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EXCLUSIVITY SUMMARY 

NDA # 207154  SUPPL # NA HFD # 540

Trade Name   Aczone

Generic Name   dapsone gel, 7.5%

Applicant Name   Allergan, Inc.    

Approval Date, If Known   February 24, 2016 

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)(1)

b)  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.   

NA

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:             

          
NA
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c)  Did the applicant request exclusivity?
 YES NO 

If the answer to (d) is "yes," how many years of exclusivity did the applicant request?

3

d) 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?
   
     NA

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).
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NDA# 021794 Aczone (dapsone) topical gel, 5%

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 
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#           

NDA#           

NDA#           

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 
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IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8. 

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:

NA
                                                 
(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:                                     

NA                                                        

(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:                                         
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NA                                                        

(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:

1. 225678-006: A Safety and Efficacy Study to Compare Dapsone Dermal Gel with 
Vehicle Control in Patients with Acne Vulgaris (Phase 3)

2. 225678-007: A Safety and Efficacy Study to Compare Dapsone Dermal Gel with 
Vehicle Control in Patients with Acne Vulgaris (Phase 3)

                 
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 (225678-006)    YES NO 

Investigation #2 (225678-007)    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:

NA

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 (225678-006) YES NO 

Investigation #2 (225678-007) YES NO 
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If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on:

NA

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"):

1. 225678-006: A Safety and Efficacy Study to Compare Dapsone Dermal Gel 
with Vehicle Control in Patients with Acne Vulgaris (Phase 3)

2. 225678-007: A Safety and Efficacy Study to Compare Dapsone Dermal Gel 
with Vehicle Control in Patients with Acne Vulgaris (Phase 3)

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 (225678-006) !
!

IND # 054440 YES  !  NO     
!  Explain: 

                               
             

Investigation #2 (225678-007) !
!

IND # 054440 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?
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Investigation #1 !
!

YES   !  NO    
Explain: !  Explain: 

             

Investigation #2 !
!

YES    !  NO    
Explain: !  Explain:
          

   

(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:  Strother D. Dixon                    
Title:  Sr. Regulatory Project Manager
Date:  January XX, 2015

                                                      
Name of Division Director signing form:  Kendall A. Marcus, MD
Title:  Director

Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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signature.
---------------------------------------------------------------------------------------------------------
/s/
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CRISTINA Petruccelli Attinello
02/24/2016

KENDALL A MARCUS
02/24/2016
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Version: 11/20/15

ACTION PACKAGE CHECKLIST 

APPLICATION INFORMATION1

NDA #   207154
BLA #   NA

NDA Supplement #   NA
BLA Supplement #   NA

If NDA, Efficacy Supplement Type:   NA
(an action package is not required for SE8 or SE9 supplements)

Proprietary Name:   ACZONE
Established/Proper Name:  dapsone
Dosage Form:          Gel, 7.5%

Applicant:  Allergan, Inc.
Agent for Applicant (if applicable):  NA

RPM:  Strother D. Dixon Division:  Dermatology and Dental Products

NDA Application Type:    505(b)(1)     505(b)(2)
Efficacy Supplement:        505(b)(1)     505(b)(2)

BLA Application Type:    351(k)     351(a)
Efficacy Supplement:       351(k)     351(a)

For ALL 505(b)(2) applications, two months prior to EVERY action: 

 Review the information in the 505(b)(2) Assessment and submit 
the draft2 to CDER OND IO for clearance.  

 Check Orange Book for newly listed patents and/or 
exclusivity (including pediatric exclusivity)  

 No changes     
 New patent/exclusivity  (notify CDER OND IO)   

Date of check:      

Note: If pediatric exclusivity has been granted or the pediatric 
information in the labeling of the listed drug changed, determine whether 
pediatric information needs to be added to or deleted from the labeling of 
this drug. 

 Actions

 Proposed action
 User Fee Goal Date is February 28, 2016   AP          TA       CR    

 Previous actions (specify type and date for each action taken)                  None         
 If accelerated approval or approval based on efficacy studies in animals, were promotional 

materials received?
Note:  Promotional materials to be used within 120 days after approval must have been 
submitted (for exceptions, see 
http://www fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guida
nces/ucm069965.pdf).  If not submitted, explain      

  Received

 Application Characteristics 3

1 The Application Information Section is (only) a checklist.  The Contents of Action Package Section (beginning on page 2) lists 
the documents to be included in the Action Package.
2 For resubmissions, 505(b)(2) applications must be cleared before the action, but it is not necessary to resubmit the draft 505(b)(2) 
Assessment to CDER OND IO unless the Assessment has been substantively revised (e.g., new listed drug, patent certification 
revised).
3 Answer all questions in all sections in relation to the pending application, i.e., if the pending application is an NDA or BLA 
supplement, then the questions should be answered in relation to that supplement, not in relation to the original NDA or BLA.  
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NDA 207154
Page 5

