
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

204141Orig1s000 
 
 

ADMINISTRATIVE and CORRESPONDENCE  
DOCUMENTS 

 



 

 
 

Page 1 

EXCLUSIVITY SUMMARY

NDA # 204141     SUPPL # N/A    HFD # 540 

Trade Name   Topicort 

Generic Name   desoximetasone 

Applicant Name   Taro Pharmaceuticals USA, Inc.       

Approval Date, If Known   04/2013       

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) 

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:              
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d)  Did the applicant request exclusivity? 
   YES  NO 

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

3 years 

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).
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NDA# 017856 Topicort (desoximetasone) Cream, 0.25% 

NDA# 018309 Topicort LP (desoximetasone) Cream, 0.05% 

NDA# 018586 Topicort (desoximetasone) Gel, 0.05% 

NDA# 018594 Topicort (desoximetasone) Ointment, 0.05% 

NDA# 018763 Topicort (desoximetasone) Ointment, 0.25% 

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."
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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.

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 
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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: 

Investigation #1: DSXS 0808- 28-day, double-blind, vehicle-controlled (1:1), 
randomized, parallel groups 
Investigation #2: DSXS 0914- 28-day, double-blind, vehicle-controlled (1:1), 
randomized, parallel groups 

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 

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 
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effectiveness of a previously approved drug product? 

Investigation #1      YES  NO 

Investigation #2      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"): 

Investigation #1: DSXS 0808- 28-day, double-blind, vehicle-controlled (1:1), 
randomized, parallel groups 
Investigation #2: DSXS 0914- 28-day, double-blind, vehicle-controlled (1:1), 
randomized, parallel groups 

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 # 101789  YES   !  NO       
      !  Explain:   
                                 

Investigation #2   ! 
!

 IND # 101789  YES    !  NO  
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      !  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? 

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:  J. Paul Phillips                     
Title:  Regulatory Project Manager 
Date:  2/6/2013 
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Name of Office/Division Director signing form:  Tatiana Oussova 
Title:  Deputy Director for Safety 

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12 

Reference ID: 3291630



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

J P PHILLIPS
04/11/2013

GORDANA DIGLISIC
04/11/2013

TATIANA OUSSOVA
04/11/2013

Reference ID: 3291630



Reference ID: 3296393









NDA 204141 
Page 4 

Version:  1/27/12 

• [505(b)(2) applications]  For each paragraph IV certification, based on the 
questions below, determine whether a 30-month stay of approval is in effect due 
to patent infringement litigation.   

Answer the following questions for each paragraph IV certification: 

(1) Have 45 days passed since the patent owner’s receipt of the applicant’s 
notice of certification? 

(Note:  The date that the patent owner received the applicant’s notice of 
certification can be determined by checking the application.  The applicant 
is required to amend its 505(b)(2) application to include documentation of 
this date (e.g., copy of return receipt or letter from recipient 
acknowledging its receipt of the notice) (see 21 CFR 314.52(e))). 

If “Yes,” skip to question (4) below.  If “No,” continue with question (2). 

(2) Has the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submitted a written waiver of its right to file a legal action for patent 
infringement after receiving the applicant’s notice of certification, as 
provided for by 21 CFR 314.107(f)(3)? 

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip the rest of the patent questions.   

If “No,” continue with question (3). 

(3) Has the patent owner, its representative, or the exclusive patent licensee 
filed a lawsuit for patent infringement against the applicant?  

(Note:  This can be determined by confirming whether the Division has 
received a written notice from the (b)(2) applicant (or the patent owner or 
its representative) stating that a legal action was filed within 45 days of 
receipt of its notice of certification.  The applicant is required to notify the 
Division in writing whenever an action has been filed within this 45-day 
period (see 21 CFR 314.107(f)(2))). 

If “No,” the patent owner (or NDA holder, if it is an exclusive patent licensee) 
has until the expiration of the 45-day period described in question (1) to waive 
its right to bring a patent infringement action or to bring such an action.  After 
the 45-day period expires, continue with question (4) below.    

(4) Did the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submit a written waiver of its right to file a legal action for patent 
infringement within the 45-day period described in question (1), as 
provided for by 21 CFR 314.107(f)(3)? 

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip to the next section below (Summary Reviews).   

If “No,” continue with question (5). 

Yes        No         

Yes        No

Yes        No

Yes        No
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PMR/PMC Development Template 

This template should be completed by the PMR/PMC Development Coordinator and included for each
PMR/PMC in the Action Package. 

NDA/BLA # 
Product Name: 

204141 
Topicort (desoximetasone) Topical Spray, 0.25% 

PMR/PMC Description: A two year dermal rat carcinogenicity study 

PMR/PMC Schedule Milestones: Final Protocol Submission:  04/30/2015 
 Study/Trial Completion:  05/31/2017 
 Final Report Submission:  05/31/2018 
 Other:       N/A 

1. During application review, explain why this issue is appropriate for a PMR/PMC instead of a 
pre-approval requirement.  Check type below and describe. 

 Unmet need 
 Life-threatening condition  
 Long-term data needed 
 Only feasible to conduct post-approval 
 Prior clinical experience indicates safety  
 Small subpopulation affected 
 Theoretical concern 
 Other 

It is acceptable for long-term carcinogenicity data to be submitted to NDA 204141 as a PMR in 
view of: 1) the historical use of desoximetasone cream 0.25%, gel 0.25% and ointment 0.25% has 
provided no known signals suggestive of carcinogenic potential and 2) desoximetasone was negative 
in a standard battery of genetic toxicology studies. 

2. Describe the particular review issue and the goal of the study/clinical trial.  If the study/clinical trial is 
a FDAAA PMR, describe the risk.  If the FDAAA PMR is created post-approval, describe the “new 
safety information.” 

Data that describe the carcinogenicity of the drug substance are appropriate in support of labeling 
products that are intended for chronic use (see the ICH S1A document “The Need for Long-term 
Rodent Carcinogenicity Studies of Pharmaceuticals”). By agreement with the Division, these data 
may be submitted post-approval, and will be incorporated into the label at that time. 

The goal of the study is to assess the potential of desoximetasone spray product to induce 
carcinogenesis.
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3. If the study/clinical trial is a PMR, check the applicable regulation. 
If not a PMR, skip to 4.

- Which regulation? 

 Accelerated Approval (subpart H/E) 
 Animal Efficacy Rule  
 Pediatric Research Equity Act 
 FDAAA required safety study/clinical trial 

- If the PMR is a FDAAA safety study/clinical trial, does it: (check all that apply) 

 Assess a known serious risk related to the use of the drug? 
 Assess signals of serious risk related to the use of the drug? 
 Identify an unexpected serious risk when available data indicate the potential for a serious 
risk?

- If the PMR is a FDAAA safety study/clinical trial, will it be conducted as: 

 Analysis of spontaneous postmarketing adverse events?
Do not select the above study/clinical trial type if: such an analysis will not be sufficient to 
assess or identify a serious risk 

 Analysis using pharmacovigilance system?
Do not select the above study/clinical trial type if: the new pharmacovigilance system that the 
FDA is required to establish under section 505(k)(3) has not yet been established and is thus 
not sufficient to assess this known serious risk, or has been established but is nevertheless not 
sufficient to assess or identify a serious risk 

 Study: all other investigations, such as investigations in humans that are not clinical trials as 
defined below (e.g., observational epidemiologic studies), animal studies, and laboratory 
experiments? 
Do not select the above study type if: a study will not be sufficient to identify or assess a 
serious risk

 Clinical trial: any prospective investigation in which the sponsor or investigator determines 
the method of assigning investigational product or other interventions to one or more human 
subjects? 

