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EXCLUSIVITY SUMMARY

NDA # 207917 SUPPL # HFD # 540

Trade Name  Epiduo Forte®

Generic Name  adapalene and benzoyl peroxide gel,0.3%/2.5%

Applicant Name  Galderma Research and Development LLC    

Approval Date, If Known  July 17, 2015 (PDUFA Date)

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.  An exclusivity determination will be made for all original applications, and all efficacy
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" 
to one or more of the following questions about the submission.

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement?
                                    YES NO 

If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8

505(b)(2)

c)  Did it require the review of clinical data other than to support a safety claim or change 
in labeling related to safety?  (If it required review only of bioavailability or 
bioequivalence data, answer "no.")

  YES NO 

If your answer is "no" because you believe the study is a bioavailability study and, 
therefore, not eligible for exclusivity, EXPLAIN why it is a bioavailability study, 
including your reasons for disagreeing with any arguments made by the applicant that the 
study was not simply a bioavailability study.   

If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:             

          

d)  Did the applicant request exclusivity?
YES NO 

If the answer to (d) is "yes," how many years of exclusivity did the applicant request?
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e) Has pediatric exclusivity been granted for this Active Moiety?
YES NO 

      If the answer to the above question in YES, is this approval a result of the studies submitted
in response to the Pediatric Written Request?
   

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY 
TO THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.  

2.  Is this drug product or indication a DESI upgrade?
YES NO 

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE 
BLOCKS ON PAGE 8 (even if a study was required for the upgrade).  

PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2 as appropriate)

1.  Single active ingredient product.

Has FDA previously approved under section 505 of the Act any drug product containing the 
same active moiety as the drug under consideration?  Answer "yes" if the active moiety 
(including other esterified forms, salts, complexes, chelates or clathrates) has been previously 
approved, but this particular form of the active moiety, e.g., this particular ester or salt (including 
salts with hydrogen or coordination bonding) or other non-covalent derivative (such as a 
complex, chelate, or clathrate) has not been approved.  Answer "no" if the compound requires 
metabolic conversion (other than deesterification of an esterified form of the drug) to produce an 
already approved active moiety.

                  YES NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the 
NDA #(s).

     
2.  Combination product.  

If the product contains more than one active moiety(as defined in Part II, #1), has FDA 
previously approved an application under section 505 containing any one of the active moieties 
in the drug product?  If, for example, the combination contains one never-before-approved active 
moiety and one previously approved active moiety, answer "yes."  (An active moiety that is 

Reference ID: 3784604

(b) (4)



Page 3

marketed under an OTC monograph, but that was never approved under an NDA, is considered 
not previously approved.)  

YES NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the 
NDA #(s).  

NDA# 022320 Epiduo (adapalene and benzoyl peroxide) gel, 0.1%/2.5%

NDA# 021753 Differin (adapalene) gel, 0.3%

NDA# 020748 adapalene cream, 0.1%

NDA# 050819 benzoyl peroxide/clindamycin phosphate gel, 2.5%/1.2%

NDA# 050756 benzoyl peroxide/clindamycin phosphate gel, 5%/EQ 1%

NDA# 050741 benzoyl peroxide/clindamycin phosphate gel, 5%/EQ 1%

NDA# 050557 benzoyl peroxide/erythromycin gel, 5%/3%

NDA# 050769 benzoyl peroxide/erythromycin gel, 5%/3%

NDA# 065112 benzoyl peroxide/erythromycin gel, 5%/3%

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO 
THE SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary 
should only be answered “NO” for original approvals of new molecular entities.) 
IF “YES,” GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of 
new clinical investigations (other than bioavailability studies) essential to the approval of the 
application and conducted or sponsored by the applicant."  This section should be completed 
only if the answer to PART II, Question 1 or 2 was "yes."  

1.  Does the application contain reports of clinical investigations?  (The Agency interprets 
"clinical investigations" to mean investigations conducted on humans other than bioavailability 
studies.)  If the application contains clinical investigations only by virtue of a right of reference 
to clinical investigations in another application, answer "yes," then skip to question 3(a).  If the 
answer to 3(a) is "yes" for any investigation referred to in another application, do not complete 
remainder of summary for that investigation. 

