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NDA 204592 « ZORVOLEX® (diclofenac) CAPSULES « SEQUENCE NUMBER 0111 «
CORRECT SEQUENCE NUMBER 0110 COVER LETTER

March 07, 2018

Sharon Hertz, MD, Director

Division of Anesthesia, Analgesia, & Addiction Products
Center for Drug Evaluation and Research

Food and Drug Administration

5901-B Ammendale Road

Beltsville, MD 20705-1266

Re: NDA 204592 for Zorvolex” (diclofenac) Capsules

Dear Dr. Hertz:

Reference is made to NDA 204592 for Zorvolex® (diclofenac) Capsules, Sequence Number
0110 submitted on March 01, 2018. Sequence 0110 provided Iroko’s response to the PREA
NON-COMPLIANCE LETTER dated January 25, 2018 and also requested a DEFFERAL
EXTENSION for NDA 204592 Zorvolex Capsules. We are submitting an updated copy of the
Cover Letter for Sequence 0110 in order to correct an error in the proposed timeline dates.

The March 01, 2018 Cover Letter for Sequence 0110 included a proposed Pediatric Development
Timeline for Zorvolex Capsules as part of the request for Deferral Extension.

Upon further review, we noted
discrepancies between the stated intervals and the proposed dates listed in the development plan
timeline table. The timeline dates proposed in the original Cover Letter (dated March 01, 2018)
and the corrected Cover Letter for Sequence 0110 (dated March 07, 2018) are shown below.

Zorvolex Capsules Pediatric Development Plan Timeline

This submission is provided entirely in eCTD (electronic Common Technical Document) format;
therefore, no Table of Contents is being provided.
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If you have any questions or require additional information regarding this submission, please do
not hesitate to contact me, at 267.546.1428, or via email at jmolt@iroko.com.

Sincerely,

Digitally signed by James T. Molt, Ph. D
J T M I t P h DN: cn=James T. Molt, Ph. D, o=Regulatory Affairs,
al I IeS o O 7 . ou=Interim Head, email=jmolt@iroko.com, c=US

Date: 2018.03.07 14:07:17 -05'00"

James T. Molt, Ph.D

Interim Head Regulatory Affairs
Iroko Pharmaceuticals, LLC

One Kew Place, 150 Rouse Blvd.
Philadelphia, PA 19112

(0) 267.546.1428

(F) 267.546.3004
jmolt@iroko.com
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The total size of this electronic submission is approximately 3.5 MB

All files were checked and verified to be free of viruses prior to being sent via the Electronic
Submission Gateway using McAfee Version 20.8, Build 20.8.106 scan engine 3268 and with a virus
definition file version 2/27/2018.
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