4. What type of study or clinical trial is required or agreed upon (describe and check type below)?  If the 
study or trial will be performed in a subpopulation, list here. 

The sponsor agreed to conduct a 2 year dermal rat carcinogenicity study post-approval. 

Required

 Observational pharmacoepidemiologic study  
 Registry studies 
 Primary safety study or clinical trial 
 Pharmacogenetic or pharmacogenomic study or clinical trial if required to further assess safety 
 Thorough Q-T clinical trial 
 Nonclinical (animal) safety study (e.g., carcinogenicity, reproductive toxicology) 
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Continuation of Question 4

 Nonclinical study (laboratory resistance, receptor affinity, quality study related to safety) 
 Pharmacokinetic studies or clinical trials 
 Drug interaction or bioavailability studies or clinical trials 
 Dosing trials 
 Additional data or analysis required for a previously submitted or expected study/clinical trial  
(provide explanation) 
      

 Meta-analysis or pooled analysis of previous studies/clinical trials 
 Immunogenicity as a marker of safety 
 Other (provide explanation) 

      

Agreed upon:

 Quality study without a safety endpoint (e.g., manufacturing, stability) 
 Pharmacoepidemiologic study not related to safe drug use (e.g., natural history of disease, 
background rates of adverse events) 

 Clinical trials primarily designed to further define efficacy (e.g., in another condition, 
different disease severity, or subgroup) that are NOT required under Subpart H/E 

 Dose-response study or clinical trial performed for effectiveness 
 Nonclinical study, not safety-related (specify) 

      
 Other 

      

5. Is the PMR/PMC clear, feasible, and appropriate? 

 Does the study/clinical trial meet criteria for PMRs or PMCs? 
 Are the objectives clear from the description of the PMR/PMC? 
 Has the applicant adequately justified the choice of schedule milestone dates? 
 Has the applicant had sufficient time to review the PMRs/PMCs, ask questions, determine 

feasibility, and contribute to the development process? 

PMR/PMC Development Coordinator: 
This PMR/PMC has been reviewed for clarity and consistency, and is necessary to further refine 
the safety, efficacy, or optimal use of a drug, or to ensure consistency and reliability of drug 
quality.
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PMR/PMC Development Template 

This template should be completed by the PMR/PMC Development Coordinator and included for each
PMR/PMC in the Action Package. 

NDA/BLA # 
Product Name: 

204141 
Topicort (desoximetasone) Topical Spray, 0.25% 

PMR/PMC Description: 
Conduct a trial in 100 evaluable pediatric patients with plaque psoriasis 
ages 2 to 16 years and 11 months. Evaluate the safety and effect of 
Topicort (desoximetasone) Topical Spray, 0.25% on the hypothalamic-
pituitary-adrenal axis and pharmacokinetics of desoximetasone under 
maximal use conditions after 4 weeks of treatment. Conduct the trial in 
sequential cohorts, for example: 

Cohort 1: age 12 years to 16 years 11 months 
Cohort 2: age 6 years -11 years and 11 month 
Cohort 3: age 2 years to 5 years and 11 months 

PMR/PMC Schedule Milestones: Final Protocol Submission:  04/30/2014 
 Study/Trial Completion:  04/30/2016 
 Final Report Submission:  04/30/2017 
 Other: n/a   

1. During application review, explain why this issue is appropriate for a PMR/PMC instead of a 
pre-approval requirement.  Check type below and describe. 

 Unmet need 
 Life-threatening condition  
 Long-term data needed 
 Only feasible to conduct post-approval 
 Prior clinical experience indicates safety  
 Small subpopulation affected 
 Theoretical concern 
 Other 

      
We are deferring submission of the pediatric trial described above for ages 2 to 16 years and 
11 months for this application because this product is ready for approval for use in adults 
and the pediatric trial has not been completed. 

2. Describe the particular review issue and the goal of the study/clinical trial.  If the study/clinical trial is 
a FDAAA PMR, describe the risk.  If the FDAAA PMR is created post-approval, describe the “new 
safety information.” 
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3. If the study/clinical trial is a PMR, check the applicable regulation. 
If not a PMR, skip to 4.

- Which regulation? 

 Accelerated Approval (subpart H/E) 
 Animal Efficacy Rule  
 Pediatric Research Equity Act 
 FDAAA required safety study/clinical trial 

- If the PMR is a FDAAA safety study/clinical trial, does it: (check all that apply) 

 Assess a known serious risk related to the use of the drug? 
 Assess signals of serious risk related to the use of the drug? 
 Identify an unexpected serious risk when available data indicate the potential for a serious 
risk?

- If the PMR is a FDAAA safety study/clinical trial, will it be conducted as: 

 Analysis of spontaneous postmarketing adverse events?
Do not select the above study/clinical trial type if: such an analysis will not be sufficient to 
assess or identify a serious risk 

 Analysis using pharmacovigilance system?
Do not select the above study/clinical trial type if: the new pharmacovigilance system that the 
FDA is required to establish under section 505(k)(3) has not yet been established and is thus 
not sufficient to assess this known serious risk, or has been established but is nevertheless not 
sufficient to assess or identify a serious risk 

 Study: all other investigations, such as investigations in humans that are not clinical trials as 
defined below (e.g., observational epidemiologic studies), animal studies, and laboratory 
experiments? 
Do not select the above study type if: a study will not be sufficient to identify or assess a 
serious risk

 Clinical trial: any prospective investigation in which the sponsor or investigator determines 
the method of assigning investigational product or other interventions to one or more human 
subjects? 

4. What type of study or clinical trial is required or agreed upon (describe and check type below)?  If the 
study or trial will be performed in a subpopulation, list here. 

      
Under section 2 of the Pediatric Research Equity Act (PREA) the applicant is required to 
submit adequate safety and efficacy data for pediatric subjects. There is no clinical 
pharmacology and safety data for subjects with plaque psoriasis of the body age less than 18 
years to support labeling. 
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Conduct a trial in 100 evaluable pediatric patients with plaque psoriasis ages 2 to 16 years 
and 11 months. Evaluate the safety and effect of Topicort (desoximetasone) Topical Spray, 
0.25% on the hypothalamic-pituitary axis and pharmacokinetics of desoximetasone under 
maximal use conditions after 4 weeks of treatment. Conduct the trial in sequential cohorts 

Cohort 1: age 12 years to 16 years 11 months 
Cohort 2: age 6 years -11 years and 11 month 
Cohort 3: age 2 years to 5 years and 11 months 

Required

 Observational pharmacoepidemiologic study  
 Registry studies 
 Primary safety study or clinical trial 
 Pharmacogenetic or pharmacogenomic study or clinical trial if required to further assess safety 
 Thorough Q-T clinical trial 
 Nonclinical (animal) safety study (e.g., carcinogenicity, reproductive toxicology) 

Continuation of Question 4

 Nonclinical study (laboratory resistance, receptor affinity, quality study related to safety) 
 Pharmacokinetic studies or clinical trials 
 Drug interaction or bioavailability studies or clinical trials 
 Dosing trials 
 Additional data or analysis required for a previously submitted or expected study/clinical trial  
(provide explanation) 
      

 Meta-analysis or pooled analysis of previous studies/clinical trials 
 Immunogenicity as a marker of safety 
 Other (provide explanation) 

      

Agreed upon:

 Quality study without a safety endpoint (e.g., manufacturing, stability) 
 Pharmacoepidemiologic study not related to safe drug use (e.g., natural history of disease, 
background rates of adverse events) 

 Clinical trials primarily designed to further define efficacy (e.g., in another condition, 
different disease severity, or subgroup) that are NOT required under Subpart H/E 

 Dose-response study or clinical trial performed for effectiveness 
 Nonclinical study, not safety-related (specify) 

      
 Other 

5. Is the PMR/PMC clear, feasible, and appropriate? 

 Does the study/clinical trial meet criteria for PMRs or PMCs? - Yes 
 Are the objectives clear from the description of the PMR/PMC? - Yes 
 Has the applicant adequately justified the choice of schedule milestone dates? - Yes 
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 Has the applicant had sufficient time to review the PMRs/PMCs, ask questions, determine 
feasibility, and contribute to the development process? - Yes 

PMR/PMC Development Coordinator: 
This PMR/PMC has been reviewed for clarity and consistency, and is necessary to further refine 
the safety, efficacy, or optimal use of a drug, or to ensure consistency and reliability of drug 
quality.

