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ANDA 209903/S-010 
PRIOR APPROVAL SUPPLEMENT 

APPROVAL 

Cipla USA, Inc. 
U.S. Agent for Cipla Limited 
10 Independence Boulevard, Suite 300 
Warren, NJ 07059 
Attention: Michele Crawley 

Director, Regulatory Affairs 

Dear Michele Crawley: 

This letter is in reference to your supplemental abbreviated new drug application 
(sANDA) received for review on January 25, 2024, submitted pursuant to section 505(j) 
of the Federal Food, Drug, and Cosmetic Act (FD&C Act) for Diclofenac Sodium Topical 
Gel, 1%. 

Reference is also made to any amendments submitted prior to the issuance of this 
letter. 

The sANDA, submitted as a “Prior Approval Supplement,” provides for: 

 Conversion of marketing status from Full Prescription to Over-The-Counter. 

 Addition of Bora Pharmaceutical Services Inc. as an alternate drug product 
manufacturing facility. 

We have completed the review of this sANDA and have concluded that adequate 
information has been presented to demonstrate that the drug meets the requirements 
for approval under the FD&C Act for over-the-counter (OTC) use. Accordingly the 
sANDA is approved, effective on the date of this letter. We have determined your 
Diclofenac Sodium Topical Gel, 1% (OTC), to be bioequivalent to the reference listed 
drug (RLD), Voltaren Arthritis Pain Topical Gel, 1%, of Haleon US Holdings LLC. 

COMPENDIAL STANDARDS 

A drug with a name recognized in the official United States Pharmacopeia or official 
National Formulary (USP-NF) generally must comply with the compendial standard for 
strength, quality, and purity, unless the difference in strength, quality, or purity is plainly 
stated on its label (see FD&C Act § 501(b), 21 USC 351(b)). FDA typically cannot share 
application-specific information contained in submitted regulatory filings with third 
parties, which includes USP-NF. To help ensure that a drug continues to comply with 
compendial standards, application holders may work directly with USP-NF to revise 

U.S. Food & Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 

www.fda.gov


 
  

     
    

 

 
 

  
 

  
 

  

  
  

 
 

  
  
  

 
  

  
  

 
 

 
 

 
    

 

ANDA 209903/S-010 
Page 2 

official USP monographs.  More information on the USP-NF is available on USP’s 
website as https://www.uspnf.com/. 

REQUIREMENTS AND RECOMMENDATIONS POST APPROVAL 

Under applicable statutes, regulations, and guidances, your ANDA may be subject to 
certain requirements and recommendations post approval, including requirements 
regarding changes to approved ANDAs, postmarketing reporting, promotional materials, 
and annual facility fees, among others. For information on post-approval requirements 
and recommendations for ANDAs and a list of resources for ANDA holders, we refer 
you to https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/requirements-
and-resources-approved-andas. 

Sincerely yours, 

{See appended electronic signature page} 

For Edward M. Sherwood 
Director 
Office of Regulatory Operations 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

U.S. Food & Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 

www.fda.gov
https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/requirements
https://www.uspnf.com


Catherine Digitally signed by Catherine Poole 
Date: 7/15/2024 02:12:50PMPoole 
GUID: 5407887a000a1c0c26055eafb8e3258a 



 
 

 
 
 

 
 

 
 
 

 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

APPLICATION NUMBER: 

209903Orig1s010 

LABELING 









TABLE OF CONTENTS 
Diclofenac Sodium Topical Gel, 1% (NSAID) - Arthritis Pain Reliever User 
Guide 2 

Quick Start 2 
Using Diclofenac Sodium Topical Gel (NSAID) 3 
Applying Diclofenac Sodium Topical Gel (NSAID) 5 
Question and Answers 9 



 

 

    

 

 

 

    

 

 

 

      

 

   

 

            

      

 

    

 

 

 

 
 

          

   

 

     

 

 

 

 

 

 

 

Diclofenac Sodium Topical Gel, 1% (NSAID) - Arthritis Pain Reliever 

User Guide 

How to use Diclofenac Sodium Topical Gel (NSAID), with answers to frequently asked questions 

Quick Start 

How to get started right away with Diclofenac Sodium Topical Gel (NSAID) 

Understanding Diclofenac Sodium Topical Gel (NSAID) 

Diclofenac Sodium Topical Gel, 1% (NSAID) - Arthritis Pain Reliever is an arthritis pain relief medication 

that you apply to your skin. It is intended to be used 4 times a day every day for up to 21 days. 