YES NO 

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8. 
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2.  A clinical investigation is "essential to the approval" if the Agency could not have approved 
the application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical 
trials, such as bioavailability data, would be sufficient to provide a basis for approval as an 
ANDA or 505(b)(2) application because of what is already known about a previously approved 
product), or 2) there are published reports of studies (other than those conducted or sponsored by
the applicant) or other publicly available data that independently would have been sufficient to 
support approval of the application, without reference to the clinical investigation submitted in 
the application.

(a) In light of previously approved applications, is a clinical investigation (either 
conducted by the applicant or available from some other source, including the published 
literature) necessary to support approval of the application or supplement?

YES NO 

If "no," state the basis for your conclusion that a clinical trial is not necessary for 
approval AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8:

                                                 
(b) Did the applicant submit a list of published studies relevant to the safety and
effectiveness of this drug product and a statement that the publicly available data would 
not independently support approval of the application?

YES NO 

(1) If the answer to 2(b) is "yes," do you personally know of any reason to 
disagree with the applicant's conclusion?  If not applicable, answer NO.

YES NO 

     If yes, explain:                                     

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted 
or sponsored by the applicant or other publicly available data that  could 
independently demonstrate the safety and effectiveness of this drug product? 

YES NO 

     If yes, explain:                                         

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 
investigations submitted in the application that are essential to the approval:
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18242: Evaluation of the Cutaneous Cumulative Irritancy Potential of 
CD0271 0.3%/CD1579 2.5% Gel and Corresponding Vehicle Gel
Following Repeated Applications to the Skin of Healthy Subjects

18229: A Pharmacokinetic Study to Determine the Systemic Exposure to 
CD0271 During Dermal Application of Either a Fixed-Dose 
Combination of CD0271 0.3%/ CD1579 2.5% Gel or Differin 0.3% 
Gel for 4 weeks in Adolescent and Adult Subjects with Acne Vulgaris

18240: A Multi-center, Randomized, Double-blind, Parallel-group Vehicle 
and Active Controlled Study to Compare the Efficacy and Safety of 
CD0271 0.3% / CD1579 2.5% Topical Gel Versus Topical Gel Vehicle 
in Subjects with Acne Vulgaris

Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.  

3.  In addition to being essential, investigations must be "new" to support exclusivity.  The 
agency interprets "new clinical investigation" to mean an investigation that 1) has not been relied 
on by the agency to demonstrate the effectiveness of a previously approved drug for any 
indication and 2) does not duplicate the results of another investigation that was relied on by the 
agency to demonstrate the effectiveness of a previously approved drug product, i.e., does not 
redemonstrate something the agency considers to have been demonstrated in an already approved 
application.  

a) For each investigation identified as "essential to the approval," has the investigation 
been relied on by the agency to demonstrate the effectiveness of a previously approved 
drug product?  (If the investigation was relied on only to support the safety of a 
previously approved drug, answer "no.")

Investigation #1    YES NO 

Investigation #2    YES NO 

Investigation #3    YES NO 

If you have answered "yes" for one or more investigations, identify each such 
investigation and the NDA in which each was relied upon:

b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support 
the effectiveness of a previously approved drug product?

Investigation #1 YES NO 
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Investigation #2 YES NO 

Investigation #3 YES NO 

If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on:

c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the 
application or supplement that is essential to the approval (i.e., the investigations listed in 
#2(c), less any that are not "new"):

18242: Evaluation of the Cutaneous Cumulative Irritancy Potential of CD0271 
0.3%/CD1579 2.5% Gel and Corresponding Vehicle Gel Following 
Repeated Applications to the Skin of Healthy Subjects

18229: A Pharmacokinetic Study to Determine the Systemic Exposure to CD0271 
During Dermal Application of Either a Fixed-Dose Combination of 
CD0271 0.3%/ CD1579 2.5% Gel or Differin 0.3% Gel for 4 weeks in 
Adolescent and Adult Subjects with Acne Vulgaris

18240: A Multi-center, Randomized, Double-blind, Parallel-group Vehicle and 
Active Controlled Study to Compare the Efficacy and Safety of CD0271 
0.3% / CD1579 2.5% Topical Gel Versus Topical Gel Vehicle in Subjects 
with Acne Vulgaris

4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored 
by" the applicant if, before or during the conduct of the investigation, 1) the applicant was the 
sponsor of the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or 
its predecessor in interest) provided substantial support for the study.  Ordinarily, substantial 
support will mean providing 50 percent or more of the cost of the study.

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor?

Investigation #1 !
!

IND # 067801 YES  !  NO   
!  Explain: 

Investigation #2 !
!

