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EXCLUSIVITY SUMMARY  

 
NDA #      202211     SUPPL #          HFD #       

Trade Name   Oxytrol for Women 
 
Generic Name   oxybutynin transdermal system 
     
Applicant Name   Merck Consumer Care       
 
Approval Date, If Known   01/25/13       
 
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:              

           
      

 
 
 
d)  Did the applicant request exclusivity? 
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   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). 

 
      
NDA# 202513 NDA #  021351 
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NDA# 22204       

NDA# 20897       

    
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: 

 
      

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

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

  
     YES  NO  

 
     If yes, explain:                                      
 

                                                              
 

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

   
   YES  NO  

 
     If yes, explain:                                          
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(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: 
 

      
 
                     

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 - study CL2008-13       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: 

 
NDA 202211 

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

 
Investigation #1      YES  NO  

   
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: 
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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"): 

 
       

 
 
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 # 74288  YES   !  NO       
      !  Explain:   
                                 

              
 

Investigation #2   ! 
! 

 IND #        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? 

 
 
 
 
 
Investigation #1   ! 

! 
YES       !  NO     
Explain:    !  Explain:  
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 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 persons completing form:  Melissa Furness and Lesley Furlong, M.D., M.S.                    
  
Title:  CPMS and CDTL, respectively 
Date:  01/30/13 
 
                                                       
Name of Office Directors signing form:  Shaw Chen, M.D., Ph.D. and Julie Beitz, M.D. 
Title:  Deputy Office Director ODE IV and Office Director ODE III, respectively 
 
 
 
Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12 
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• [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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Appendix to Action Package Checklist 
 
An NDA or NDA supplemental 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) Or 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. 

(3) Or 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) And 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. 

(3) And 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 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) Or 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. 

(3) Or 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 ODE’s 
ADRA. 
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From: Do, Phong
To: "Pierro, Nancy"
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Wednesday, October 24, 2012 8:22:00 AM

Dear Ms. Pierro,
 
Please refer to your March 26, 2012 New Drug Application, NDA 202211,  submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.
  
We have the following request for information:   

For Study 92062 (Label Comprehension Study of Enhanced Pregnancy Warning), we need clarification
for the following two issues:

For the general population (GP), we can reproduce the number of the subjects who
"Demonstrate Comprehension" for Question 4 by counting all subjects who were in one of the
three categories for the Q4NET variable: "CC" (correct/correct), "CD" (correct/partial
comprehension and understanding of risk), or "CE" (correct/partial comprehension insufficient
understanding of risk). For the low literate (LL) population, however, we can reproduce the
number of the subjects who "Demonstrate Comprehension" by counting all subjects who were in
one of the two categories for the Q4NET variable: "CC" (210 subjects) or "CD" (0 subject).
Please clarify why the subjects with "CE" for variable Q4NET were treated differently in your
analysis: eight (8) subjects in GP who had "CE" were considered as "Demonstrate
Comprehension" while thirteen (13) subjects in the LL population who had "CE" were considered
as "Did Not Demonstrate Comprehension".  

 

For the LL population, among 210 subjects who "Demonstrate Comprehension", you reported
that 205 of them as "Demonstrate Complete Comprehension" and 5 of them "Demonstrate
Partial Comprehension and Understanding of Risk". However, we cannot identify the variable
that distinguishes subjects who "Demonstrate Complete Comprehension" from those who
"Demonstrate Partial Comprehension and Understanding of Risk". Please identify the five (5)
subjects in the LL population who "Demonstrate Partial Comprehension and Understanding of
Risk" and explain the rationale.

Confirm receipt of this email and respond to this information request by COB  Friday, October 26,
2012  .
 