_______________________________________
(signature line for BLAs) 
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______________________________________________  
From: Phillips, J. Paul   
Sent: Tuesday, February 19, 2013 4:04 PM 
To: 'Kavita Srivastava' 
Cc: Gould, Barbara 
Subject: NDA 204141 Topicort (desoximetasone) Spray, 0.25% 

Ms. Srivastava, 

We refer to your February 11, 2013 submission to NDA 204141 Topicort (desoximetasone) 
Spray, 0.25%.  Below are some additional comments regarding your proposed carton/container 
labels: 

A.  Container labels and Carton labeling (all package sizes) 
    1.  Revise the statement "For Topical Use Only" to use a larger font. 
    2.  Revise the statement "Not for Oral, Ophthalmic, or Intravaginal Use" to be presented on a 
single line. 
    3.  Relocate the statement "Use no longer than 4 weeks" to follow immediately after the 
statement "Rub in gently" 

B.  Container labels (all package sizes) 
    1.  Delete the background spiral graphic.  As currently presented it is distracting and interferes 
with readability. 

C.  Container label (30 mL bottles) 
    1.  Delete the ingredient list statement and provide white space between the usual dosage and 
storage statements.  As currently presented this small label is crowded and difficult to read. 

Please respond by February 22, 2013. 

Regards, 

J. Paul Phillips, MS 
Regulatory Health Project Manager 
____________________________ 
Division of Dermatology and Dental Products 
Center for Drug Evaluation and Research 
Food & Drug Administration 
W.O. Bldg. 22, Room 5189 
10903 New Hampshire Ave.  
Silver Spring, MD  20993 

Telephone: (301) 796-3935 
Fax: (301) 796-9895 
e-mail: Paul.Phillips@fda.hhs.gov
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Food and Drug Administration 
Silver Spring, MD  20993

NDA 204141 
PROPRIETARY NAME REQUEST  

 CONDITIONALLY ACCEPTABLE  

Taro Pharmaceuticals U.S.A., Inc. 
3 Skyline Drive 
Hawthorne, NY 10532 

ATTENTION:  Kavita Srivastava 
    Executive Director, Regulatory Affairs  

Dear Ms. Srivastava: 

Please refer to your New Drug Application (NDA) dated June 11, 2012, received June 12, 2012, 
submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act for 
Desoximetasone Spray, 0.25%. 

We also refer to your November 7, 2012, correspondence, received November 8, 2012, 
requesting review/reconsideration of your proposed proprietary name, Topicort.  We have 
completed our review of the proposed proprietary name and have concluded that it is acceptable. 

The proposed proprietary name, Topicort, will be re-reviewed 90 days prior to the approval of 
the NDA.  If we find the name unacceptable following the re-review, we will notify you. 

If any of the proposed product characteristics as stated in your November 7, 2012 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 the Office of New Drugs (OND) Regulatory Project Manager, 
Paul Phillips at (301) 796-3935.

Sincerely,
{See appended electronic signature page}
Carol Holquist, RPh 
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
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orientation the product will normally be stored, held and used by healthcare providers and 
patients.

Below is the language and milestones for the postmarketing requirements. 

1. A two year dermal rat carcinogenicity study. 

Final Protocol Submission:  04/30/2015 
Study/Trial Completion:  05/31/2017 
Final Report Submission:  05/31/2018 

2. Conduct a trial in 100 evaluable pediatric patients with plaque psoriasis of the body 
ages 2 to 16 years and 11 months. Evaluate the safety and effect of (desoximetasone) 
Topical Spray, 0.25% on the hypothalamic-pituitary-adrenal axis and pharmacokinetics 
of desoximetasone under maximal use conditions after 4 weeks of treatment. Conduct the 
trial in sequential cohorts. 
 Cohort 1: age 12 years to 16 years 11 months 
 Cohort 2: age 6 years -11 years and 11 month 
 Cohort 3: age 2 years to 5 years and 11 months 

Final Protocol Submission:  04/30/2013 
Study/Trial Completion:  04/30/2016 
Final Report Submission:  04/30/2017 

We ask that you respond by February 12, 2013.

Regards, 

J. Paul Phillips, MS 
Regulatory Health Project Manager 
____________________________ 
Division of Dermatology and Dental Products 
Center for Drug Evaluation and Research 
Food & Drug Administration 
W.O. Bldg. 22, Room 5189 
10903 New Hampshire Ave.  
Silver Spring, MD  20993 

Telephone: (301) 796-3935 
Fax: (301) 796-9895 
e-mail: Paul.Phillips@fda.hhs.gov
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Division of Dermatology and Dental Product 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
Food and Drug Administration
Silver Spring  MD  20993 

Tel:  301 796-2110 
Fax:  301 796-9894

MEMORANDUM OF TCON

Date of Teleconference: 1/16/2013  
Time: 12:00 p.m. (EST)    
Application: NDA 204141     
Product: (desoximetasone) Spray,     
Applicant: Taro Pharmaceuticals, Inc.  

FDA Participants:    
Tatiana Oussova, MD, MPH, Deputy Director for Safety, DDDP 
Gordana Diglisic, MD, Clinical Team Leader, DDDP 
Melinda McCord, MD, Clinical Reviewer, DDDP 
J. Paul Phillips, MS, Regulatory Health Project Manager, DDDP 

Applicant Participants:  
Kavita Srivastava, Executive Director, Regulatory Affairs, Taro Pharmaceuticals, and other 
participants from Taro whose names were not captured during the tcon. 

Purpose:
To convey comments that resulted from internal discussion with the Pediatric Review 
Committee (PeRC) about the applicant’s proposed pediatric plan to address PREA requirements. 

Discussion Summary: 
The applicant was notified that their proposed pediatric plan should include 100 evaluable 
subjects with plaque psoriasis of the body, ages 2 to 16 years 11 months.  Safety evaluation 
would include an evaluation of HPA axis suppression and the pharmacokinetics of 
desoximetasone under maximal use conditions after 4 weeks of treatment. Safety assessments 
should also include: vital signs, physical examination, assessment for local and systemic adverse 
events.

Upon inquiry from the applicant, the FDA indicated that details related to the study protocol 
would be addressed following future submission of the proposed protocol to the IND after an 
action on the marketing application. 

The conversation ended amicably. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Division of Dermatology and Dental Product 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
Food and Drug Administration
Silver Spring  MD  20993 

Tel:  301 796-2110 
Fax:  301 796-9894

MEMORANDUM OF TCON

Date of Teleconference: 12/3/2012  
Time: 11:45 a.m. (EST)    
Application: NDA 204141     
Product: (desoximetasone) Spray,     
Applicant: Taro Pharmaceuticals, Inc.  