IND # 067801 YES !  NO   
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!  Explain: 

Investigation #3 !
!

IND # 067801 YES  !  NO    
!  Explain: 

   
                                                            

(b) For each investigation not carried out under an IND or for which the applicant was 
not identified as the sponsor, did the applicant certify that it or the applicant's predecessor 
in interest provided substantial support for the study?

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe 
that the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to 
the drug are purchased (not just studies on the drug), the applicant may be considered to 
have sponsored or conducted the studies sponsored or conducted by its predecessor in 
interest.)

YES NO 

If yes, explain:  

=================================================================                                  

Name of person completing form:  Belainesh Robnett                    
Title:  Regulatory Health Project Manager
Date:  June 17, 2015
        
                                              
Name of Office/Division Director signing form:  Jill A. Lindstrom, MD, FAAD
Title:  Acting Deputy Director, Division of Dermatology and Dental Products 

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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PeRC Meeting Minutes
June 10, 2015

PeRC Members Attending:

Wiley Chambers
George Greeley
Freeda Crooner
Kristiana Brugger
Tom Smith
Daiva Shetty
Peter Starke 
Lily Mulugeta
Robert "Skip" Nelson
Kevin Krudys
Shrikant Pagay
Rosemary Addy
Greg Reaman
Linda Lewis
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Agenda

10:50 NDA 207917 Epiduo Forte (adapalene/benzoyl peroxide) Gel 
(Partial Waiver/Assessment) w/Agreed iPSP

Acne vulgaris
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Non Responsive

1 Page has been Withheld in Full as Non Responsive 
immediately following this page.
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Epiduo forte (adapalene/benzoly peroxide) Partial Waiver/Assessment 
Proposed Indication:  Acne vulgaris
The PeRC noted that the plan to support approval of this product is the same as 
the one agreed upon in the Agreed iPSP for this product.   
PeRC agreed with the plan as established in the Agreed iPSP.
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PeRC Recommendations:
o The PeRC agreed to the partial waiver in patients less than 12 years of age 

and to the assessment presented in patients 12 years of age and above.  
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3 Pages have been Withheld in Full as Non Responsive 
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From: Robnett, Belainesh
To: "CLARK Elaine"
Cc: Gould, Barbara; Williams, Dawn; WINTER Stacie
Subject: RE: Agency-Proposed Labeling: NDA 207917 Epiduo Forte (adapalene and benzoyl peroxide) Gel, 0.3%/2.5%
Date: Tuesday, June 09, 2015 3:58:00 PM
Attachments: NDA 207917 draft Agency-proposed PI label 6-9-15.docx

NDA 207917 Epiduo Forte draft Agency-proposed PPI labeling 6-9-15.docx

Good Morning Ms. Clark,

Attached please find the draft prescribing information (PI) and patient information (PPI)
labeling for Epiduo Forte with Agency-proposed changes.  Also, address the following
comment for the draft carton (15 g, 30 g, 45 g, 60 g, 70 g) labeling:

• Relocate the route of administration statement “Not for ophthalmic, oral or
intravaginal use” to appear on a single line under the statement “For Topical Use
Only”.

Please confirm receipt and provide your feedback by close of business Friday, June 12, 2015.

Thank you,

Belai
 

From: CLARK Elaine [mailto:Elaine.CLARK@galderma.com]
Sent: Tuesday, June 02, 2015 6:44 PM
To: Robnett, Belainesh
Cc: Gould, Barbara; Williams, Dawn; WINTER Stacie
Subject: RE: Agency-Proposed Labeling: NDA 207917 Epiduo Forte (adapalene and benzoyl peroxide)
Gel, 0.3%/2.5%
 
Hello Belai,
 
Attached please find Galderma counterproposal to FDA-proposed PI and PPI, inclusive of comments
explaining Galderma position and requesting FDA clarification on a few of the calculations related to
nonclinical data.  I have attached redline MS word files of the Galderma counterproposals for the PI
and PPI and these will be formally submitted to the NDA shortly as requested by COB today, June 2,
2015.  Note that we have accepted the majority of FDA’s proposed revisions except for those
specifically discussed during our teleconference of May 19, 2015.  We have provided our rationale
for not combining the PI for Epiduo Forte with that of Epiduo within the enclosed cover letter. 
 