Thank you,
 

Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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____________________________________________________ 

 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

 
MEMORANDUM OF TELECONFERENCE MINUTES 
 
Teleconference Date and Time: Friday, July 20, 2012; 9:00 am EST 
Application Number:             NDA 202211 
Product Name: Oxytrol for Women (oxybutynin) patch, 3.9 mg. 
Sponsor/Applicant Name: Merck Consumer Health Care, Inc. (MCC) 
Teleconference Access:             Dial:  1-888-877-0620 

Participant Passcode:   
 

 
FDA ATTENDEES 
Eric Duffy, Ph.D., Division of New Drug Quality Assessment III Director 
Ali, Al Hakim, Ph.D., Branch VII Chief  
Terrance Ocheltree, Ph.D., Division of New Drug Quality Assessment II Director 
Sheldon B. Markofsky, Ph.D., Product Quality Reviewer 
Caroline Strasinger, Ph.D., Product Quality Reviewer 
Luz E Rivera, ONDQA Project Manager, DNCE  
 
 
SPONSOR ATTENDEES 
Merck Consumer Care Attendees: 
Sangeeta Patel, Sr. Manager RA, CMC   
Steve Walker, Director of Global CMC  
Anna Kalika, Sr. Manager UR Franchise 
Stephenie Barba, VP Head of Global RA  
Fowler Kevin, Formulator, Memphis R&D 
Wiggins David, Director, Analytical, Memphis R &D 
Pierro Nancy, Director, Rx to OTC Switch 
 
Watson Laboratories Inc Attendees: Manufacturer of Oxytrol Patches 
Eric Nelson, Director Lab Operations 
Burke Byrne, Manager, RA CMC 
James Greenbaum, Manager, Quality Engineering  
Tate Edwards, Manager, Pharmaceutical Technology 
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Post meeting comment: 
In the response dated July 26, 2012, you indicated that acceptance criteria and test methods 
for  adhesion will be provided by August 31, 2012.   
 
Action Items: 
 

Action Item Owner Due Date 

Develop a quantitative and 
qualitative specification and 
acceptance criteria for  

  

Merck Consumer Care August 31, 2012 

Define what is the criteria to 
define “product damage” 

Merck Consumer Care August 31, 2012 

Modify the stability protocol 
to incorporate the test for  

    

Merck Consumer Care August 31, 2012 
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From: Do, Phong
To: "Pierro, Nancy"
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Tuesday, September 25, 2012 11:14:00 AM

Ms. Pierro,
 
Please refer to your March 26, 2012 New Drug Application, NDA 202211,  submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.
  
We have the following request for information:   
 
Of all subjects reporting new or worsening symptoms at the weeks 3, 7 and 12 interviews, please
provide a table/line listing that includes those who checked “other,” i.e., those who reported symptoms
not included in the questionnaires’ lists, and all the AEs they reported over the duration of the
CONTROL trial.  Please provide this as a simple table and as a SAS file, if possible.  If there is a
separate dataset that simply includes description of the “other” symptoms, please provide it as well.  
 
Confirm receipt of this email and respond to this information request by COB  Friday, September 28,
2012  .
 
Thank you,
 

Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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• Given the difficulties with removal of the product from the pouch and the degree of 
 observed with the prescription (Rx) Oxytrol, particularly of older 

samples, a shelf-life of  is not supported for the Over-the Counter (OTC) 
Oxytrol product without further justification.  The Agency recognizes the historical 
Rx data provided in the amendment 30-AUG-2012, however, until the proposed 
method can be validated to properly assess the degree of , greater 
experience with the proposed  method can be provided, and the potential 
impact on usability of the product in the OTC patient population can be assessed, a 
shelf-life of  cannot be granted.  Based on stability data of the OTC product 
and samples provided to the Agency during the current review cycle, a shelf-life of 
12 months is acceptable for the OTC Oxytrol product.  Extensions of the 12 month 
shelf-life can be requested through annual reports with supportive data.  The 
Applicant should also provide quarterly complaints to the Agency of the OTC 
Oxytrol product once marketed to support its use in the OTC patient population.   

