027) 
proposing to extend the current indication to pediatric patients 11 years of age and older.  
Initially, the Sponsor proposed changes only to the labeling and did not propose changes 
to the ER/LA Opioid Analgesic REMS.  On July 30, 2015, the Sponsor was informed of 
the need to modify the ER/LA REMS and amended PAS-0027 on July 31, 2015 to 
include a proposed REMS modification. The Sponsor is currently a member of the REMS 
Program Companies (RPC) and will continue to market their product under the single, 
shared system ER/LA Opioid Analgesic REMS. 

1.1 BACKGROUND

Oxycodone hydrochloride (HCl) is an opioid agonist indicated for the management of 
pain severe enough to require daily, around-the-clock, long-term opioid treatment and for 
which alternative treatment options are inadequate. The brand name for this product is 
OxyContin, which is part of the ER LA opioid analgesic drug class. OxyContin 
(oxycodone HCl) (NDA 22272) 10 mg, 15 mg, 20 mg, 30 mg, 40 mg, 60 mg, and 80 mg 
extended-release oral tablet strengths were approved on April 5, 2010. 

In February 2009, FDA notified Sponsors of ER/LA opioid analgesics that their products 
would require a REMS to ensure that the benefits of those products continued to 
outweigh their risks. 

On July 9, 2012, FDA approved a single, shared system REMS for ER/LA opioid 
analgesic drug products.1 The ER/LA Opioid Analgesics REMS was approved with the 
following elements:

 Medication Guide
 Elements to Assure Safe Use

o Prescriber Training
 Timetable for Submission of Assessments

The REMS includes ER and LA opioid analgesic brand name and generic products 
indicated for the management of pain severe enough to require daily, around-the-clock, 
long-term opioid treatment and for which alternative treatment options are inadequate 
formulated with the following active ingredients: buprenorphine, fentanyl, hydrocodone, 
hydromorphone, methadone, morphine, oxycodone, oxymorphone, and tapentadol.

                                                
1
Details of the regulatory history, development, and rationale for the design of the REMS and REMS

materials of the ER/LA Opioid Analgesic REMS are discussed in the Executive Memorandum, dated July 
6, 2012.
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 Lee K. OPDP REMS Review for OxyContin, July 24, 2015.
 Walker M. and Lee K. Patient Labeling Review, May 27, 2015.
 Gonzalez D. DRISK REMS Modification Review for OxyContin,

August 13, 2015. 
 Purdue Pharma, LP. Pediatric Exclusivity Determination Request for OxyContin. 

Submitted December 10, 2014 (PAS-0027; eCTD Seq. No. 0224)

3 RESULTS OF REVIEW OF THE PROPOSED REMS 

3.1 REMS DOCUMENT 

The Sponsor did not propose changes to the REMS document.

3.2 REMS APPENDED MATERIALS

3.2.1 ER/LA Opioid REMS Blueprint

The Sponsor incorporated the changes to the ER/LA REMS Blueprint provided by the 
Agency on July 30, 2015. The Sponsor did not propose additional changes; therefore, 
DRISK finds the Blueprint acceptable.

3.2.2 Patient Counseling Document (PCD)

The Sponsor proposed changing the phrase, "A child has unintentionally taken this 
medicine" to "A child has taken this medicine by accident." DRISK and DAAAP have 
agreed that this language will help patients and caregivers better understand the intended 
message. Therefore, the proposed change is acceptable. 

3.2.3 ER/LA REMS Website

The Sponsor incorporated the changes to the ER/LA REMS Website provided by the 
Agency on July 30, 2015.  The Sponsor did not propose additional changes; therefore, 
DRISK finds the Blueprint acceptable.

3.2.4 Timetable for Submission of Assessments

The Sponsor did not propose changes to the timetable for submission of assessments.

3.2.5 Assessment Plan

The Sponsor did not propose changes to the REMS assessment plan.

4 DISCUSSION

The Sponsor submitted a proposed REMS modification on July 31, 2015 based on the
Agency's comments received during the review of PAS-0027.  DRISK finds the proposed 
ER/LA Opioid REMS materials (attached) acceptable; therefore, DRISK recommends 
approval of the REMS appended to this review.
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5 CONCLUSION

In conclusion, the proposed REMS modification to incorporate the pediatric indication 
for OxyContin, received July 31, 2015, contains the appropriate and agreed upon 
revisions to the REMS as stipulated by the Agency. Therefore, the modified ER/LA 
Opioid REMS for OxyContin is acceptable and the Office of Surveillance and 
Epidemiology, DRISK recommends approval. 

6 RECOMMENDATIONS FOR THE REVIEW DIVISION

DRISK recommends approval of the ER/LA Opioid REMS for OxyContin (oxycodone 
hydrochloride) (NDA 022272), received July 31, 2015 and as appended to this review. 

A REMS Modification Notification Letter should be sent to the other members of the
ER/LA Opioid REMS to request the inclusion of these changes in their respective REMS.

APPENDIX

1. ER/LA Opioid Analgesic REMS Document and REMS Appended Materials
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
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---------------------------------------------------------------------------------------------------------
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DANNY S GONZALEZ
08/13/2015

REEMA J MEHTA
08/13/2015
I concur.
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