 Clinical Team Leader Review(s) (indicate date for each review)   No separate review   Same as 
CDTL

 Clinical review(s) (indicate date for each review) 1-21-16

 Social scientist review(s) (if OTC drug) (indicate date for each review)   None         
 Financial Disclosure reviews(s) or location/date if addressed in another review
                                                           OR
        If no financial disclosure information was required, check here  and include a            
        review/memo explaining why not (indicate date of review/memo)

pg. 21

     

 Clinical reviews from immunology and other clinical areas/divisions/Centers (indicate 
date of each review)   None         

 Controlled Substance Staff review(s) and Scheduling Recommendation (indicate date of 
each review)   N/A         

 Risk Management
 REMS Documents and REMS Supporting Document (indicate date(s) of 

submission(s))
 REMS Memo(s) and letter(s) (indicate date(s))
 Risk management review(s) and recommendations (including those by OSE and 

CSS) (indicate date of each review and indicate location/date if incorporated 
into another review)

N/A

N/A

  None        

 OSI Clinical Inspection Review Summary(ies) (include copies of OSI letters to 
investigators)   None requested  N = 4

Clinical Microbiology                  None
 Clinical Microbiology Team Leader Review(s) (indicate date for each review)   No separate review       

Clinical Microbiology Review(s) (indicate date for each review)   None          

Biostatistics                                   None
 Statistical Division Director  Review(s) (indicate date for each review)   No separate review        

Statistical Team Leader Review(s) (indicate date for each review)   No separate review        

Statistical Review(s) (indicate date for each review)   None    1/14/16

Clinical Pharmacology                 None
 Clinical Pharmacology Division Director Review(s) (indicate date for each review)   No separate review        

Clinical Pharmacology Team Leader Review(s) (indicate date for each review)   No separate review        

Clinical Pharmacology review(s) (indicate date for each review)   None    1/11/16

 OSI Clinical Pharmacology Inspection Review Summary (include copies of OSI letters)   None requested        
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Day of Approval Activities

 For all 505(b)(2) applications:
 Check Orange Book for newly listed patents and/or exclusivity (including 

pediatric exclusivity)

  No changes
  New patent/exclusivity (Notify 

CDER OND IO)

 Finalize 505(b)(2) assessment   Done

 For Breakthrough Therapy (BT) Designated drugs:
 Notify the CDER BT Program Manager

  Done
(Send email to CDER OND IO)

 For products that need to be added to the flush list (generally opioids): Flush List 
 Notify the Division of Online Communications, Office of Communications

  Done

 Send a courtesy copy of approval letter and all attachments to applicant by fax or secure 
email

  Done

 If an FDA communication will issue, notify Press Office of  approval action after 
confirming that applicant received courtesy copy of approval letter 

  Done

 Ensure that proprietary name, if any, and established name are listed in the 
Application Product Names section of DARRTS, and that the proprietary name is 
identified as the “preferred” name

  Done

 Ensure Pediatric Record is accurate   Done

 Send approval email within one business day to CDER-APPROVALS   Done
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Attinello, Cristina

From: Attinello, Cristina
Sent: Monday, February 22, 2016 8:19 AM
To: 'Mccumber_Jeremy'
Cc: Dixon, Strother
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager
Attachments: draft-labeling-text 2 22 16.docx

Hello, 
 
We have identified two additional, small revisions in the draft PI.  Please see attached and return by noon tomorrow. 
 
Please confirm receipt of this email and its attachment.  
 
Thanks, 
 
Cristina  
 

From: Attinello, Cristina  
Sent: Tuesday, February 16, 2016 3:09 PM 
To: 'Mccumber_Jeremy' 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi, 
 
Nothing needed at present. 
 
Thanks, 
 
Cristina 
 

From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Tuesday, February 16, 2016 2:12 PM 
To: Attinello, Cristina 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
I just wanted to reach out and ask if you had any updates or needed any additional information regarding the pending 
Aczone 7.5% application? Please let me know if I can be of any assistance.  
 
Looking forward to hearing from you.  
 
Best regards, 
Jeremy 
 

From: Attinello, Cristina [mailto:Cristina.Attinello@fda.hhs.gov]  
Sent: Friday, February 12, 2016 4:43 AM 
To: Mccumber_Jeremy 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
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Hi, 
 
Confirming receipt of both. 
 