In addition, we have made nearly all of the FDA-requested changes to the container and carton
labeling, except that we did not reduce the size of the curved graphic as we were able to implement
FDA comments on proprietary and established name presentations without doing so; and we did not
change the orientation of the text to run in one direction on the  packaging as doing so
would cause such text to be obscured/illegible.  We have depicted the tube outline on the card to
illustrate this point.  Finally, the lot and expiry for the sample tubes is crimped into the end of the
tube, not placed directly on the label, which is why this does not appear on the artwork.  Due to
email file size constraints, I am unable to send you courtesy copies of the artwork mockups, but
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these presentations will be shown in the formal NDA amendment to be submitted shortly.
 
We appreciate FDA consideration of our counterproposal and look forward to additional
discussions.  I am presently in our Princeton NJ office and available by mobile with full email access
all week; I will be traveling next week for business 

  I will have access to email but cannot read encrypted email on my mobile device.  Stacie
Winter, Regulatory Submission Manager (copied on this email) is an alternate point of contact for
email related to this submission and you may include her in copy if you anticipate submission of
further comments next week.  Please do not hesitate to contact me if you have any questions or
comments regarding this submission. 
 
Best regards,
Elaine
 
Elaine M. Clark
Sr. Director, Global Prescription Regulatory Affairs & US Submissions
Galderma Laboratories, L.P.
14501 North Freeway
Fort Worth, TX  76177
phone (817) 961-5492
fax (817) 720-1040
mobile 
e-mail  Elaine.clark@galderma.com
 

From: Robnett, Belainesh [mailto:Belainesh.Robnett@fda.hhs.gov]
Sent: Tuesday, May 26, 2015 3:08 PM
To: CLARK Elaine
Cc: Gould, Barbara; Williams, Dawn
Subject: Agency-Proposed Labeling: NDA 207917 Epiduo Forte (adapalene and benzoyl peroxide) Gel,
0.3%/2.5%
 

Good Afternoon Ms. Clark,

Attached please find the Agency-proposed prescribing information (PI), patient
information (PPI) and a document containing comments on the carton and container
labeling, for Epiduo Forte.  In addition, we request that you consider one combined PI for
both the approved Epiduo and the pending Epiduo Forte, for the reasons stated during the
May 19, 2015, teleconference.  Although these combination products have different
strengths of one of the active moieties (adapalene), Epiduo and Epiduo Forte would have
the same indication and the same prescriber audience.  We are sending you an example of
a combined PI with different proprietary names (Zomig/Zomig-ZMT) and slightly
different population.  You may refer to this PI for an example in your revision.

Please propose a combined PI or response with your rationale for not combining the PI.
Provide your feedback by COB June 2, 2015.

Thank you,
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Belai

Belainesh Robnett, MS
Regulatory Health Project Manager
___________________________________
Division of Dermatology and Dental Products
Center for Drug Evaluation and Research
Food and Drug Administration
E-mail: belainesh.robnett@fda hhs.gov
Phone: 240-402-4236
Fax: 301.796.9895
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From: Robnett, Belainesh
To: "CLARK Elaine"
Cc: Gould, Barbara; Williams, Dawn
Subject: Agency-Proposed Labeling: NDA 207917 Epiduo Forte (adapalene and benzoyl peroxide) Gel, 0.3%/2.5%
Date: Tuesday, May 26, 2015 4:08:00 PM
Attachments: NDA 207917 Epiduo Forte draft Agency-proposed PI labeling 5-26.docx

NDA 207917 Epiduo Forte draft Agency-proposed PPI labeling 5-26.docx
NDA 207917 Epiduo Forte Agency-proposed comments for draft Carton and Container labeling 5-21.docx
Zomig zolmitriptan multiple combinations revised 2012.pdf

Good Afternoon Ms. Clark,

Attached please find the Agency-proposed prescribing information (PI), patient
information (PPI) and a document containing comments on the carton and container
labeling, for Epiduo Forte.  In addition, we request that you consider one combined PI for
both the approved Epiduo and the pending Epiduo Forte, for the reasons stated during the
May 19, 2015, teleconference.  Although these combination products have different
strengths of one of the active moieties (adapalene), Epiduo and Epiduo Forte would have
the same indication and the same prescriber audience.  We are sending you an example of
a combined PI with different proprietary names (Zomig/Zomig-ZMT) and slightly
different population.  You may refer to this PI for an example in your revision.

Please propose a combined PI or response with your rationale for not combining the PI.
Provide your feedback by COB June 2, 2015.