FDA Participants:    
Tatiana Oussova, MD, MPH, Deputy Director for Safety, DDDP 
Gordana Diglisic, MD, Clinical Team Leader, DDDP 
Melinda McCord, MD, Clinical Reviewer, DDDP 
J. Paul Phillips, MS, Regulatory Health Project Manager, DDDP 

Applicant Participants:  
Kavita Srivastava, Executive Director, Regulatory Affairs, Taro Pharmaceuticals, and other 
participants from Taro whose names were not captured during the tcon. 

Purpose:
To request a submission of a revised pediatric plan and proposed Instructions for Use to support 
patient labeling. 

Discussion Summary: 

The applicant was notified that a pediatric study(s) would be required for subjects ages 2 years – 
16 years 11 months.  The applicant would likely receive a waiver for subjects less than 2 years of 
age.  The applicant was encouraged to consider a staged cohort approach (based on subjects’ 
age). The applicant agreed to revise their proposed pediatric plan and submit for review. 

The FDA pointed out that the type of information needed for the Instructions for Use in the 
patient labeling should be consistent with the information provided to subjects during clinical 
trials.  The FDA requested that the applicant submit the instructions that were provided to 
subjects during the clinical trials.  The applicant agreed to submit a revised IFU and supporting 
information. 

The conversation ended amicably. 
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4. Per your protocol(s) for Phase 3 trials (Section 9.2.1), subjects were provided instructions 
on the dosing technique. Provide more detailed information regarding these instructions. 

5. Develop instructions for use (IFU) of the pump as part of the labeling (PPI). 

We ask that you provide the above information by November 27, 2012. 

If you have any questions, call Paul Phillips, Regulatory Project Manager, at (301) 796-3935. 

Sincerely,

{See appended electronic signature page}

Tatiana Oussova, MD, MPH 
Deputy Director for Safety 
Division of Dermatology and Dental Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Food and Drug Administration 
Silver Spring, MD  20993

NDA 204141 

PROPRIETARY NAME REQUEST
WITHDRAWN

   
Taro Pharmaceuticals USA, Inc. 
3 Skyline Drive 
Hawthorne, NY 10532 

ATTENTION:   Kavita Srivastava 
   Executive Director, Regulatory Affairs 

Dear Ms. Srivastava: 

Please refer to your New Drug Application (NDA) dated June 11, 2012, received June 12, 2012, 
submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act for 
Desoximetasone Spray, 0.25%. 

We acknowledge receipt of your November 1, 2012 correspondence, on November 2, 2012, 
notifying us that you are withdrawing your request for a review of the proposed proprietary 
names   This proposed proprietary name request is considered withdrawn as 
of November 2, 2012.   

We note that you have proposed an alternate proprietary name in your submission dated 
November 7, 2012, received November 8, 2012.  

If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, call Janet Anderson, Regulatory Project Manager in the Office 
of Surveillance and Epidemiology, at (301) 796-0675.  For any other information regarding this 
application, contact the Office of New Drugs (OND) Regulatory Project Manager, Paul Phillips 
at (301) 796-3935.

Sincerely,

{See appended electronic signature page}

Carol Holquist, RPh 
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 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 204141 INFORMATION REQUEST 

Taro Pharmaceuticals USA, Inc. 
Attention: Kavita Srivastava 
Executive Director, Regulatory Affairs 
3 Skyline Drive 
Hawthorne, NY  10532 

Dear Ms. Srivastava: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for (desoximetasone) Spray, 0.25%. 

We are reviewing your application and ask that you provide the following information. 

Reconcile the following discrepancies regarding data from subjects enrolled in both the 
Phase 2 and Phase 3 trials: 

• 0808-05-150 and 0906-04-146 are identified as same subjects in Table 13 (Integrated 
Summary of Safety, pg 38) but differ in ethnicity, height (175 decreased to 173 kg) 
and weight (70 to 90 kg) at baseline. 

• 0914-02-058 and 0906-03-056 are identified as same subject in Table 13 but differ in 
ethnicity and weight (106 decreased to 103) at baseline. 

• The following pair of subjects may represent the same subject, which increase the 
total number of subjects enrolled in more than one trial to 36. 

• 808-05-153 and 906-04-262 have the same birth date, medical history (e.g. tubal 
ligation) and weight but the height has increased from 130 to 160 cm and one subject 
is male and one subject is female. The initials are not written clearly on the CRF 
(MCV for 808-05-153 and M-C or M-V for 906-04-262). 

Please respond to the above request by October 29, 2012. 

If you have any questions, call Paul Phillips, Regulatory Project Manager, at (301) 796-3935. 

Sincerely,

{See appended electronic signature page}

Gordana Diglisic, MD 
Clinical Team Leader 
Division of Dermatology and Dental Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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• response to cosyntropin stimulation of 18 g/dL or higher 30 minutes after stimulation (representing an increase of at least 7 g/dL 
above the basal concentration).  

FDA criteria: 
• response to cosyntropin stimulation of 18 g/dL or higher 30 minutes after stimulation  

The results of the HPA suppression assessment differ based on the criteria applied. 
• According to FDA criteria: 3/24 subjects (13%) had a serum cortisol concentration at Day 28 that met at least one of the criteria for 

adrenal suppression (1 in the group with baseline 10-15% BSA involvement and 2 in the group with baseline > 15% BSA 
involvement). 

• According to applicant criteria: 5/24 subjects (21%) had a serum cortisol concentration at Day 28 that met at least one of the 
criteria for adrenal suppression (2 in the group with baseline 10-15% BSA involvement and 3 in the group with baseline > 15% 
BSA involvement). 

 
Electronic Submission: \\CDSESUB5\EVSPROD\NDA204141\204141.enx 
(SDN-1, eCTD #0000; receipt date 6/12/12) 
 
Consult Questions 
Please provide your recommendations regarding the conduct of the HPA axis evaluation in pediatric subjects for Topicort (desoximetasone) 
spray, 0.25%.  
What is the youngest age for subjects to be enrolled in the HPA axis evaluation for Topicort (desoximetasone) spray, 0.25% (Class 1/Class 2 
topical corticosteroid)?  
Should we request that pediatric subjects be evaluated in sequential cohorts (e.g. 12-16 years, 6-11 years, 2-5 years etc.)?  
If sequential cohorts are recommended, what criteria would allow assessment of the next youngest cohort (e.g. percent of subjects 
demonstrating HPA axis suppression etc.)?  
Are there any special safety considerations in the youngest pediatric subjects?   
What are your recommended safety assessments during the HPA Axis trial for Topicort (desoximetasone) spray, 0.25%? 
 
 
SIGNATURE OF REQUESTOR 

J. Paul Phillips 

 
METHOD OF DELIVERY (Check one) 

  DARRTS                  EMAIL                  MAIL                  HAND 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Division of Dermatology and Dental Product 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
Food and Drug Administration
Silver Spring  MD  20993 

Tel:  301 796-2110 
Fax:  301 796-9894

MEMORANDUM OF TCON

Date of Teleconference: October 3, 2012  
Time: 4:15 p.m. (EDT)   
Application: NDA 204141    
Product: (desoximetasone) Spray,     
Sponsor/Applicant: Taro Pharmaceuticals   

FDA Participants:    
Tatiana Oussova, MD, MPH, Deputy Director for Safety, DDDP 
Gordana Diglisic, MD, Clinical Team Leader, DDDP 
Melinda McCord, MD, Clinical Reviewer, DDDP 
Shulin Ding, PhD, Pharmaceutical Assessment Lead, ONDQA 
Hamid Shafiei, PhD, Chemistry Reviewer, ONDQA 
J. Paul Phillips, MS, Regulatory Health Project Manager, DDDP 

Applicant Participants:  
Kavita Srivastava, Executive Director, Regulatory Affairs, Taro Pharmaceuticals; and other 
participants from Taro who were not introduced by name due to time constraints 

Purpose:
This tcon was to discuss the timing of the applicant’s response to two CMC review issues listed 
in the 74-day letter dated August 15, 2012.  In addition, the CMC reviewers wanted to provide 
clarification of the information requests related to these two review issues.   