Thanks, 
 
Cristina 
 

From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Thursday, February 11, 2016 8:07 PM 
To: Attinello, Cristina 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
The UPSI and Carton/Container updates were submitted to NDA 207154 today, February 11, 2016 as Sequence 0013. 
Can you please confirm receipt of the submission and this email? 
 
Please feel free to contact me by phone or email if you have any questions.  
 
Best regards, 
Jeremy 
 

From: Mccumber_Jeremy  
Sent: Wednesday, February 10, 2016 10:48 AM 
To: 'Attinello, Cristina' 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
I’m confirming receipt of your email and the attachment. We’re working on the changes and should be able to submit 
them tomorrow. Note the container label for the Sample does not contain this language and will not be re‐submitted.  
 
Best regards, 
Jeremy 
 

From: Attinello, Cristina [mailto:Cristina.Attinello@fda.hhs.gov]  
Sent: Wednesday, February 10, 2016 9:19 AM 
To: Mccumber_Jeremy 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hello, 
 
Please see the attached.  Please return by COB tomorrow, if possible. 
 
Please address the following comment.  Please return labels by COB tomorrow, if possible. 

 Remove the statement ” from the  “Storage” description 
on all container/carton labels. 

 
Please confirm receipt of this email and attachment. 
 
Thanks, 
 
Cristina 

Reference ID: 3890357

(b) (4)



3

 

From: Attinello, Cristina  
Sent: Friday, February 05, 2016 9:16 AM 
To: 'Mccumber_Jeremy' 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi, 
 
Confirming receipt of both. 
 
Thanks, 
 
Cristina 
 

From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Thursday, February 04, 2016 5:30 PM 
To: Attinello, Cristina 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
As mentioned in the email below, Allergan’s response to the proposed PMR and updates to the UPSI/Carton/Container 
labels were submitted to the NDA today, February 4, 2016 (Sequence Number 0012).  
 
Can you please confirm receipt of the submission and this email?  
 
Best regards, 
Jeremy 
 

From: Mccumber_Jeremy  
Sent: Wednesday, February 03, 2016 4:54 PM 
To: 'Attinello, Cristina' 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
Thank you for the PMR and the additional comments on the UPSI and the Carton/Container labels. Our team is working 
to ensure a submission goes in by Friday. There is a slight chance it may go in Thursday. I will update you tomorrow with 
a final submission date.  
 
Best regards, 
Jeremy 
 
 
 

From: Attinello, Cristina [mailto:Cristina.Attinello@fda.hhs.gov]  
Sent: Wednesday, February 03, 2016 11:19 AM 
To: Mccumber_Jeremy 
Cc: Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hello, 
 
Please see the attached draft PI and PPI, with edits.  Please review and return by COB Friday. 
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With regard to carton and container labels: 

1. On the side panel, increase the prominence of the usual dosage statement by increasing the font size and 
possibly using color to improve readability of pertinent information. Consider moving the statement to 
above the warning statement as currently presented the information is not prominent. 

 

We note you made the above change on the carton labeling, but did not make the change on the 
container label.  Relocate the usual dosage statement on the container label for consistency. 

 

2. Also, the pdf’s most recently submitted for the carton and container labels were mislabeled.  You 
labeled the container label pdf as the carton, and vice versa.   Provide appropriate labels in your next 
response. 

 
Please submit carton and container labels, correctly labeled, by COB Friday. 
 
Please review and provide concurrence on the following language and schedule: 

Conduct an open‐label study to assess safety, pharmacokinetics, and treatment effect of ACZONE 
(dapsone) Gel, 7.5% in 100 pediatric subjects aged 9 years to 11 years 11 months with acne 
vulgaris. Pharmacokinetic assessments will be done in at least 16 evaluable subjects under maximal 
use conditions. 

 
Final Protocol Submission:                  06/2016 
Study Completion:                               03/2019 
Final Report Submission:                    11/2019 

 
Please state your concurrence in a submission to the NDA, by COB Friday. 
 
Thanks, 
 
Cristina 
 

From: Attinello, Cristina  
Sent: Tuesday, February 02, 2016 9:51 AM 
To: 'Mccumber_Jeremy' 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Received.  
 

From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Monday, February 01, 2016 4:51 PM 
To: Attinello, Cristina 
Cc: Gould, Barbara; Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
As we are nearing the February 28, 2016 PDUFA action date for NDA 207154, I wanted reach out and make myself 
available for any questions or information you may need. Please feel free to contact me at any time.  
 
The only outstanding item at this time is Allergan’s response/edits to the label that was provided to you on January 21, 
2016.  
 