Before You Use Diclofenac Sodium Topical Gel (NSAID) 

Read the Drug Facts Label, which appears on the carton. 

Remove the dosing card from the inside of the carton. You should always use the dosing card to measure 

out the correct dose of Diclofenac Sodium Topical Gel (NSAID). 

The first time you use a tube of Diclofenac Sodium Topical Gel (NSAID): 

You will have the cap as shown below. 
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1. Take the cap off the tube. 

2. Open the safety seal by firmly pressing the spike on the top of the cap onto the seal on the tube. Do not 

open the safety seal with scissors or other sharp objects. 

3. After use, put the cap back on the end of the tube. 

Using Diclofenac Sodium Topical Gel (NSAID) 

How often to use Diclofenac Sodium Topical Gel (NSAID) 

Use 4 times a day for best results. 
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For example: 

Start of the day Middle of the day 

Late afternoon      End of the day 

Where to apply Diclofenac Sodium Topical Gel (NSAID) 

Diclofenac Sodium Topical Gel (NSAID) can be used on up to 2 body areas from the following list: a hand, 

a wrist, an elbow, a foot, an ankle, a knee. Do not use on more than 2 body areas at once. 

Some examples include: 

3 





 

 

 

 

    

 

 
 

    

  
 

 

 

 

  
 

 

 

 

  
 

 

 

 

Upper body areas Lower body areas 

Elbow Knee 

Including sides, inner, and outer Including sides, kneecap, and back 

Wrist Ankle 

Including sides, top, and bottom Including sides, front, and back 

Hand Foot 

Including top, palm, and fingers Including sole, top of foot, and toes 

After You Use Diclofenac Sodium Topical Gel (NSAID) 
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Wash your hands after applying Diclofenac Sodium Topical Gel (NSAID). If the treated area is the hands 

wait up to 1 hour to wash the hands. 

Wash the dosing card with water. Store dosing card with your Diclofenac Sodium Topical Gel (NSAID) 

and keep out of reach of children. 

Wait ten minutes before covering the treated areas with clothes or gloves. 

Avoid: 

• showering or bathing for at least 1 hour after use 

• exposing the treated area to sunlight or artificial light (such as in tanning booths) 

• use in same area as other products applied to the skin 

• applying a bandage over the treated area 

• eye, nose, or mouth contact. If eye contact occurs, rinse thoroughly with water 

Facts you need to know 

Important information about Diclofenac Sodium Topical Gel (NSAID) 

Do not use Diclofenac Sodium Topical Gel (NSAID)… 
• if you have ever had an allergic reaction to any other pain reliever or to a fever reducer 

• for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types 

of injuries 

• right before or after heart surgery 

6 









 

 

       

 

 

         

 

 

  

 
 

   

 

            

 

 

    

 

    

 

          

 

   

          

     

 

 

     

 

          

   

 

    

            

  

 

     

           

        

    

 

Can I apply Diclofenac Sodium Topical Gel (NSAID) to upper and lower body areas at the same 

time? 

Yes. 

You can use Diclofenac Sodium Topical Gel (NSAID) on up to 2 body areas at the same time. The areas 

can include the foot, ankle, knee, hand, wrist, and elbow. 

Some correct examples include: 

Do not use Diclofenac Sodium Topical Gel (NSAID) on more than 2 body areas at once. 

Can I apply Diclofenac Sodium Topical Gel (NSAID) without measuring it out on the dosing card 

first? 

No. 

Use the dosing card to make sure you are getting the correct amount of medicine. 

Can I use Diclofenac Sodium Topical Gel (NSAID) on my spine, hips, or shoulders? 

No. 

The use of Diclofenac Sodium Topical Gel (NSAID) on the spine, hips, and shoulders has not been studied. 

Can I take any other pain medications with Diclofenac Sodium Topical Gel (NSAID)? 