Thank you,

Belai

Belainesh Robnett, MS
Regulatory Health Project Manager
___________________________________
Division of Dermatology and Dental Products
Center for Drug Evaluation and Research
Food and Drug Administration
E-mail: belainesh.robnett@fda hhs.gov
Phone: 240-402-4236
Fax: 301.796.9895

 

 

 

Reference ID: 3765792

11 Pages of Draft Labeling have been Withheld in Full as b4 (CCI/TS) 
immediately following this page.



 
A. General Comments (all container labels,  and carton labeling; 2 g, 5 g, 15 g, 30 

g, 45 g, 60 g, 70 g)

1. Consider revising the presentation of the proprietary name from all-caps (i.e., EPIDUO 
FORTE) to title case (i.e., Epiduo Forte) to improve readability of the name. Refer to the 
guidance for industry, Safety Considerations for Container Labels and Carton Labeling 
Design to Minimize Medication Errors.

2. Revise the presentation of the established name to ensure that it is at least ½ the size of 
the proprietary name taking into account all pertinent factors, including typography, 
layout, contrast, and other printing features per CFR 201.10(g)(2). As currently 
presented, the typography used for the proprietary name (all caps) versus the typography 
used for the established name (lower case and condensed font), we find they are not 
commensurate in prominence.

3. To implement comment 2 above, consider relocating the dosage form and strength 
statement “Gel, 0.3%/2.5%” to appear below the established name to help increase the 
readability of information.

4. Consider reducing the size or deleting the curved graphic presented to the right of the 
proprietary name, established name, dosage form, and strength to allow for 
implementation of comments 2 and 3 above.

B. Sample container labels (2 g and 5 g tubes)

Ensure the lot number and expiration date are present on the container labels. From the 
images provided it is not evident where this information will be presented.

D. Carton labeling (15 g, 30 g, 45 g, 60 g, 70 g)

Reference ID: 3765792
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1. Relocate the route of administration statement “Not for ophthalmic, oral or intravaginal 
use” to appear on a single line under the statement “For Topical Use Only”.

2. Increase the prominence of the net quantity statement to facilitate differentiation between 
the multiple package sizes.

Reference ID: 3765792
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Template Version 02-06-14 Page 3 

Pediatric Research Equity Act (PREA) Waiver Request, Deferral Request/Pediatric Plan and
Assessment Template(s)

BACKGROUND

Please check all that apply:  Full Waiver  Partial Waiver    Pediatric Assessment     Deferral/Pediatric Plan     

BLA/NDA#:  NDA 207917                                        

PRODUCT PROPRIETARY NAME:    Epiduo Forte ESTABLISHED/GENERIC NAME: adapalene and benzoyl peroxide Gel, 
0.3%/2.5%
APPLICANT/SPONSOR:    Galderma Laboratories LP

PREVIOUSLY APPROVED INDICATION/S: 
(1) ___none___________________________________
(2) ______________________________________
(3) ______________________________________
(4) ______________________________________

PROPOSED INDICATION/S: 
(1) __acne vulgaris ____________________________________
(2) ______________________________________
(3) ______________________________________
(4) ______________________________________

BLA/NDA STAMP DATE: Sept 17, 2014

PDUFA GOAL DATE: July 17, 2015

SUPPLEMENT TYPE: not a supplement

SUPPLEMENT NUMBER:  not a supplement

Reference ID: 3731123
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Template Version 02-06-14 Page 4 

Does this application provide for (If yes, please check all categories that apply and proceed to the next question):

NEW active ingredient(s) (includes new combination); indication(s); dosage form; dosing regimen; or route of 
administration?

Did the sponsor submit an Agreed iPSP?   Yes No  

Did FDA confirm its agreement to the sponsor’s Agreed iPSP? Yes No  

Has the sponsor submitted a Proposed Pediatric Study Request (PPSR) or does the Division believe there is an additional public health benefit 
to issuing a Written Request for this product, even if the plan is to grant a waiver for this indication? (Please note, Written Requests may 
include approved and unapproved indications and may apply to the entire moiety, not just this product.)

Yes No 

Is this application in response to a PREA (Postmarketing Requirement) PMR? Yes No  
If Yes, PMR # __________   NDA # __________
Does the division agree that this is a complete response to the PMR?  Yes No  
If Yes, to either question Please complete the Pediatric Assessment Template.