  
 
If you have any questions, call LCDR Luz E Rivera, Regulatory Project Manager, at (301) 796 
4013. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Terrance Ocheltree, RPh, PhD 
Director Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 
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MEMORANDUM OF TELECON 
 
DATE:  September 13, 2012 
APPLICATION NUMBER: NDA 202211 
 
BETWEEN: 

Nancy Pierro - Regulatory 
Stephenie Barba - Head of Regulatory 
Dr. Ed Hemwall - R+D OTC Switch Franchise lead 
Amy Replogle - R+D program lead 

 
Dr. Raj Mishra - Head of Medical Affairs 
Dr. Alankar Gupta - Medical 

Representing:  MSD Consumer Care 888-877-0620 
AND 

Name: Lesley Furlong, Ryan Raffaelli, Phong Do, Melissa Furness  
Division of Nonprescription Clinical Evaluation, HFD-560 

 
SUBJECT: NDA 202211 Case Report Forms clarification 
 
The teleconference was held at FDA’s request to help FDA reviewers understand how 
misuse was identified and mitigated in the applicant’s actual use study (the “CONTROL” 
study).  FDA stated that the call was made to review examples of case report forms.  
FDA was interested in subjects over 65 yo who were considered to misuse the patch by 
simultaneous use.  FDA acknowledged the applicant’s table listing case report forms that 
met those criteria.  The table included columns showing if subjects’ misuse was mitigated 
for simultaneous use and whether misuse was also mitigated for the secondary endpoint 
5, combined misuse by simultaneous use or prolonged duration of use.  FDA requested 
clarification on misuse for two examples (subjects #10-0008 and #22-0011).  
 
The applicant stated that the way subjects were determined to have misused by 
simultaneous use was identification of overlapping dates on their diary cards.  For 
example, subject #10-0008 applied the first patch on June 10, 2010 and removed on June 
14, 2010.  Subject then applied second patch on June 14, 2010.  This was acceptable 
because a subject may remove and attach a patch on the same day.  However on diary 
card #2, subject took off last patch on July 19, 2010 and on card #3 applied patch on July 
17, 2010.  Therefore, subject had overlap of 2-3 days.  That is why subject#10-0008 was 
considered to have misused by simultaneous use.  This subject was not considered to 
have mitigating factors because the subject was not asked pertinent End-of-Study 
questions #13/13a.  These questions address multiple patch use.  The applicant reported 
that eight subjects who had simultaneous use were not asked those questions, and 
therefore could not be mitigated.   
 
Subject #22-0011 was determined to have a mitigating factor because subject’s diary card 
#2 showed application of first patch on June 30, 2010 and removal on September 4, 2010.  
Subject’s second patch was applied on July 5, 2010 and removed July 9, 2010.  The 
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applicant’s clinical reviewers performing mitigation review felt that was an obvious diary 
card error.  The applicant’s reviewers thought it highly unlikely that the subject wore the 
patch for more than two months.   
 
FDA thanked the applicant for the clarifying information and informed the applicant to 
expect a request from the review team for several additional case report forms.  
 
Phong Do, Regulatory Project Manager 
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From: Do, Phong
To: "Pierro, Nancy"
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Thursday, September 13, 2012 12:45:00 PM

Ms. Pierro,
 
Please refer to your March 26, 2012 New Drug Application, NDA 202211,  submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.
  
We have the following requests for information:   
 
Please provide the  case report forms for the following subjects in the CONTROL trial: 
12-0121
11-0085
23-0061
15-0050
21-0050
 
 
Confirm receipt of this email and respond to this information request by
COB  Monday, September   17 , 2012.
 
Thank you,
 

Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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From: Do, Phong
To: "Pierro, Nancy"
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Tuesday, September 04, 2012 2:20:00 PM

Ms. Pierro,
 
Please refer to your March 26, 2012 New Drug Application, NDA 202211,  submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.
 
We also refer to your August 28  and September 4, 2012  amendments  responding to our August
20  and 30,  2012  requests for information.
 