Can you please confirm receipt of this email?  
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Best regards, 
Jeremy 
714‐246‐2343 
 

From: Attinello, Cristina [mailto:Cristina.Attinello@fda.hhs.gov]  
Sent: Friday, January 22, 2016 8:23 AM 
To: Mccumber_Jeremy 
Cc: Gould, Barbara; Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hello, 
 
Confirming receipt of both. 
 
Thanks, 
 
Cristina 
 

From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Friday, January 22, 2016 11:07 AM 
To: Attinello, Cristina 
Cc: Gould, Barbara; Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Cristina, 
I just wanted to reach out and ensure you received both the email below and the formal submission through the 
Electronic Gateway (Sequence No. 0011).  
 
Can you please confirm receipt?  
 
Best regards, 
Jeremy 
 

From: Mccumber_Jeremy  
Sent: Thursday, January 21, 2016 2:01 PM 
To: 'Attinello, Cristina' 
Cc: Gould, Barbara; Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 

Hi Cristina/Strother, 
Attached is the draft USPI (Clean and Track Changes) with Allergan’s comments and edits. The proposed changes to 
the Carton/Container labels have been implemented and will be provided in the electronic submission scheduled 
for later today (Sequence 0011). The majority of the proposed changes have been incorporated in the draft USPI 
and an updated version will be provided in the Sequence as well. As noted in Section 6 ‐ Adverse Reactions of the 
draft USPI, Allergan would like to clarify the Agency’s position regarding the use of treatment‐related TEAEs instead 
of all TEAEs. 
 
The Sequence is scheduled for submission later today and will include both the USPI edits and the updated 
Carton/Container labels. Please let me know if you are not in receipt of it by tomorrow morning.  
 
As always, feel free to contact me by phone or email should you need anything.  
 
Best regards, 

Reference ID: 3890357



6

Jeremy 
 

From: Attinello, Cristina [mailto:Cristina.Attinello@fda.hhs.gov]  
Sent: Thursday, January 14, 2016 12:04 PM 
To: Mccumber_Jeremy 
Cc: Gould, Barbara; Dixon, Strother 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hello, 
 
Attached, please find the Agency proposed labeling (Package Insert and Patient Package Insert) for NDA 207154 
dapsone gel, 7.5%.  Below, please find the recommended changes for the 3 g (sample), 30 g, 60 g and 90 g container 
and carton labels.  
 

Immediate container labels: 
 

The 30 g, 60 g and 90 g pump labels should be revised to include the following information: 
1. Display “Lot:” and “Exp:” 
2. Display a barcode to the container label as it is currently not present per 21 CFR 201.25(c)(2). 
3. Revise the Storage statement as follows: 

 Store at 20ºC-25ºC (68ºF-77ºF), excursions permitted to 15ºC-30ºC (59ºF-86ºF) [See 
USP Controlled Room Temperature]. Protect from freezing. 

4. List ingredients as shown below: 
 Each gram of gel contains 75 mg of dapsone, diethylene glycol monoethyl ether, methyl 

paraben, acrylamide/sodium acryloyldimethyl taurate copolymer, isohexadecane, 
polysorbate 80 and purified water. 

5. In the drug product title display “%” after the strength and in the same font and size as the 
established name. 
 

 
The 3 g sample tube labels should be revised to include the following information: 

6. Display “Lot:” and “Exp:” 
7. Revise the Storage statement as follows: 

 Store at 20ºC-25ºC (68ºF-77ºF), excursions permitted to 15ºC-30ºC (59ºF-86ºF) [See 
USP Controlled Room Temperature]. Protect from freezing. 

8. In the drug product title display “%”after the strength and in the same font and size as the 
established name. 

9. Display appropriate NDC number 
10. Include “Manufactured for: and by:” same as pump labels. 

 
 
Carton labels: 

 
The 8 x 3 g sample tubes, 30 g, 60 g and 90 g pump carton labels should be revised to include the 
following information: 

11. List ingredients as shown below: 
 Each gram of gel contains 75 mg of dapsone, diethylene glycol monoethyl ether, methyl 

paraben, acrylamide/sodium acryloyldimethyl taurate copolymer, isohexadecane, 
polysorbate 80 and purified water. 

12. Revise the Storage statement as follows: 
 Store at 20ºC-25ºC (68ºF-77ºF), excursions permitted to 15ºC-30ºC (59ºF-86ºF) [See 

USP Controlled Room Temperature]. Protect from freezing. 
13. In the drug product title display “%” in the same font and size as the established name. 
14. On the side panel, increase the prominence of the usual dosage statement by increasing the font 

size and possibly using color to improve readability of pertinent information. Consider moving the 
statement to above the warning statement as currently presented the information is not 
prominent. 
 