Discussion Summary: 

1. Regarding Response Timeline for CMC Deficiencies on In-Use Stability and 
Extractables/leachables Studies 

The applicant stated that they planned to submit the study results by Jan. 12, 2013 as indicated in 
their September 28, 2012 response to the 74 day letter.  The Agency replied that it would be 
preferable if data could be received by early November of 2012.  Based on GRMP, the CMC 
review is scheduled to be closed by mid January.  It would be very difficult to include new study 
results in the review if the information comes in late.   

2. In-Use Stability Study 

Reference ID: 3202498

(b) (4)



NDA 204141 
Page 2

The following three questions were asked by the applicant: 

A. Can the 6 mL physician size be exempted from the in-use stability study?   

The applicant explained that the pump used for the 6 mL size is identical to that used for the 
trade sizes (30, 50, 100 mL) except the length of the dip tube.  The Agency responded that the 
total deliverable is fill size specific; therefore, it needs to be generated for each size including the 
6 mL size.  Additionally, the active ingredient is sensitive to oxygen; therefore, its degradation 
may be faster in the 6 mL size if the ratio of formulation to volume for the 6 mL size is not 
favorable.  The same holds true for the weight loss. The Agency agreed that some tests might not 
need to be repeated in the physician sample size if the trade sizes represent the worst cases.  The 
applicant was advised to provide a justification in the response if they choose to skip some tests.   

The Agency stated that the concept of bracketing might be applicable to the in-use stability study 
if an acceptable justification based on the ratio of formulation to volume was provided in the 
response.

B. Sampling the discharged formulation 

The applicant inquired about the usefulness of the results obtained from the discharged 
formulation since the sample weight may not be accurate due to the volatility of isopropyl 
alcohol (one of major formulation ingredients).  The Agency suggested that the applicant might 
want to consider obtaining the accurate sample weight by weighing the discharged formulation 
in a cool room or using the difference of the bottle weights before and after actuation as the 
sample weight.   

C. Weight Loss Monitoring in the In-Use Stability Study 

The applicant questioned the necessity of generating weight loss data in the in-use stability study 
since weight loss data from one registration stability batch was provided in the original NDA.  
The Agency replied that the weight loss data from the registration batch was for a packaging 
configuration that did not include the pump head.  Since the proposed product will be mounted 
with a pump head after dispensing, and an in-use period of one month is requested, the Agency 
needs to know how tight the pump configuration is in terms of potential loss of volatile 
ingredients.  Some pump units have been reported to be leaky in the NDA.  Leaky bottles can be 
detected by monitoring weight loss.   

The applicant stated that the in-use stability study would be a 28 day study.  The Agency advised 
the applicant to cover different sizes, and at least 10 units for each size for the in-use stability 
study.

3. Extractables/leachables 
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The applicant stated that the supplier(s) of the packaging components have agreed to provide 
formulation information for the plastics.  The Agency reminded the applicant of the need for 
plastic information in the NDA for all pump components which may contact the formulation.  
The Agency suggested that a risk assessment be done on this topic.  The applicant stated that 
they had replaced those pump components that were found blistering, bleaching, swelling, etc. 
with better ones, and the new ones do not have these issues.  The Agency inquired whether 
Phase 3 and registration stability batches were manufactured using the new pump components.  
The applicant will provide this information in their response to the information request. 

The conversation ended amicably. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 

 Food and Drug Administration
Silver Spring  MD  20993 

 
 

 

 
NDA 204141 INFORMATION REQUEST 

 
Taro Pharmaceuticals USA, Inc. 
Attention: Kavita Srivastava 
Executive Director, Regulatory Affairs 
3 Skyline Drive 
Hawthorne, NY  10532 
 
 
Dear Ms. Srivastava: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for (desoximetasone) Spray, 0.25%. 
 
We are reviewing your application and ask that you provide the following information. 
 

1. You provided a single citation from your search of the worldwide medical literature from 
2004 to 2011 to identify sources of clinical safety information for desoximetasone 
(conducted on May 4, 2011 and updated December 11, 2011).  

 
Please provide a summary of the citations that you collected from your literature search 
of MEDLINE, Biosis Previews and Embase for clinical safety information for 
desoximetsone/Topicort for the publication years 2004 to 2011. 

 
2. You provided a single report from your review of adverse events received since the last 

NDA annual reports for all Topicort formulations through December 31, 2011.  
 

Please provide a summary of all adverse events reported during those time periods for all 
Topicort formulations. 

 
 

3. Provide additional data (including duration of exposure, baseline characteristics,  
Summary of Disposition and Reasons for Discontinuation,  TEAE Related to Treatment 
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Occurring in 1% of subjects, -At Least one TEAE Occurring in 1% of patients )  for 
subjects who were exposed to vehicle spray twice per day and once per day. Modify the 
following tables to include data from subjects who were exposed to vehicle spray applied 
twice per day and vehicle spray applied once per day: 

• Integrated Summary of Safety Table 18 pg. 42- Duration of Exposure 
• Integrated Summary of Safety Table 14 pg. 39- Baseline Characteristics 
• Clinical Summary pg. 18 Table 2.7.4:13 pg 18- Summary of Disposition and 

Reasons for Discontinuation 
• Integrated Summary of Safety, Table 23 pg 47- TEAE Related to Treatment 

Occurring in 1% of subjects 
• Clinical Summary, Table 2.7.4:16 pg. 25 - At Least one TEAE Occurring in 1% 

of patients 
 

4. Provide your rationale for classifying as an adverse reaction and provide case 
report forms for each subject reporting this event.  

 
5. Regarding the Information Request dated 9/12/2012, ensure that the tables you provide 

with the integrated data for item #1 and item #2 (below) include data from subjects who 
were exposed to vehicle spray applied twice per day and vehicle spray applied once per 
day. 

a. Tables of Adverse Reactions observed in greater than 1% of subjects by age (e.g. 
18-65, >65 years), sex, race/ethnicity for DXSX 0914, DXSX 0906, DXSX 0808 
separately and integrated. 

b. Tables of "Amount of Daily Product Used" by treatment group (in grams) and 
Numbers of Applications and Total Product Used. Include median, mean, 
minimum, maximum for DXSX 0914, DXSX 0906, DXSX 0808 separately and 
integrated. 

 
Please respond to the above information requests by October 17, 2012. 
 
If you have any questions, call Paul Phillips, Regulatory Project Manager, at (301) 796-3935. 
 

Sincerely, 
 
{See appended electronic signature page}
 
Gordana Diglisic, MD 
Clinical Team Leader 
Division of Dermatology and Dental Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 204141 INFORMATION REQUEST 

Taro Pharmaceuticals USA, Inc. 
Attention: Kavita Srivastava 
Executive Director, Regulatory Affairs 
3 Skyline Drive 
Hawthorne, NY  10532 

Dear Ms. Srivastava: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for (desoximetasone) Spray, 0.25%. 

We are reviewing your application and ask that you provide the following information. 

1. Tables of Adverse Reactions observed in greater than 1% of subjects by age (e.g. 18-65, 
>65 years), sex, race/ethnicity for DXSX 0914, DXSX 0906, DXSX 0808 separately and 
integrated. 

2. Tables of "Amount of Daily Product Used" by treatment group (in grams) and Numbers 
of Applications and Total Product Used.  Include median, mean, minimum, maximum for 
DXSX 0914, DXSX 0906, DXSX 0808 separately and integrated. 