                                                               If No, complete all appropriate portions of the template, including the assessment template if the division 
                                                              believes this application constitutes an assessment for any particular age group.
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Template Version 02-06-14 Page 5 

WAIVER REQUEST

Please attach:   
                          Draft Labeling (If Waiving for Safety and/or Efficacy) from the sponsor unless the Division plans to change. 

If changing the sponsor’s proposed language, include the appropriate language under Question 4 in this form.
                          Pediatric Record
                               

1. Pediatric age group(s) to be waived.
Under the age of twelve (12) years.

2. Reason(s) for waiving pediatric assessment requirements (Choose one.  If there are different reasons for different age groups or 
indications, please choose the appropriate reason for each age group or indication.  This section should reflect the Division’s 
thinking.)

Studies are impossible or highly impractical (e.g. the number of pediatric patients is so small or is geographically  
                       dispersed). (Please note that in the DARRTS record, this reason is captured as “Not Feasible.”)  If applicable, chose from the adult-

related conditions on the next page.

The product would be ineffective and/or unsafe in one or more of the pediatric group(s) for which a waiver is being 
requested. Note:  If this is the reason the studies are being waived, this information MUST be included in the 
pediatric use section of labeling.  Please provide the draft language you intend to include in the label.  The language must 
be included in section 8.4 and describe the safety or efficacy concerns in detail.

The product fails to represent a meaningful therapeutic benefit over existing therapies for pediatric patients and is  
unlikely to be used in a substantial number of all pediatric age groups or the pediatric age group(s) for which a  
waiver is being requested.

Reasonable attempts to produce a pediatric formulation for one or more of the pediatric age group(s) for which the 
waiver is being requested have failed. (Provide documentation from Sponsor) Note:  Sponsor must provide data to      
support this claim for review by the Division, and this data will be publicly posted.  (This reason is for 
Partial Waivers Only)
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Template Version 02-06-14 Page 6 

3.  Provide  justification for Waiver:
There are multiple other products available for ages 9-11 years (the population to be waived). Acne in the population aged 9-11 is more likely to 
be mild and comedonal and the currently approved dosage form Epiduo is sufficient (in addition to other approved products) for this age group. 
This had already been agreed upon with PERC and there is an agreed PSP.

4.  Provide language Review Division is proposing for Section 8.4 of the label if different from sponsor’s proposed language:

Safety and effectiveness of EPIDUO FORTE gel in pediatric patients under the age of 12 have not been established.

Reference ID: 3731123
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 207917 
INFORMATION REQUEST 

Galderma Research and Development LLC 
Attention: Elaine Clark 
Senior Director, US Regulatory Submissions 
14501 North Freeway 
Fort Worth, TX 76177 

Dear Ms. Clark: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for adapalene and benzoyl peroxide gel, 0.3%/2.5%. 

We are reviewing the CMC section of your submission and have the following comments and 
information requests.  We request a prompt written response in order to continue our evaluation 
of your NDA. 

1. Letters of Authorization 

Your letter of authorization to reference  DMF  with respect to their 
 cannot be located.  Please submit a copy. 

2. Benzoyl Peroxide Drug Substance 

Neither of the tests for identity are considered specific since they provide no 
structural information (Sections 3.2.S.4.1 Specification).  Add a specific identity test 
to the drug substance specification (ICH Q6A 3.2.1.b). 

3. Regional Information 

Create separate files for the batch record documents and methods validation 
documents. 

Please respond by April 10, 2015. 

(b) (4) (b) (4)

(b) (4)



NDA 207917 
Page 2 

If you have any questions, please contact Olga Simakova, Regulatory Business Process Manager, at (240) 
402-3814.

Sincerely,

Moo-Jhong Rhee, PhD 
Branch Chief, Branch V 
Division of New Drug Products II 
Office of Pharmaceutical Quality 
Center for Drug Evaluation and Research 

Moojhong Rhee -S
Digitally signed by Moojhong Rhee -S 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, cn=Moojhong Rhee -S, 
0.9.2342.19200300.100.1.1=1300041261 
Date: 2015.03.31 13:33:27 -04'00'



DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Silver Spring, MD  20993

NDA 207917
PROPRIETARY NAME REQUEST
CONDITIONALLY ACCEPTABLE

Galderma Research and Development, LLC
Attention: Elaine Clark
Senior Director, US Regulatory Submissions
14501 North Freeway
Fort Worth, TX 76177

Dear Ms. Clark:

Please refer to your New Drug Application (NDA), dated and received September 17, 2014, 
submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for Adapalene 
and Benzoyl Peroxide Gel, 0.3%/2.5%.