We have the following requests for information:   
 
We fully understand the objectives of Cohort 3 and how it was recruited. We also understand that this
is not a self selection study but rather a label comp study. Our questions pertain to Cohort 1.
 
You have stated in your response that respondents who ended up in Cohort 1 and 2 were not asked
about any self reported diabetes risk factors. However, the pre-recruit screener that was submitted with
the NDA is confusing relative to this point, because 1) there is no “hard stop” after Q. 6 when
respondents were determined to qualify for C1/C2 and 2) the “Cohort Score Sheet” (on page 27 of 42)
implies that Q 7C and 8D could have been asked of Cohorts 1 and 2.
 
Since you have stated in your response that “if they did have OAB symptoms, they continued to be
screened for Cohorts 1 and 2”, please provide all of these questions that were asked of Cohorts 1 and
2 after Q 6 (OAB symptoms), as well as the page citation of where these can be found in the protocol.
 
 
 Confirm receipt of this email and respond to this information request by
COB Thursday , September  6 , 2012.
 
Thank you,
 

Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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From: Do, Phong
To: "Pierro, Nancy"
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Thursday, August 30, 2012 11:47:00 AM

Ms. Pierro,
 
Please refer to your March 26, 2012 New Drug Application, NDA 202211,  submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.
 
We also refer to your August 28, 2012 amendment responding to our August 20, 2012 request for
information.
 
We have the following requests for information:  
 
 

1)      Your response states that there was an overlap of the low literacy individuals between Cohorts
1 and 2 – in other words, that these were not two unique cohorts.

 
o       Please clarify whether there was also any overlap of the low literacy individuals (of

those with OAB symptoms) between Cohort 3 and Cohorts 1 and/or 2.
                    

2)      We understand that the subjects in Cohort 1 were not screened (ie, as in being administered
the diabetes risk assessment calculator) for diabetes risk and that the risk assessment
calculator screening per se only occurred in Cohort 3.  We are distinguishing here between
“screening” and “asking about”. (For example, subjects may be asked about income for
demographic analysis purposes in standard consumer research studies, but it would incorrect
to say that they are being screened for this)

 
So, to restate our August 20th question - It appears that Cohort 3 potential respondents were
asked about self reported diabetes risk factors – and – from the protocol as well as your
response to Q 3 – it appears that some of them ended up being placed into Cohort 1 (or 2)
simply because those cohorts had not been filled yet.

 
o    Can you confirm, then, whether or not any of the respondents who ended up in

Cohort 1 had been asked about any self reported diabetes risk factors. If so,
please provide us with the relevant unique subject ids of these individuals, as well
as their responses regarding the self reported diabetes risk factors. 

 
 3)  Send the Oxytrol for Women 14-count carton labeling. Indicate if the 14-count carton labeling

is representative and specifically, what it represents. We remind you that representative
labeling should only be submitted when the only difference is the package count size or
container volume (e.g., ml or oz).

 
 
Confirm receipt of this email and respond to this information request by COB Wednesday, September
5, 2012.
 
Thank you,
 

Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
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From: Do, Phong
To: "Pierro, Nancy"
Bcc: Raffaelli, Ryan; Furlong, Lesley-Anne
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Wednesday, August 22, 2012 9:16:00 AM

Dear Ms. Pierro,

Please refer to your March 26, 2012 New Drug Application, NDA 202211, submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.

We have the following requests for information: 
Submit to the Agency all quality-related reports or complaints (including those with or
without adverse events) and any reports related to medication errors with the Oxytrol
(oxybutynin) transdermal system for the duration of the CONTROL trial. We are specifically
interested in those reports, errors, and adverse events pertaining to difficulty removing the
system from the container closure (pouch), excessive , and adhesion problems
(excessive adhesion to skin, partial or complete adhesion failures, tight release). In addition,
note any lot trends observed.