3. A subgroup analysis of efficacy data by age (e.g. 18-65, >65 years), sex, race/ ethnicity 
for DXSX 0914, DXSX 0906, DXSX 0808 separately. 

If you have any questions, call Paul Phillips, Regulatory Project Manager, at (301) 796-3935. 

Sincerely,

{See appended electronic signature page}

Gordana Diglisic, MD 
Clinical Team Leader 
Division of Dermatology and Dental Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 204141 
 FILING COMMUNICATION

Taro Pharmaceuticals USA, Inc. 
Attention: Kavita Srivastava 
Executive Director, Regulatory Affairs 
3 Skyline Drive 
Hawthorne, NY  10532 

Dear Ms. Srivastava: 

Please refer to your New Drug Application (NDA) dated June 11, 2012, received June 12, 2012, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act, for 
(desoximetasone) Spray, 0.25%. 

We also refer to your amendments dated June 21, July 13, 20, and August 3, 2012. 

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.  Therefore, the user fee goal date is April 12, 
2013.

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, 
midcycle, 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 March 15, 2013. 

During our filing review of your application, we identified the following potential review issues: 

1. The in-use stability studies provided in the initial submission appear highly inadequate. 
2. The extractables/leachables studies provided in the initial submission appear highly 

inadequate. 

We are providing the above comments to give you preliminary notice of potential review issues.  
Our filing review is only a preliminary evaluation of the application and is not indicative of 

Reference ID: 3175004





NDA 204141 
Page 3 

7. Provide the section on filling operation for Master Batch Record and Executed Batch 
Records. The section should include the proposed in-process control over fill volume (or 
fill weight). 

Pharmacology/Toxicology

8. Provide the timeline for conduct of your carcinogenicity study as a postmarketing 
requirement and specify the date you will submit the final study protocol, complete the 
study and submit the final study report. 

Clinical Pharmacology 

9. In trial DSXS-0805, serum cortisol concentrations were analyzed at local laboratories 
using 3 different commercial kits. Submit the manufacturer’s assay procedures and 
validation results for each kit. In addition, provide data from in-house validations 
performed at each local laboratory confirming that the kits were performing as expected 
at the local laboratories used in trial DSXS-0805. 

Biostatistics 

10. According to the submission, the randomization  was performed 
using a computer-generated randomization scheme. It is not clear from the submission 
whether randomization was stratified by center, and consequently, whether stratification 
of the statistical analysis by center would be meaningful. Submit details of the 
randomization scheme and whether any stratification factors were considered for the 
randomization. 

Clinical

11. You assigned the following functions to formulation excipients: 
• Glyceryl oleate  
• Isopropyl myristate  
• L-Menthol  
• Mineral oil  

These are clinical claims that cannot be substantiated using the physicochemical 
properties of the excipients alone and require supporting data. Clarify the physiochemical 
function of the excipients, provide these data or delete from Module 3. 

12. Identify the MeDRA Version used to categorize Adverse Events in Trial DSXS 0914, 
DSXS 0808, DSXS 0906. If a different version was used in each trial, please explain 
how it was reconciled when you pooled the adverse event data. 

13. Submit a “coding dictionary” listing all of the investigator verbatim terms and the 
preferred terms to which they were mapped. 
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Labeling

During our preliminary review of your submitted labeling, we have identified the following 
labeling format issues with the MS Word version of your labeling: 

1. Highlights (HL) must be in two-column format, with ½ inch margins on all sides and in a 
minimum of 8-point font.  

Comment: The Highlights and Table of Contents (TOC) in the applicant proposed MS 
Word labeling is in 12-point font, standard margins, and not in a two column format.  The 
Highlights and TOC need to be changed to the format, size and margins described above. 

2. The length of HL must be less than or equal to one-half page (the HL Boxed Warning 
does not count against the one-half page requirement) unless a waiver has been granted in 
a previous submission (i.e., the application being reviewed is an efficacy supplement). 
Comment: See comment #1 above. Once formatting is corrected, the content will be 
reassessed to determine if it meets one-half page requirement. 

3. White space must be present before each major heading in HL. 
Comment: Some of the section headers are not preceded by white space.  A hard return 
(i.e. blank space) should be added before each of the section headers in Highlights.  

4. Each summarized statement in HL must reference the section(s) or subsection(s) of the 
Full Prescribing Information (FPI) that contains more detailed information. The preferred 
format is the numerical identifier in parenthesis [e.g., (1.1)] at the end of each 
information summary (e.g. end of each bullet). 
Comment: The reference needs to be added at the end of the Adverse Reactions section in 
Highlights.  

5. At the beginning of HL, the following heading must be bolded and appear in all UPPER 
CASE letters: “HIGHLIGHTS OF PRESCRIBING INFORMATION”. 
Comment: The product title currently appears before the Highlights heading and should 
be deleted.  

6. The bolded HL Limitation Statement must be on the line immediately beneath the HL 
heading and must state: “These highlights do not include all the information needed to 
use (insert name of drug product in UPPER CASE) safely and effectively. See full 
prescribing information for (insert name of drug product in UPPER CASE).”  
Comment: The limitation statement contains the full product title rather than just the 
proprietary name.  Only the proprietary name, in all caps, should appear in the Highlights 
limitation statement.  

7. Initial U.S. Approval in HL must be placed immediately beneath the product title, bolded, 
and include the verbatim statement “Initial U.S. Approval:” followed by the 4-digit year. 
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Comment: Remove the empty line (extra return) between the route of administration line 
and the Initial US Approval line. 

8. For drug products other than vaccines, the verbatim bolded statement must be present: 
“To report SUSPECTED ADVERSE REACTIONS, contact (insert name of 
manufacturer) at (insert manufacturer’s U.S. phone number) or FDA at 1-800-FDA-1088 
or www.fda.gov/medwatch”.  
Comment:  The following words should be deleted from the Adverse Reactions reporting 
statement so that it reads 
verbatim as outlined above and required under 21 CFR 201.57(a)(11)(ii).  

9. Bolded revision date (i.e., “Revised: MM/YYYY or Month Year”) must be at the end of 
HL.
Comment: Replace  with “Revised” in front of the date at the end of Highlights 
as required under 21 CFR 201.57(a)(15). 

10. If no Contraindications are known, this section must state “None”. 
Comment: PLR format discourages use of theoretical contraindications.  Unless 
documented hypersensitivity has occurred, this section should list “None” in both 
Highlights and in the FPI.  

11. Patient Counseling Information must reference any FDA-approved patient labeling, 
including the type of patient labeling. 
Comment: Applicant will need to add the appropriate reference “See FDA-approved 
patient labeling (Patient Information)” on the line immediately following the section 17 
header in the FPI.  

We request that you resubmit labeling that addresses these issues by September 14, 2012
The resubmitted labeling will be used for further labeling discussions. 

Please respond only to the above requests for information.  While we anticipate that any response 
submitted in a timely manner will be reviewed during this review cycle, such review decisions 
will be made on a case-by-case basis at the time of receipt of the submission. 

PROMOTIONAL MATERIAL

You may request advisory comments on proposed introductory advertising and promotional 
labeling. Please submit, in triplicate, a detailed cover letter requesting advisory comments (list 
each proposed promotional piece in the cover letter along with the material type and material 
identification code, if applicable), the proposed promotional materials in draft or mock-up form 
with annotated references, and the proposed package insert (PI), and patient package insert (PPI).  
Submit consumer-directed, professional-directed, and television advertisement materials 
separately and send each submission to: 
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Food and Drug Administration  
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion (OPDP) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

Do not submit launch materials until you have received our proposed revisions to the package 
insert (PI), and patient package insert (PPI), and you believe the labeling is close to the final 
version.