We also refer to your correspondence, dated and received November 25, 2014, requesting review 
of your proposed proprietary name, Epiduo Forte.

We have completed our review of the proposed proprietary name, Epiduo Forte and have 
concluded that it is acceptable. 

If any of the proposed product characteristics as stated in your November 25, 2014, submission 
are altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review. 

If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Janet Anderson, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-0675. For any other information 
regarding this application, contact Belainesh Robnett, Regulatory Project Manager in the Office 
of New Drugs, at (240) 402-4236.

Sincerely,

{See appended electronic signature page}

Todd Bridges, RPh
Deputy Director
Division of Medication Error Prevention and Analysis
Office of Medication Error Prevention and Risk
Management
Office of Surveillance and Epidemiology
Center for Drug Evaluation and Research

Reference ID: 3697606
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For the record, please note that the email correspondence below was sent to the sponsor on 10/31/14 
and not on 11/7/14 as indicated in their 11/25/14 PNR correspondence.

_____________________________________________
From: Anderson, Janet 
Sent: Friday, October 31, 2014 3:41 PM
To: Elaine.clark@galderma.com
Subject: NDA 207917 Request for Proprietary Name Review

Dear Ms. Clark,

We are in receipt of your new submission, dated September 18, 2014, for Adapalene 
0.3%/Benzoyl Peroxide 2.5% gel.  We note that you have listed Epiduo Forte as the proposed 
proprietary name on the labels and labeling for this submission but a request for review of this 
proposed proprietary name has not been submitted.

The proposed proprietary name request for review has a separate PDUFA goal date of 90 days, 
which is independent from the application (NDA) PDUFA goal date.  You can submit your 
request for a proposed proprietary name for review at any time during the NDA review cycle but 
please keep in mind that if your primary proposed proprietary name is denied, additional names 
submitted for review will each have a 90-day review cycle.  We, therefore, encourage you to 
submit your proposed proprietary name for review as early in the review cycle as possible.

In your request for review of a proposed proprietary name, please provide a link to the 
labels/labeling or reference in the request where the labels/labeling can be found in the 
submission.

Please refer to the following link for FDA Guidance for Industry: Contents of a Complete 
Submission for the Evaluation of Proprietary Names.

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM0750
68.pdf

Sincerely,

Janet

Jane tL .Anderson ,Pharm .D .

Sa fe tyRegu la tory P ro jec tManager -OSE

FDA CDER OSE ,WO B ldg .22 ,Rm 4484

10903 New Hampsh ire Ave

S ilverSpring ,Mary land 20993-0002

301-796-0675

Reference ID: 3696958
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 207917
FILING COMMUNICATION –

NO FILING REVIEW ISSUES IDENTIFIED

Galderma Research and Development, LLC
Attention: Elaine Clark
Senior Director, US Regulatory Submissions
14501 North Freeway
Fort Worth, TX 76177

Dear Ms. Clark:

Please refer to your New Drug Application (NDA) dated September 17, 2014, received 
September 17, 2014, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and 
Cosmetic Act (FDCA), for adapalene and benzoyl peroxide gel, 0.3%/2.5%.

We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Standard. 

We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, mid-
cycle, team and wrap-up meetings).  Please be aware that the timelines described in the guidance 
are flexible and subject to change based on workload and other potential review issues (e.g., 
submission of amendments).  We will inform you of any necessary information requests or status 
updates following the milestone meetings or at other times, as needed, during the process.  If 
major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing commitment requests by June 19, 2015.

At this time, we are notifying you that, we have not identified any potential review issues.  
Please note that our filing review is only a preliminary evaluation of the application and is not 
indicative of deficiencies that may be identified during our review.

We request that you submit the following information:

1. Provide representative samples (3 units for each fill size) to the NDA to assist the 
verification of dosage form.

2. Provide stability update for all registration stability batches.

Reference ID: 3661828





NDA 207917
Page 3

For more information regarding OPDP submissions, please see 
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm.  If you have any 
questions, call OPDP at 301-796-1200.

REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable.

We reference the partial waiver granted on December 26, 2013, for the pediatric study 
requirement for this application for pediatric patients 0 years to 11 years.

If you have any questions, call Belainesh Robnett, Regulatory Project Manager, at (240) 402-
4236.