Confirm receipt of this email and respond to this information request by COB August 27, 2012.

Thank you, 
Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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From: Do, Phong
To: "Pierro, Nancy"
Bcc: Cohen, Barbara R (CDER); Furlong, Lesley-Anne
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Monday, August 20, 2012 5:26:00 PM

Dear Ms. Pierro,

Please refer to your March 26, 2012 New Drug Application, NDA 202211, submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.

We have the following requests for information:

1. Please provide us with the following analysis: for Questions 3 and 6 for Cohort 1 of the
pivotal study, an analysis comparing responses between those who were at self reported
risk for diabetes and those who were not. (It appears from your recruiting protocols that
those ages 44+ were all asked to some degree about self reported diabetes risk,
regardless of whether they ended up in Cohort 1 or 3.) 

2)      In the report on LCS 92099, targeted LCS on diabetic warnings among the general
population of women, it states that (p.20):

a.      If any LCS questionnaires were incomplete or unusable due to interviewer error in administration,
they were not entered into the dataset” Please provide us with information on how many questionnaires
- and at what sites - this occurred at.

b.      The report goes on to state “if corrections were necessary, they were
entered in the following manner: the wrong entry was crossed out and the correct
entry was placed next to it. Corrections were initialed and dated”. Please provide
documentation on how often this occurred, and note if (and where) the protocol
explicitly stated that respondents were not allowed to go back and change their
answers.

3)      In the report on 10054, self selection in pregnant women:

a.      The discussion on data quality assurance (p. 21) states. “If any self selection questionnaires were
incomplete and unusable due to interviewer error during the administration of this study, they were not
entered into the data set.” Please provide information on how many questionnaires – and at what sites
– this occurred at.

b.      The report goes on to state “if corrections were necessary, they were
entered in the following manner: the wrong entry was crossed out and the correct
entry was placed next to it. Corrections were initialed and dated”. Please provide
information on how often this occurred, and if the protocol explicitly stated that
respondents were not allowed to go back and change their answers.

Confirm receipt of this email and respond to this information request by COB August 27, 2012.

Thank you, 
Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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From: Do, Phong
To: "Pierro, Nancy"
Bcc: Raffaelli, Ryan; Furlong, Lesley-Anne
Subject: NDA 202211; Oxytrol for Women; Information Request
Date: Friday, August 17, 2012 3:58:00 PM

Ms. Pierro,
 
Please refer to your March 26, 2012 New Drug Application, NDA 202211,  submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg.
 
We have the following requests for information:

Please provide summary tables similar to Tables 14-14-35-1 through 14-14-35-3 (Proportion of
Subjects who misused the patch, by race, age and literacy) for secondary endpoint 5.  Please
create separate tables for the proportion of users who misused based on increased duration of
use (> 4 days) and those who misused based on simultaneous use.  
Provide the Subject IDs, or a collection of the Case Report Forms, for the subjects ≥ 65 years
of age who are included in the above tables indicating misuse by simultaneous use.

Confirm receipt of this email and respond to this information request by COB Wednesday, August 22,
2012.
 
Thank you,

Phong Do, PharmD 
LCDR - USPHS 
Regulatory Project Manager 
FDA/CDER/ODEIV/DNCE 
Phone 301-796-4795
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

 
NDA 202211 INFORMATION REQUEST 

 
 
MSD Consumer Care, Inc. 
Attention: Nancy Pierro 
Associated Director, Regulatory Affairs 
556 Morris Avenue  
Summit, NJ 07901 
 
 
Dear Ms. Pierro: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Oxytrol for Women (oxybutynin) patch, 3.9 mg on March 26, 
2012.  
 
We are reviewing the Chemistry, Manufacturing and Controls section of your submission and 
have the following comments and information requests.  We request a written response by July 
20, 2012 in order to continue our evaluation of your NDA. 
 