Ask your doctor or pharmacist before using Diclofenac Sodium Topical Gel (NSAID) if you are taking any 

other pain reliever or are planning on taking any other pain reliever, especially prescription or 

nonprescription NSAIDs (aspirin, ibuprofen, naproxen, or others). 

Can I take any other pain medications during the first 7 days I use Diclofenac Sodium Topical Gel 

(NSAID)? 

Taking other pain medications is generally not recommended. Speak with your doctor or pharmacist before 

taking other pain medications when using Diclofenac Sodium Topical Gel (NSAID). 

How long can I use Diclofenac Sodium Topical Gel (NSAID)? 

Use Diclofenac Sodium Topical Gel (NSAID) 4 times a day every day for up to 21 days for treatment of 

arthritis pain or as directed by your doctor. 

Diclofenac Sodium Topical Gel (NSAID) should be part of an overall program for managing your arthritis 

pain. The program should also include activities such as appropriate movement or exercise, specific lifestyle 

changes, and weight maintenance. Regular visits and discussions with your doctor can help incorporate 

Diclofenac Sodium Topical Gel (NSAID) into a complete program to help manage your arthritis pain. 

10 
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*** This document contains proprietary information that cannot be released to the public.***V.25 

PRIOR APPROVAL SUPPLEMENT LABELING REVIEW 

Division of Labeling Review 

Office of Regulatory Operations 

Office of Generic Drugs (OGD) 

Center for Drug Evaluation and Research (CDER) 

Date of This Review March 1, 2024 

ANDA Number(s) and Supplement 
Number(s) 

209903/S-010 

Review Number 1 

Applicant Name Cipla Limited 

Established Name & Strength(s) 
[Add "(OTC)" after strength if 

applicable] 

Diclofenac Sodium Topical Gel, 1% (OTC) 

Proposed Proprietary Name NA 

Submission Received Date January 25, 2024 

Previous Received Date(s) of 
Proposed Supplement 

NA 

Primary Labeling Reviewer Andrew Choi 

Secondary Labeling Reviewer Burhan Nour 

Review Conclusion 

☒ Acceptable - No Comments 

☐ Acceptable - Include Post Approval Comments 

☐ Minor Deficiency* - Refer to Labeling Deficiencies and Comments for Letter to Applicant 

☐ Major Deficiency** - Refer to Labeling Deficiencies and Comments for Letter to Applicant 

On Policy Alert List ☐ Yes ☒ No 

Acceptable For Filing ☒ Yes ☐ No ☐ N/A 

Combined Insert/Outsert ☐ Yes ☒ No 

Page 1 

https://public.***V.25
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ASSESSMENT NOTES 

Cipla Limited (Cipla) is proposing the following two changes: 

1. Change the marketing category from Full prescription (Rx) to over-the-counter (OTC), to be 

in line with RLD, Voltaren arthritis pain, NDA N022122. 

2. Addition of an Alternate Manufacturing Site, Bora Pharmaceutical Services Inc. (BPSI) FEI 

# 3002807086, for drug product manufacture. 

On Feb 14, 2020, the RLD, Voltaren® arthritis pain (NDA #022122), was approved for a marketing 

status change from full prescription (Rx) to OTC. To be in line with the RLD, Cipla proposes the 

marketing status of its approved ANDA #209903, Diclofenac Sodium Topical Gel, 1% w/w, be 

changed from full prescription (Rx) to OTC. 

Labeling information, including artwork, annotated labeling text, the final printed label, side by side 

comparison with the RLD, and copies of the labeling for the RLD, are provided in Section 1.14. 

Cipla’s proposed labeling for Diclofenac Sodium Topical Gel, 1% (NSAID) is in compliance with 

the format and content requirements set forth under 21 CFR 201.66 and with 21 CFR 211.132 

(Tamper-evident packaging requirements for OTC human drug products). 

Cipla proposes an alternate drug product manufacturing facility for Diclofenac Sodium Topical Gel, 

1% w/w: Bora Pharmaceutical Services Inc. (Mississauga, Ontario, Canada; FEI: 3002807086; 

hereafter referred to as BPSI or Bora). (b) (4)

. 