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 acknowledge receipt of your request for a full waiver of pediatric studies for this application.
Once we have reviewed your request, we will notify you if the full waiver request is denied and a 
pediatric drug development plan is required. 

If you have any questions, call Paul Phillips, Regulatory Project Manager, at (301) 796-3935. 

Sincerely,

{See appended electronic signature page} 

Susan J. Walker, MD, FAAD 
Director 
Division of Dermatology and Dental Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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products)

TL:             

Reviewer:             Clinical Microbiology (for antimicrobial 
products)

TL:             

Reviewer: Angela Lu Y Clinical Pharmacology 

TL: Doanh Tran Y 

Reviewer: Carin Kim Y Biostatistics

TL: Mohamed Alosh Y 

Reviewer: Renqin Duan Y Nonclinical
(Pharmacology/Toxicology) 

TL: Barbara Hill Y 

Reviewer:             Statistics (carcinogenicity) 

TL:             

Reviewer:             Immunogenicity (assay/assay 
validation) (for BLAs/BLA efficacy 
supplements) TL:             

Reviewer: Hamid Shafiei Y Product Quality (CMC) 

TL: Shulin Ding Y 

Reviewer:             Quality Microbiology (for sterile 
products)

TL:             

Reviewer:             CMC Labeling Review

TL:             

Reviewer: Shawn Gould Y Facility Review/Inspection  

TL:             

Reviewer: Carlos Mena-Grillasca Y OSE/DMEPA (proprietary name) 

TL: Lubna Merchant N 

OSE/DRISK (REMS) Reviewer:             
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Comments: New dosage form only.  Product marketed 
since 1977. 

If no, for an original NME or BLA application, include the 
reason.  For example: 

o this drug/biologic is not the first in its class 
o the clinical study design was acceptable 
o the application did not raise significant safety 

or efficacy issues 
o the application did not raise significant public 

health questions on the role of the 
drug/biologic in the diagnosis, cure, 
mitigation, treatment or prevention of a 
disease

  NO 
  To be determined 

Reason:

• Abuse Liability/Potential 

Comments:

  Not Applicable 
  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter 

• If the application is affected by the AIP, has the 
division made a recommendation regarding whether 
or not an exception to the AIP should be granted to 
permit review based on medical necessity or public 
health significance?  

Comments:

  Not Applicable 
  YES 
  NO

CLINICAL MICROBIOLOGY 

Comments:

  Not Applicable 
  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter 

CLINICAL PHARMACOLOGY 

Comments:

  Not Applicable 
  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter 

• Clinical pharmacology study site(s) inspections(s) 
needed? 

  YES 
  NO 

BIOSTATISTICS 

Comments:

  Not Applicable 
  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter 

NONCLINICAL   Not Applicable 
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(PHARMACOLOGY/TOXICOLOGY) 

Comments:

  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter

IMMUNOGENICITY (BLAs/BLA efficacy 
supplements only) 

Comments:

  Not Applicable 
  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter 

PRODUCT QUALITY (CMC)

Comments: Sponsor’s extractable/leachable assay has 
problems and in-use stability data did not look at 
interaction with the pump.  These are not filing issues 
but may be potential review issues per CMC.

  Not Applicable 
  FILE 
  REFUSE TO FILE 

  Review issues for 74-day letter 

Environmental Assessment

• Categorical exclusion for environmental assessment 
(EA) requested?

If no, was a complete EA submitted? 

If EA submitted, consulted to EA officer (OPS)? 

Comments:

  Not Applicable 

 YES 
  NO 

 YES 
  NO 

 YES 
  NO 

Quality Microbiology (for sterile products) 

• Was the Microbiology Team consulted for validation 
of sterilization? (NDAs/NDA supplements only)

Comments:

  Not Applicable 

 YES 
  NO 

Reference ID: 3162471







Version: 4/17/12 17

Appendix A (NDA and NDA Supplements only) 

NOTE: The term "original application" or "original NDA" as used in this appendix 
denotes the NDA submitted. It does not refer to the reference drug product or "reference 
listed drug." 

An original application is likely to be a 505(b)(2) application if: 

(1) it relies on published literature to meet any of the approval requirements, and the 
applicant does not have  a written right of reference to the underlying data.   If 
published literature is cited in the NDA but is not necessary for approval, the 
inclusion of such literature will not, in itself, make the application a 505(b)(2) 
application, 

(2) it relies for approval on the Agency's previous findings of safety and efficacy for 
a listed drug product and the applicant does not own or have right to reference the 
data supporting that approval, or

(3) it relies on what is "generally known" or "scientifically accepted" about a class of 
products to support the safety or effectiveness of the particular drug for which the 
applicant is seeking approval.  (Note, however, that this does not mean any
reference to general information or knowledge (e.g., about disease etiology, 
support for particular endpoints, methods of analysis) causes the application to be 
a 505(b)(2) application.) 

Types of products for which 505(b)(2) applications are likely to be submitted include: 
fixed-dose combination drug products (e.g., heart drug and diuretic (hydrochlorothiazide) 
combinations); OTC monograph deviations (see 21 CFR 330.11); new dosage forms; new 
indications; and, new salts.

An efficacy supplement can be either a (b)(1) or a (b)(2) regardless of whether the 
original NDA was a (b)(1) or a (b)(2).

An efficacy supplement is a 505(b)(1) supplement if the supplement contains all of the 
information needed to support the approval of the change proposed in the supplement.  
For example, if the supplemental application is for a new indication, the supplement is a 
505(b)(1) if: 

(1) The applicant has conducted its own studies to support the new indication (or 
otherwise owns or has right of reference to the data/studies), 

(2) No additional information beyond what is included in the supplement or was 
embodied in the finding of safety and effectiveness for the original application or 
previously approved supplements is needed to support the change.  For example, 
this would likely be the case with respect to safety considerations if the dose(s) 
was/were the same as (or lower than) the original application, and. 

(3) All other “criteria” are met (e.g., the applicant owns or has right of reference to 
the data relied upon for approval of the supplement, the application does not rely 
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for approval on published literature based on data to which the applicant does not 
have a right of reference). 

An efficacy supplement is a 505(b)(2) supplement if: 

(1) Approval of the change proposed in the supplemental application would require 
data beyond that needed to support our previous finding of safety and efficacy in 
the approval of the original application (or earlier supplement), and the applicant 
has not conducted all of its own studies for approval of the change, or obtained a 
right to reference studies it does not own. For example, if the change were for a 
new indication AND a higher dose, we would likely require clinical efficacy data 
and preclinical safety data to approve the higher dose. If the applicant provided 
the effectiveness data, but had to rely on a different listed drug, or a new aspect of 
a previously cited listed drug, to support the safety of the new dose, the 
supplement would be a 505(b)(2),  

(2) The applicant relies for approval of the supplement on published literature that is 
based on data that the applicant does not own or have a right to reference.  If 
published literature is cited in the supplement but is not necessary for approval, 
the inclusion of such literature will not, in itself, make the supplement a 505(b)(2) 
supplement, or 

(3) The applicant is relying upon any data they do not own or to which they do not 
have right of reference.

If you have questions about whether an application is a 505(b)(1) or 505(b)(2) 
application, consult with your OND ADRA or OND IO. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADM NISTRATION
REQUEST FOR CONSULTATION

TO (Division/Office):
Mail: OSE/DMEPA 

FROM: DDDP 
J. Paul Phillips/x6-3935 

DATE
07/16/2012

IND NO. NDA NO. 
204141

TYPE OF DOCUMENT 
New NDA—Labeling 

DATE OF DOCUMENT 

06/11/2012
NAME OF DRUG 
(desoximetasone) Spray, 0.25% 

PRIORITY CONSIDERATION CLASSIFICATION OF DRUG DESIRED COMPLETION DATE 

01/04/2013
NAME OF FIRM: Taro Pharmaceuticals USA, Inc.