Regarding the Drug Product Release Specification and Stability Testing: 
 

1. Establish a package integrity or burst test and acceptance criteria. 
2. Include in the appearance criterion an observation for the absence of  and/or 

visible particulates.  Provide justification if microscopic methods are not to be routinely 
employed. 

3. Establish a tests and acceptance criteria for the following, to be used at release and on 
stability.  Include upper and lower limits where appropriate. 

•  
•  
• adhesion 

 
General Comments: 

4. Submit to the Agency all quality-related reports or complaints (including those with or 
without adverse events) and any reports related to medication errors with the Oxytrol 
(oxybutynin) transdermal system for the past 9 years. We are specifically interested in 
those reports, errors, and adverse events pertaining to difficulty removing the system 
from the container closure (pouch), excessive , and adhesion problems 
(excessive adhesion to skin, partial or complete adhesion failures, tight release). In 
addition, note any lot trends observed.  
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5. Please note that the final action for NDA 202-211 is dependent upon approval of pending 
Supplement-6 of the referenced NDA 21-351.  

 
If you have any questions, call LT Luz E Rivera, Regulatory Project Manager, at (301) 796 4013. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Terrance Ocheltree, PhD 
Division Director 
Division  of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
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 202211 
PROPRIETARY NAME REQUEST  
CONDITIONALLY ACCEPTABLE  

MSD Consumer Care, Inc. 
556 Morris Avenue 
Summit, NJ 07901 
 
Attention:  Nancy Pierro 
                  Associate Director, Regulatory Affairs 
 
Dear Ms. Pierro: 
   
Please refer to your New Drug Application (NDA) dated and received March 26, 2012, 
submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for Oxybutynin 
Transdermal System, 3.9 mg per day.   
 
We also refer to your correspondence dated March 26, 2012, and received March 27, 2012, 
requesting review of your proposed proprietary name Oxytrol for Women.  We have completed 
our review of the proposed proprietary name and have concluded that it is conditionally 
acceptable.  
 
The proposed proprietary name, Oxytrol for Women, 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 dated March 26, 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 Ermias Zerislassie, Regulatory Project Manager in the 
Office of Surveillance and Epidemiology, at (301) 796-0097.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Phong Do at (301) 796-4795.   
 

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 

Reference ID: 3149772



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

CAROL A HOLQUIST
06/22/2012

Reference ID: 3149772



 
 
DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 
NDA 202211 
 FILING COMMUNICATION 
 
MSD Consumer Care, Inc. 
Attention: Nancy Pierro 
       Associate Director, Regulatory Affairs 
556 Morris Avenue 
Summit, NJ  07901 
 
Dear Ms. Pierro: 
 
Please refer to your New Drug Application (NDA) dated March 26, 2012, received March 26, 
2012, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act, for Oxytrol 
for Women (oxybutynin) patch, 3.9 mg. 
 
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 January 26, 
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 December 17, 2012. 
 
During our filing review of your application, we identified the following potential review issues 
and request that you submit the following information: 
 

1. Please provide the following literature references for our review (Module 2.7.5): 
References 3, 26, 76, 122-136, 174, and 216. 

 
2. For the following subjects with mitigation profiles created (Subject IDs: CL2008-13-10-

0133, CL2008-13-12-0086, CL2008-13-11-0019, CL2008-13-17-0124, CL2008-13-26-
0152, CL2008-13-30-0084, CL2008-13-16-0019, CL2008-13-32-0058), please provide 
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their case report forms (CRFs) so that we can more fully evaluate examples of the 
mitigation assessment. 

 
3. Table 14-14-45 lists those subjects who were considered misusers, based on the 

Secondary Endpoint 3, and who were assessed for mitigation. Please provide the CRFs 
for the following subjects (Subject number: CL2008-13-10-0021, CL2008-13-10-0025, 
CL2008-13-11-0098, CL2008-13-19-0007, CL2008-13-25-0028, CL2008-13-23-0067) 
so that we can more fully evaluate examples of the mitigation assessment. 