Currently, Cipla Limited, Unit III, Goa (Verna, Salcette, Goa, India; FEI:3004081307; hereafter 

referred to as Cipla Goa) (b) (4)

are the approved manufacturing sites for Diclofenac Sodium Topical 

Gel, 1% w/w. 

(b) (4)

An Information Request was sent on 06/28/2024. The Applicant responded in an amendment received 

on 07/08/2024. 

Drug Substance 

There is no change in the approved API manufacturers and Bora will continue to use API from the 

approved source – ). (b) (4)

The drug substance specification and analytical procedures remain the same as approved and are 

provided in Sections 3.2.S.4.1 and 3.2.S.4.2, respectively. 

Page 2 of 16 

13 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page



   
 

 

 

 

   

   

   

 

 

 

             

 

 

 

 

 

 

 

      

 

(b) (4)

RECOMMENDATION 

Supplement is CMC Approvable 

Supplement is NOT CMC Approvable (with brief explanation:) 

(Choose IR, CR-Minor, CR-Major); Deficiencies noted below: 

Deficiencies to be communicated: 

Primary Assessor : Maya K. Monroe, Ph.D. Date : 07/10/2024 

Page 16 of 16 
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(b) (4)

3 Panorama ANDA 209903. DLR consult to DCR dated 4/18/2024. 

https://panorama.fda.gov/document/view?ID=6621960e004ba38a7aee5b8b0cbc4d65 
(b) (4)

https://panorama.fda.gov/document/view?ID=6621960e004ba38a7aee5b8b0cbc4d65






 

 



 

 

 

 



 

 
 

  







  

 

 

   

 

 

 

  

  

 

 

 

  

 

 

 

   

   

 

3 

they describe and reflect the differences in device. 

Conclusion 

From a clinical safety perspective, there are minor design differences between the RLD and 

updated proposed drug delivery device (dosing card color, dosing card product name and 

placement, IFU images and artwork). Therefore, DCR concludes this generic combination 

product can be substituted for the RLD without the intervention of a health care provider and/or 

without additional training prior to use of the generic combination product and that the design 

differences as compared to RLD do not alter the clinical effect or safety profile of this proposed 

ANDA product under the conditions of use as specified in the labeling. In summary, DCR finds 

the proposed drug device user interface for the proposed generic acceptable. The Applicant has 

adequately addressed the deficiencies related to the proposed drug device in the 10/2/2020 CR 

letter. 

DLR Consult Question: 

From DCR’s perspective, has the applicant adequately addressed the previously issued 

comments? 

DCR Answer: 

The Applicant has adequately addressed the deficiencies related to the user interface of the 

proposed drug-device combination product in the 10/2/2020 CR letter. 
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ANDA 209903/S-010 
INFORMATION REQUEST 

QUALITY 

Cipla USA, Inc. 
U.S. Agent for: Cipla Limited 
10 Independence Boulevard, Suite 300 
Warren, NJ 07059 
Attention: Michele Crawley 

Director - Regulatory Affairs 

Dear Michele Crawley: 

This letter is in reference to your supplemental abbreviated new drug application 
(sANDA) received for review on January 25, 2024, submitted pursuant to 
section 505(j) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) for Diclofenac 
Sodium Topical Gel, 1% w/w. 

We are reviewing the Quality section of your submission and have the following 
comments and information requests: 

(b) (4)

U.S. Food & Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 

www.fda.gov


 
  

     
    

 

  
   

   
 

  
     

 
 

  
   

   
  

 
 

  
  

     
  

 
  

  
  

 
 

 
 

 

ANDA 209903/S-010 
Page 2 

(b) (4)

We request a prompt written response, no later than July 5, 2024, in order to continue 
our evaluation of your ANDA. We will not process or review a partial response. 
Facsimile or e-mail responses will also not be accepted.  In addition, if your response 
contains either gratuitous information not requested by FDA or information that requires 
a more thorough review as determined by FDA, FDA may classify the response as an 
amendment and assign an appropriate goal date for that amendment. The goal date 
assigned to the amendment may extend the review goal date for your current 
submission. 

