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OFFICE OF LIFE CYCLE PRODUCTS
DPMA I, BRANCH I

- Review of Chemistry, Manufacturing, and Controls

Clinical Review Division: Analgesic, Anesthesia and Addiction Products (HFFD-510)

NDA#: 22-272 REVIEW#. 1 ' REVIEW DATE:  5/10/2015
SUBMISSION TYPE DOCUMENT DATE CDER DATE ASSIGNED
S-027 (Efficacy) 12/10/2014 12/10/2014 05/08/2015

- AMENDMENT PDUFA GOAL .
04/02/2015 06/10/2015
05/06/2015

NAME & ADDRESS OF APPLICANT:
Purdue Pharma L.P.
201 Tresser Blvd
Stamford, CT 06901-3431

Beth Connelly, Associate Director, Regulatory Affairs
Phone: 203-588-7289
FAX: 203-588-6229

DRUG PRODUCT NAME _ o

Proprietary: OxyContin® Tablets

Nonproprietary/US AN: oxycodone HCI extended release tablets

PHARMACOLOGICAL CATEGORY/INDICATION: Management of severe pain

DQSACE FORM: - Extended Release Tablet
STRENGTH: 10, 15, 20, 30, 40, 60 and 80 mg
ROUTE OF ADMINISTRATION: Oral
DISPENSED: X Rx ____OTC
SPECIAL PRODUCTS: _ Yes _X No
' CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA,
MOL. WT:
Chemical Name: 4,5-epoxy-14-hydroxy-3-methoxy-17-methylmorphinan-6-one hydrochloride
Molecutlar Formula: C1sHa NO4-HCL
Molecufar Weight: 351.82
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NDA 22-272 S-027
OxyContin® Extended Release Tablets (10, 15, 20, 30, 40, 60 and 80 mg Oxycodone HCI)
Purdue Pharma L.P.

PROVIDES FOR: (1) Labeling changes based on the pediatric studies to fulfill the Pediatric
Written Request #3, Amendment #2; |0 e
T

REMARKS/COMMENTS:

In the supplement, the applicant submitted the Pediatric Study Reports to support the requested
pediatric exclusivity. The supplement also provides for the labeling changes based on the
clinical studies in accordance with the November 14, 2011 Written Request #3, Amendment #2.
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NDA 22-272 S-027
Oxyletin® Extended Release Tablets (10, 15, 20, 30, 40, 60 and 80 mg Oxycodone HC)

Purdue Pharma L.P.

CONSULT REVIEWS: N/A

COMMENTS/REQUESTS TO BE CONVEYED TO APPLICANT: N/A

CONCLUSIONS & RECOMMENDATIONS:

Based on the information provided by the applicant, it appears that Purdue Pharma has made

(see attached electronic signature page)
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NDA 22- 272 S-027
OxyContin® Extended Release Tablets (10 15, 20, 30, 40, 60 and 80 mg Oxycodene HCI)
Purdue Pharma L.P.
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Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