 
4. Section 11.1.7 of the final study report for Protocol CL2008-13 describes patch misuse 

based on Secondary Endpoint 5. Such misuse was assessed for mitigation. If a table 
similar to Table 14-14-45 (“Secondary Endpoint 3: Listing of Misusers and Mitigation 
Assessment with Reasons for Mitigation by Subject Number”) exists for Secondary 
Endpoint 5, please identify its location. If no such table exists, please provide a similar 
table for subjects who misused the drug by multiple simultaneous patch use. 

 
5. A drug product applied to the skin with the potential to be used chronically is typically 

supported by chronic toxicity and carcinogenicity data by this route. Please address if you 
are aware of any chronic dermal toxicity studies or dermal carcinogenicity studies 
conducted with the oxybutynin product. 

 
6. You submitted a prescription consumer information leaflet in your package.  Please 

clarify if you plan to market the over-the-counter product with an OTC consumer 
information leaflet.  If so, submit an OTC consumer information leaflet. 

 
7. Clarify if the 2-count carton is a retail-size or a sample-size. 

 
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 
deficiencies that may be identified during our review.  Issues may be added, deleted, expanded 
upon, or modified as we review the application.  If you respond to these issues during this review 
cycle, we may not consider your response before we take an action on your application. 
 
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. 
 
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.  
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Because none of these criteria apply to your application, you are exempt from this requirement.  
 
If you have any questions, call Phong Do, Regulatory Project Manager, at (301) 796-4795. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Joel Schiffenbauer, M.D. 
Deputy Director 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 
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From: Pierro, Nancy
To: Rivera, Luz E (CDER)
Cc: Do, Phong; Patel, Sangeeta
Subject: RE: Request for NDA 202211
Date: Friday, June 01, 2012 2:28:02 PM

Dear Dr. Rivera,
 
I'm writing to acknowledge receipt of your request. 
 
My colleague, Sangeeta Patel, will be responding, and may be contacting you if she has any questions.
 
Best regards,

Nancy Pierro 
Regulatory Affairs 
Merck Consumer Care 
556 Morris Avenue 
Summit, NJ  07901 
(908) 473-5709 phone 
(908) 473-3814 fax

 

From: Rivera, Luz E (CDER) [mailto:Luz.E.Rivera@fda.hhs.gov] 
Sent: Friday, June 01, 2012 1:47 PM
To: Pierro, Nancy
Cc: Do, Phong
Subject: Request for NDA 202211

Good afternoon Ms. Pierro,
 
We are reviewing the Chemistry Manufacturing and Control section of your NDA 202211.  We need

some additional information from you in order to continue our evaluation. 
 
To aid in review of the NDA, provide 10 samples of each of the following by June 15, 2012:

The transdermal system in the currently marketed (prescription packaging) near
the beginning of shelf-life 
The transdermal system in the currently marketed (prescription packaging)
nearing the end of shelf-life
The transdermal system in the proposed OTC packaging near the beginning of
shelf life
The transdermal system in the proposed OTC packaging at the latest time point
available in the on-going stability studies.

 
Include the batch numbers associated with the provided drug products. The transdermal

systems may be sent to the Attention of:
 

FDA – White Oak
Luz Rivera - CDER/OPS/ONDQA
Bldg. 21, Rm 2605
10903 New Hampshire Avenue
Silver Spring, MD 20993
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Please contact me if you have any questions,
 
Luz.E. Rivera, Psy.D.
LT, USPHS
Regulatory Health Project Manager
FDA/CDER/OPS/ ONDQA
Division of New Drug Quality Assessment III
Phone (301) 796-4013
luz.e.rivera@fda.hhs.gov
 
 
Notice:  This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station,
New Jersey, USA 08889), and/or its affiliates Direct contact information
for affiliates is available at 
http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely
for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,
please notify us immediately by reply e-mail and then delete it from 
your system.
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From: Pierro, Nancy
To: Do, Phong
Subject: RE: NDA 202211; Oxytrol for Women; Information Request
Date: Thursday, April 26, 2012 4:08:28 PM

Dear Phong,
 
Thanks for your email.  I am writing to acknowledge receipt.
 