Prominently identify the submission with the following wording in bold capital letters at 
the top of the first page of the submission: 

INFORMATION REQUEST 
QUALITY 

If you have any questions, please contact Jeena Amaya, Regulatory Business Process 
Manager, at jeena.amaya@fda.hhs.gov or (301) 796 - 9192. 

Sincerely, 

{See appended electronic signature page} 

Jeena Amaya, MPAS 
Regulatory Business Process Manager 
Office of Pharmaceutical Quality 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 

U.S. Food & Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 

www.fda.gov
mailto:jeena.amaya@fda.hhs.gov
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(b) (4)

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
REQUEST FOR CONSULTATION 

TO (Division/Office): 

Mail: Division of Clinical Review (DCR) 

(If you know who the PM/Reviewer is please add them as a signer in DARRTS) 

FROM: 

Andrew Choi, Division of Labeling Review (DLR) 

DATE 

4/17/24 
ANDA NO. 

209903/S-010 

TYPE OF DOCUMENT (Choose One) 

 ORIGINAL ANDA 

 SUPPLEMENT TO ANDA (S-010) 

DATE OF DOCUMENT: 

4/17/24 

NAME OF DRUG 

Diclofenac Sodium 
Topical Gel, 1% 

PRIORITY CONSIDERATION (Choose One) 

 GDUFA Due Date (HIGH) 

 Low 

CLASSIFICATION OF DRUG DESIRED COMPLETION DATE (Choose One) 

GDUFA Due Date: 7/25/24 

Requested Due Date: 5/15/24 

NAME OF FIRM: 

REASON FOR REQUEST 

I. GENERAL 

 NEW PROTOCOL  PRE--NDA MEETING  RESPONSE TO DEFICIENCY LETTER 
 PROGRESS REPORT  END OF PHASE II MEETING  FINAL PRINTED LABELING 
 NEW CORRESPONDENCE  RESUBMISSION LABELING REVISION (carton/container label) 
 DRUG ADVERTISING  SAFETY/EFFICACY  ORIGINAL NEW CORRESPONDENCE 
 ADVERSE REACTION REPORT  PAPER NDA  FORMULATIVE REVIEW 
 MANUFACTURING CHANGE/ADDITION  CONTROL SUPPLEMENT  OTHER (SPECIFY BELOW): 
 MEETING PLANNED BY 

II. BIOMETRICS 

STATISTICAL EVALUATION BRANCH STATISTICAL APPLICATION BRANCH 

 TYPE A OR B NDA REVIEW 
 END OF PHASE II MEETING 
 CONTROLLED STUDIES 
 PROTOCOL REVIEW 
 OTHER (SPECIFY BELOW): 

 CHEMISTRY REVIEW 
 PHARMACOLOGY 
 BIOPHARMACEUTICS 
 OTHER (SPECIFY BELOW): 

III. BIOPHARMACEUTICS 

 DISSOLUTION  DEFICIENCY LETTER RESPONSE 
 BIOAVAILABILTY STUDIES  PROTOCOL-BIOPHARMACEUTICS 
 PHASE IV STUDIES  IN-VIVO WAIVER REQUEST 

IV. DRUG EXPERIENCE 

 PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
 DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES  SUMMARY OF ADVERSE EXPERIENCE 
 CASE REPORTS OF SPECIFIC REACTIONS (List below)  POISON RISK ANALYSIS 
 COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

V. SCIENTIFIC INVESTIGATIONS 

 CLINICAL  PRECLINICAL 

COMMENTS/SPECIAL INSTRUCTIONS: 

DCR performed a Comparative (Threshold) Analyses for Drug-Device Combination Products for the subject ANDA 

209903, 

4. Comments from the previous Comparative Analyses 

are copied below for reference. From DCR’s perspective, has the applicant adequately addressed the previously 

issued comments? 

1. Revise your dosing card to incorporate separate, clearly labeled dosing strip lines (Upper Body and Lower Body 

Doses) to more closely resemble the OTC RLD dosing card and submit an image of the updated dosing card. 

2. Modify all dosing card images within the product label and packaging such as the User Guide to reflect the revised 

dosing card. Updated labeling including the User Guide should be submitted for review. 
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