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Proprietary Name Memorandum
Division of Medication Error Prevention and Analysis (DMEPA) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: April 22, 2014

Requesting Office or Division: Division of Dermatology and Dental Products (DDDP)

Application Type and Number: NDA 206088

Product Name and Strength: Otezla (apremilast) Tablets, 10 mg, 20 mg, 30 mg

Product Type: Single ingredient product

Rx or OTC: Rx

Applicant/Sponsor Name: Celgene Corporation

Submission Date: 02/21/2014

Panorama #: 2014-16976

DMEPA Primary Reviewer: Carlos M Mena-Grillasca, RPh

DMEPA Associate Director: Lubna Merchant, MS, PharmD

Reference ID: 3493721
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1 INTRODUCTION

The proposed proprietary name Otezla was found acceptable for NDA 205437,  approved 
on March 21, 2014 for the indication of active psoriatic arthritis.   We note that the tablet 
strengths, dose titration, and maintenance dose for the psoriasis indication currently under 
review in NDA 206088 are the same as for the psoriatic arthritis indication.  This 
memorandum is to communicate that DMEPA maintains the proposed proprietary name, 
Otezla, is acceptable from both a promotional and safety perspective for NDA 206088.

If you have further questions or need clarifications, please contact Teena Thomas, OSE
project manager, at 301-796-0549.

1.1 COMMENTS TO THE APPLICANT

We have completed our review of the proposed proprietary name, Otezla, and have 
concluded that this name is acceptable. 

If any of the proposed product characteristics as stated in your February 21, 2014 
submission are altered, the name must be resubmitted for review.
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LABEL AND LABELING REVIEW
Division of Medication Error Prevention and Analysis (DMEPA) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: April 10, 2014

Requesting Office or Division: Division of Dermatology and Dental Products (DDDP)

Application Type and Number: NDA 206088

Product Name and Strength: Otezla (apremilast) Tablets, 10 mg, 20 mg, 30 mg

Product Type: Single-Ingredient Product

Rx or OTC: Rx

Applicant/Sponsor Name: Celgene Corporation

Submission Date: April 1, 2014

OSE RCM #: 2014-423

DMEPA Primary Reviewer: Carlos M Mena-Grillasca, RPh

DMEPA Associate Director: Lubna Merchant, MS, PharmD
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4 CONCLUSIONS

DMEPA finds the proposed labels and labeling acceptable.
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APPENDIX B. PREVIOUS DMEPA REVIEWS
B.1 Methods

We searched the L: drive on April 10, 2014 using the term Onexton to identify reviews 
previously performed by DMEPA.  

B.2 Results

DMEPA reviewed Otezla labels and labeling during the review cycle of NDA 205437 in the 
following OSE reviews:

! 2013-790, dated September 12, 2013
! 2013-790-1, dated December 18, 2013
! 2013-790-2, dated March 5, 2013

We note that all of DMEPA’s recommendations were implemented prior to approval of NDA 
205437 on March 21, 2014.
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APPENDIX D. LABELS AND LABELING 
C.1 List of Labels and Labeling Reviewed
In addition, we reviewed the currently marketed labels and labeling for Otezla approved on 
March 21, 2014 for NDA 205437 to ensure that they are the same as the proposed labels for 
NDA 206088 currently under review.

! Container label
! Carton  labeling

C.2 Label and Labeling Images (not to scale)
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