Best regards,

Nancy Pierro 
Regulatory Affairs 
Merck Consumer Care 
556 Morris Avenue 
Summit, NJ  07901 
(908) 473-5709 phone 
(908) 473-3814 fax

 

From: Do, Phong [mailto:Phong.Do@fda.hhs.gov] 
Sent: Thursday, April 26, 2012 4:05 PM
To: Pierro, Nancy
Subject: NDA 202211; Oxytrol for Women; Information Request

Dear Ms. Pierro:
 
Please refer to your New Drug Application (NDA) submitted on March 26, 2012 under
section 505(b) of the Federal Food, Drug, and Cosmetic Act for Oxytrol for Women
(oxybutynin) patch, 3.9 mg.
 
We are reviewing the biostatistics section of your submission and have the following
comments and information requests.  We request a response by May 24, 2012 in order to
continue our evaluation of your NDA.
 

1. Please resubmit the primary efficacy dataset ADEP1 with the following 24 flag
variables (12 for pre-mitigation and 12 for post-mitigation) included:

One flag for “condition worsens” and one flag indicating whether the user stops
use or not when the condition worsens
One flag for” new symptoms appear” and one flag indicating whether the user
stops use or not when new symptoms appear
One flag for “condition does not improve after 2 weeks of use” and one flag
indicating whether the user stops use or not when the condition worsens
One flag for “having an allergic reaction to the product” and one flag indicating
whether the user stops use or not when having an allergic reaction to the
product
One flag for “having severe redness, itchiness, or blistering at the site of
application” and one flag indicating whether the user stops use or not when
having severe redness, itchiness, or blistering at the site of application
One flag for “having abdominal and/or pelvic pain” and one flag indicating
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whether the user stops use or not when having abdominal and/or pelvic pain
 

Please use the following format: 1 for Yes, 2 for No, and 99 for Missing for these variables.
Please also submit the program codes used to derive these variables. We expect that these
program codes will help us understand how the primary and key secondary endpoints are
derived, and the derived variables will enable us to reproduce your results presented in Table
13, 14, 16, 18, and 20 of the study report and perform supportive analyses if needed during
our review.
 
2.      Please submit the program codes used to produce the primary efficacy results for all the

label comprehension and self-selection studies.
 
Please confirm receipt of this email.
 
Thank you,
Phong Do, PharmD
Lieutenant - USPHS
Regulatory Project Manager
FDA/CDER/ODEIV/DNCE
Phone 301-796-4795
 
 
 
 
Notice:  This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station,
New Jersey, USA 08889), and/or its affiliates Direct contact information
for affiliates is available at 
http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely
for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,
please notify us immediately by reply e-mail and then delete it from 
your system.
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NDA 202211  

NDA ACKNOWLEDGMENT 
 
MSD Consumer Care, Inc. 
Attention: Nancy Pierro 
       Associate Director, Regulatory Affairs 
556 Morris Avenue 
Summit, NJ  07901 
 
Dear Ms. Pierro: 
 
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: Oxytrol for Women (oxybutynin) patch, 3.9 mg 
 
Date of Application: March 26, 2012 
 
Date of Receipt: March 26, 2012 
 
Our Reference Number:  NDA 202211 
 
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 May 25, 2012, in 
accordance with 21 CFR 314.101(a). 
 
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: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Nonprescription Clinical Evaluation 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
 

Reference ID: 3112670
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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) 796-4795. 
 

Sincerely, 
 
{See appended electronic signature page} 

 
Phong Do, Pharm.D. 
Regulatory Project Manager 
Division of Nonprescription Clinical Evaluation 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 

Reference ID: 3112670
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