REASON FOR REQUEST

I. GENERAL

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE/ADDITION 
  MEETING PLANNED BY

  PRE--NDA MEETING 
  END OF PHASE II MEETING 
  RESUBMISSION 
  SAFETY/EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):

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 
  BIOAVAILABILTY STUDIES 
  PHASE IV STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL-BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

IV. DRUG EXPERIENCE

  PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   PRECLINICAL 

COMMENTS/SPECIAL INSTRUCTIONS: 
Background 
The active moiety (desoximetasone) was originally approved in 1977 as Topicort (desoximetasone) Cream, 0.25%.  Since that time, there have been subsequent approvals for additional dosage 
forms for Gel (0.05%) and Ointment (0.05%, 0.25%).  In the current NDA (204141) the sponsor (Taro) has submitted information for the newest dosage form, Spray (0.25%). 

Application is electronic.  EDR: \\CDSESUB5\EVSPROD\NDA204141\204141.enx

Consult Request 
Please review the proposed carton/container labels and provide any comments. 
Mid-Cycle Meeting: 11/2/12 
Labeling Meetings: 11/5/12; 11/26/12; 12/3/12; 12/10/12
Wrap-Up Meeting: 1/14/13

SIGNATURE OF REQUESTER 
J. Paul Phillips 

METHOD OF DELIVERY (Check one) 
  MAIL       DARRTS         HAND 

SIGNATURE OF RECEIVER SIGNATURE OF DELIVERER 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADM NISTRATION

REQUEST FOR OPDP (previously DDMAC) LABELING REVIEW 
CONSULTATION

**Please send immediately following the Filing/Planning meeting** 
TO:  

CDER-DDMAC-RPM

FROM: (Name/Title, Office/Division/Phone number of requestor)

J. Paul Phillips/RPM, DDDP/06-3935     

REQUEST DATE 
07/16/2012

IND NO. 
101789

NDA/BLA NO. 
204141

TYPE OF DOCUMENTS 
(PLEASE CHECK OFF BELOW)

NAME OF DRUG 

(desoximetasone) Spray, 0.25% 

PRIORITY CONSIDERATION CLASSIFICATION OF DRUG 
Corticosteroid

DESIRED COMPLETION DATE  
(Generally 1 week before the wrap-up meeting) 

1/4/2013
NAME OF FIRM: 

Taro Pharmaceuticals USA Inc. 

PDUFA Date: 
4/12/2013

TYPE OF LABEL TO REVIEW

TYPE OF LABELING: 
(Check all that apply) 

PACKAGE INSERT (PI)
 PATIENT PACKAGE INSERT (PPI) 
 CARTON/CONTAINER LABELING 
 MEDICATION GUIDE 
 INSTRUCTIONS FOR USE(IFU) 

TYPE OF APPLICATION/SUBMISSION 
  ORIGINAL NDA/BLA 
 IND 
 EFFICACY SUPPLEMENT 
SAFETY SUPPLEMENT 
LABELING SUPPLEMENT 
 PLR CONVERSION 

REASON FOR LABELING CONSULT 
  INITIAL PROPOSED LABELING 
LABELING REVISION 

EDR link to submission:
\\CDSESUB5\EVSPROD\NDA204141\204141.enx

Please Note:  There is no need to send labeling at this time.  OPDP reviews substantially complete labeling, which has already 
been marked up by the CDER Review Team. After the disciplines have completed their sections of the labeling, a full review team
labeling meeting can be held to go over all of the revisions.  Within a week after this meeting, “ substantially complete”  labeling
should be sent to OPDP.  Once the substantially complete labeling is received, OPDP will complete its review within 14 calendar
days.
COMMENTS/SPECIAL INSTRUCTIONS:

Mid-Cycle Meeting: 11/2/12 
Labeling Meetings: 11/5/12; 11/26/12; 12/3/12; 12/10/12
Wrap-Up Meeting: 1/14/13

SIGNATURE OF REQUESTER 
J. Paul Phillips 

SIGNATURE OF RECEIVER METHOD OF DELIVERY (Check one) 
  eMAIL                        DARRTS   HAND 

Reference ID: 3159410



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

J P PHILLIPS
07/16/2012

Reference ID: 3159410



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADM NISTRATION
REQUEST FOR PATIENT LABELING REVIEW CONSULTATION

TO:  

CDER-DMPP-PatientLabelingTeam

FROM: (Name/Title, Office/Division/Phone number of requestor)     
J. Paul Phillips/RPM, DDDP/x6-3935  

REQUEST DATE: 

07/16/2012
NDA NO.: 

204141
TYPE OF DOCUMENTS: 
(PLEASE CHECK OFF BELOW)

NAME OF DRUG: 

(desoximetasone) Spray, 0.25% 

PRIORITY CONSIDERATION: CLASSIFICATION OF DRUG: DESIRED COMPLETION DATE  
(Generally 2 Weeks after receiving substantially 
complete labeling) 

1/4/2013
SPONSOR:

Taro Pharmaceuticals USA Inc. 

PDUFA Date: 
4/12/2013

TYPE OF LABEL TO REVIEW

TYPE OF LABELING: 
(Check all that apply) 

 PATIENT PACKAGE INSERT (PPI) 
 MEDICATION GUIDE 
 INSTRUCTIONS FOR USE(IFU) 

TYPE OF APPLICATION/SUBMISSION 
  ORIGINAL NDA/BLA 
 EFFICACY SUPPLEMENT 
SAFETY SUPPLEMENT 
LABELING SUPPLEMENT 
 MANUFACTURING (CMC) SUPPLEMENT 
 PLR CONVERSION 

REASON FOR LABELING CONSULT 
  INITIAL PROPOSED LABELING 
LABELING REVISION 

EDR link to submission:
\\CDSESUB5\EVSPROD\NDA204141\204141.enx

Please Note:  DMPP uses substantially complete labeling, which has already been marked up by the CDER Review Team, when 
reviewing MedGuides, IFUs, and PPIs.  Once the substantially complete labeling is received, DMPP will complete its review within
14 calendar days.  Please provide a copy of the sponsor’s proposed patient labeling in Word format.
COMMENTS/SPECIAL INSTRUCTIONS:

Filing/Planning Meeting: 7/20/12 
Mid-Cycle Meeting: 11/2/12 
Labeling Meetings: 11/5/12; 11/26/12; 12/3/12; 12/10/12
Wrap-Up Meeting: 1/14/13

SIGNATURE OF REQUESTER 
J. Paul Phillips 

SIGNATURE OF RECEIVER METHOD OF DELIVERY (Check one) 
  eMAIL (BLAs Only)   DARRTS 

Version: 12/9/2011 

Reference ID: 3159442



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

J P PHILLIPS
07/16/2012

Reference ID: 3159442



DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 204141 
NDA ACKNOWLEDGMENT

Taro Pharmaceuticals USA, Inc. 
Attention:  Kavita Srivastava 
Executive Director, Regulatory Affairs 
3 Skyline Drive 
Hawthorne, NY  10532 

Dear Ms. Srivastava: 

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

Name of Drug Product: (desoximetasone) Spray, 0.25%  

Date of Application: June 11, 2012 

Date of Receipt: June 12, 2012 

Our Reference Number:  NDA 204141 

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 August 10, 2012, 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: 
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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 (301) 796-3935. 

Sincerely,

{See appended electronic signature page}

J. Paul Phillips, MS 
Regulatory Health Project Manager 
Division of Dermatology and Dental Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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