The 8 x 3 g sample tube carton labels should be revised to include the following information: 
15. Display “Lot:” and “Exp:” 
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16. In the drug product title display “%” after the strength and in the same font and size as the 
established name. 

17. Place the dosage information on the carton label of the sample below the net 
18. quantity as currently presented the information is not prominent. 

 
Please submit agreed upon labeling to the NDA and provide a courtesy copy of the submission (e.g., labels, 356h and 
cover letter) to me via email by Thursday, January 21, 2016.  If you have additional edits, please convey those in track 
changes. 
 
Please confirm receipt of this email.   
  
If you require additional information or have questions, please do not hesitate to contact me directly.  
   
Regards,  
 
Cristina Attinello, MPH  
Senior Regulatory Project Manager  
Food and Drug Administration  
Center for Drug Evaluation and Research  
Division of Dermatology & Dental Products  
White Oak, Bldg. 22, Room 5350  
Phone: 301-796-3986  
Fax: 301-796-9895  
 

 
 
 

From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Thursday, January 14, 2016 11:55 AM 
To: Dixon, Strother 
Cc: Attinello, Cristina; Gould, Barbara 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Thank you, Strother.  
 

From: Dixon, Strother [mailto:Strother.Dixon@fda.hhs.gov]  
Sent: Thursday, January 14, 2016 4:27 AM 
To: Mccumber_Jeremy 
Cc: Attinello, Cristina; Gould, Barbara 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 

Greetings. Cristina is aware of the PDUFA date and will forward the labeling to you as soon as the 
review of the labeling is complete. 
 
Best wishes,  
Strother  
 
From: Mccumber_Jeremy [mailto:Mccumber Jeremy@Allergan.com]  
Sent: Wednesday, January 13, 2016 6:46 PM 
To: Dixon, Strother 
Cc: Attinello, Cristina; Gould, Barbara 
Subject: RE: NDA 207154 - Temporary Change in Regulatory Project Manager 
 
Hi Strother, 
Thank you for letting me know. It’s been a pleasure working with you on this application. I hope all is well. 
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Cristina, 
I look forward to working together. As you know, the PDUFA date for this application is February 28th. Please feel free to 
contact me either by email or by phone should you need anything from me. My contact information is provided below. 
Our team is waiting and ready for any requests you may have. Do you have an estimate on when we may receive the 
Agency’s comments on the proposed label?  
 
Best regards, 
Jeremy 
 
Jeremy McCumber, M.S. 
Director, Global Regulatory Affairs 
Ph: 714‐246‐2343 
 
 
 
 

From: Dixon, Strother [mailto:Strother.Dixon@fda.hhs.gov]  
Sent: Wednesday, January 13, 2016 3:22 PM 
To: Mccumber_Jeremy 
Cc: Attinello, Cristina; Gould, Barbara 
Subject: NDA 207154 - Temporary Change in Regulatory Project Manager 
 

Greetings.  I will be going on leave on January 22, 2016, therefore, NDA 207154 will be temporarily 
managed by Cristina Attinello.  Please send communications to her and cc me until further notice. 
 
Thank you in advance.  
 
Best wishes,  
Strother  
 
Strother D. Dixon  
Sr. Regulatory Health Project Manager  
Division of Dermatology and Dental Products  
Center for Drug Evaluation and Research  
Food and Drug Administration  
E-mail:  strother.dixon@fda.hhs.gov  
Phone: 301.796.1015  
Fax:  301.796.9895  
 

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
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e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  

This e-mail, including any attachments, is meant only for the intended recipient and may be a confidential communication or a 
communication privileged by law. If you received this e-mail in error, any review, use, dissemination, distribution, or copying of this 
e-mail is strictly prohibited. Please notify the sender immediately of the error by return e-mail and please delete this message from 
your system. Thank you in advance for your cooperation.  
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Aczone (dapsone) Topical Gel Assessment (with Agreed iPSP) 
• Proposed Indication:  Acne 
• The division noted that the sponsor is contemplating a submission of a PPSR.   
• The PeRC noted that the timeline dates will need to be added to the PeRC template.   The 

PeRC also noted that the stated ages for waiver in the pediatric plan were incorrect—the 
waiver should include patients 0-9 years of age, not 0-9 months of age.    

• PeRC Recommendations: 
o The PeRC agreed with the Division to grant a partial waiver in patients ages birth to 

less than 9 years of age and to the deferral in patients 9 to 17 years of age.   
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