Sincerely,

{See appended electronic signature page}

Kendall A. Marcus, MD
Director
Division of Dermatology and Dental Products
Office of Drug Evaluation III
Center for Drug Evaluation and Research

Reference ID: 3661828
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 207917
INFORMATION REQUEST

Galderma Research and Development LLC
Attention: Elaine Clark
Senior Director, US Regulatory Submissions
14501 North Freeway
Fort Worth, TX 76177

Dear Ms. Clark:

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for adapalene and benzoyl peroxide gel, 0.3%/2.5%.

We are reviewing the Chemistry, Manufacturing and Controls (CMC) sections of your 
submission and have the following information requests.  We request a written response by close 
of business, October 23, 2014, in order to continue our evaluation of your NDA.

1. Update the establishment attachment to Form 356h by (1) adding all test ing facilities that 
are involved in this NDA for the release/stability of drug substance and/or drug product, 
and (2) providing all information (including function and readiness for inspection or not) 
as instructed by Form 356h for each facility.

2. Provide Master Batch Record (with English translation) for the drug product, or identify 
its location in the submission.  

3. Provide information that clearly indicates that analytical samples for the pump 
configurations were taken from the pumped out formulation, as agreed to in the pre-NDA 
meeting in June 2014.

Reference ID: 3644727
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If you have any questions, please contact Belainesh Robnett, Regulatory Project Manager, at 
(240) 402-4236.

Sincerely,

{See appended electronic signature page}

Jill Lindstrom, MD, FAAD
Clinical Team Leader
Division of Dermatology and Dental Products
Office of Drug Evaluation III
Center for Drug Evaluation and Research

Reference ID: 3644727
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 207917
NDA ACKNOWLEDGMENT

Galderma Research and Development LLC
Attention: Elaine Clark
Senior Director, US Regulatory Submissions
14501 North Freeway
Fort Worth, TX 76177

Dear Ms. Clark:

We have received your New Drug Application (NDA) submitted under section 505(b)/pursuant 
to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act (FDCA) for the following:

Name of Drug Product: adapalene and benzoyl peroxide gel, 0.3%/2.5%

Date of Application: September 17, 2014

Date of Receipt: September 17, 2014

Our Reference Number: NDA 207917

Unless we notify you within 60 days of the receipt date that the application is not sufficiently 
complete to permit a substantive review, we will file the application on November 16, 2014, in 
accordance with 21 CFR 314.101(a).

If you have not already done so, promptly submit the content of labeling [21 CFR 
314.50(l)(1)(i)] in structured product labeling (SPL) format as described at
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm. Failure 
to submit the content of labeling in SPL format may result in a refusal-to-file action under 21 
CFR 314.101(d)(3).  The content of labeling must conform to the content and format
requirements of revised 21 CFR 201.56-57.

You are also responsible for complying with the applicable provisions of sections 402(i) and 
402(j) of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was 
amended by Title VIII of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) (Public Law No, 110-85, 121 Stat. 904).

The NDA number provided above should be cited at the top of the first page of all submissions 
to this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address:

Reference ID: 3641655
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Food and Drug Administration
Center for Drug Evaluation and Research
Division of Dermatology and Dental Products
5901-B Ammendale Road
Beltsville, MD 20705-1266

All regulatory documents submitted in paper should be three-hole punched on the left side of the
page and bound. The left margin should be at least three-fourths of an inch to assure text is not 
obscured in the fastened area. Standard paper size (8-1/2 by 11 inches) should be used; however, 
it may occasionally be necessary to use individual pages larger than standard paper size.  
Non-standard, large pages should be folded and mounted to allow the page to be opened for 
review without disassembling the jacket and refolded without damage when the volume is 
shelved. Shipping unbound documents may result in the loss of portions of the submission or an 
unnecessary delay in processing which could have an adverse impact on the review of the 
submission.  For additional information, please see 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm.

Secure email between CDER and applicants is useful for informal communications when 
confidential information may be included in the message (for example, trade secrets or patient 
information).  If you have not already established secure email with the FDA and would like to 
set it up, send an email request to SecureEmail@fda.hhs.gov.  Please note that secure email may 
not be used for formal regulatory submissions to applications.

If you have any questions, call me, at (240) 402-4236.

Sincerely,

{See appended electronic signature page}

Belainesh Robnett, MS
Regulatory Health Project Manager
Division of Dermatology and Dental Products
Office of Drug Evaluation III
Center for Drug Evaluation and Research

Reference ID: 3641655
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