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EXCLUSIVITY SUMMARY  

 
NDA # 204412     SUPPL # N/A    HFD #       

Trade Name:   Delzicol 
 
Generic Name:   mesalamine 
     
Applicant Name:   Warner Chilcott Company (US Agent: Warner Chilcott (US), LLC)  
     
Approval Date, If Known:   February 1, 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.     

 
The study submitted by the sponsor is a BA/BE study entitled “A Study to Assess the 
Relative Bioavailability of Two WC3045 Formulations in Healthy Subjects, Study 
PR-08210.”  
 
The approved Asacol 400 mg tablet and the proposed new WC3045 capsule (NDA 
204412) are both delayed-release products, differing only with respect to a 
plasticizer excipient, and the final presentation (capsules instead of tablets).  The 
dose, dosing regimen, and indication remain unchanged.  Thus it was agreed 
upon that NDA approval can be based upon demonstration of comparable 
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systemic mesalamine exposures (bioequivalence) between the approved 
(reference) and new (test) formulations via the conduct of a relative 
bioavailability/bioequivalence 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:              

           
N/A 

 
d)  Did the applicant request exclusivity? 

   YES  NO  
 
If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 
 

      
 

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 
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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# 21830 Asacol HD (mesalamine) Delayed-Release Tablet 

NDA# 19651 Asacol (mesalamine) Delayed-Release Tablet 

NDA# 22000 Lialda (mesalamine) Delayed-Release Tablet 

NDA# 20049 Pentasa (mesalamine) Extended Release Capsule 

NDA# 22301 Apriso (mesalamine) Extended Release Capsule 

NDA# 19618 Rowasa (mesalamine) enema, rectal 

ANDA# 76751 (mesalamine) enema, rectal 

ANDA# 76841 (mesalamine) enema, rectal 

    
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#             
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IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.)  
IF “YES,” GO TO PART III. 
 
 
PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS 
 
To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."   
 
 
1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
is "yes" for any investigation referred to in another application, do not complete remainder of 
summary for that investigation.  

   YES  NO  
 
IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.  
 
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: 
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(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would not 
independently support approval of the application? 

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

  
     YES  NO  

 
     If yes, explain:                                      
 

                                                              
 

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

   
   YES  NO  

 
     If yes, explain:                                          
 

                                                              
 

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 
investigations submitted in the application that are essential to the approval: 

 
      

 
                     

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 
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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 
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"): 

 
       

 
 
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 #        YES   !  NO       
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      !  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:  

                 
  
 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:  Anissa Davis                     
Title:  Senior Regulatory Project Manager 
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Date:  January 25, 2013 
 
                                                       
Name of Office/Division Director signing form:  Joyce Korvick 
Title:  Deputy Director of Safety 
 
 
Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12 
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Davis, Anissa

From: Davis, Anissa
Sent: Thursday, January 31, 2013 4:33 PM
To: 'Wei Zhuang'
Subject: NDA 204412 Delzicol (mesalamine)

Importance: High

Hi Wei: 
 
We wish to determine if the following testing site is redundant. 
 
Regarding the specific manufacturing responsibilities concerning the Warner Chilcott UK testing laboratory in Larne, UK, 
please provide the following: 
 

 The specific tests performed at the site for drug product release and stability testing 
 
Please provide a statement to indicate if these tests are/are not performed at other sites listed in your application in 
support of commercial operations. 
 
Please provide your response by 10:00am tomorrow, February 1, 2013.  
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M. 
CDR, USPHS Commissioned Corps  
Regulatory Project Manager  
Food and Drug Administration/Center for Drug Evaluation and Research 
Division of Gastroenterology/Inborn Errors Products  
Office of Drug Evaluation III  
(301) 796-5016(office)  
(301) 796-9904 (fax)  
Anissa.Davis@fda.hhs.gov 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER APPLICABLE LAW. 
 
If you are not the addressee, or a person authorized to deliver this document to the addressee, you are 
hereby notified that any review, disclosure, dissemination, copying, or other action based on the content 
of this communication is not authorized.  If you have received this document in error, please notify us 
immediately by telephone at (301) 796-0069.  Thank you. 
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Davis, Anissa

From: Davis, Anissa
Sent: Wednesday, January 30, 2013 8:35 AM
To: 'Wei Zhuang'
Cc: Barley, Stacy
Subject: NDA 204412 Delzicol (mesalamine) Delayed- Release Capsules
Attachments: annotlabel-1.30.13 Sponsor's copy.rtf; annotlabel-1.30.13 Sponsor's copy.pdf

Hello Wei: 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal Food, Drug, and 
Cosmetic Act for Delzicol (mesalamine) Delayed‐Release Capsules 400mg. 
 
Please review and make the minor edits noted in the attached PI and forward a courtesy track change word version to 
me by noon today. The Carton/Container labels has been reviewed and accepted. There are no other comments at this 
time. 
 
Thank you. 
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M. 
CDR, USPHS Commissioned Corps  
Regulatory Project Manager  
Food and Drug Administration/Center for Drug Evaluation and Research 
Division of Gastroenterology/Inborn Errors Products  
Office of Drug Evaluation III  
(301) 796-5016(office)  
(301) 796-9904 (fax)  
Anissa.Davis@fda.hhs.gov 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER APPLICABLE LAW. 
 
If you are not the addressee, or a person authorized to deliver this document to the addressee, you are 
hereby notified that any review, disclosure, dissemination, copying, or other action based on the content 
of this communication is not authorized.  If you have received this document in error, please notify us 
immediately by telephone at (301) 796-0069.  Thank you. 
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From: Davis, Anissa
To: "Wei Zhuang"
Cc: Barley, Stacy
Subject: NDA 204412 Delzicol (mesalamine) Delayed-Release Capsule
Date: Friday, January 25, 2013 5:46:40 PM
Attachments: annotlabel 1.25.13-Sponsor"s copy.doc

annotlabel 1.25.13-Sponsor"s copy.pdf

Good Afternoon Wei,
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for Delzicol (mesalamine) Delayed-Release Capsules 400mg.
 
We are continuing the process of reviewing your label for NDA 204412. Please see the attached
revisions. Ensure all edits made by you are in track change format. If you are in agreement with the
FDA revisions, accept the track changes (additions and/or deletions). Do not accept track changes
to your own revisions.  Additionally, if you are in agreement with the FDA track changes, please
update the highlight section to reflect those changes as well. Again, please do not accept your
own track changes.
 
Referring to the July 31, 2012 submission of your Labeling Carton and Container information, the
team has the following comments:
 

·        You removed the statement  from the principal display
panels of the container and carton labeling.  This statement should be returned to the label
since this is a safety issue.

·        Please insert your approved proprietary name in the Carton and Container.
 
Please submit the revised Carton and Container label and Package Insert by noon on Tuesday,
January 29, 2013.
 
 
Thank you.
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you

Reference ID: 3250947
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have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

NDA 204412 
PROPRIETARY NAME REQUEST  
CONDITIONALLY ACCEPTABLE  

 
Warner Chilcott Company, LLC 
c/o Warner Chicott (US), LLC 
100 Enterprise Drive 
Rockaway, NJ  07866 
 
ATTENTION:  Wei Zhuang 

  Senior Manager, Regulatory Affairs  
 
Dear Ms. Zhuang: 
 
Please refer to your New Drug Application (NDA) dated July 31, 2012, received August 1, 2012, 
submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act for Mesalamine 
Delayed-release Capsules, 400 mg. 
 
We also refer to your January 18, 2013, correspondence, received January 18, 2013, requesting 
review of your proposed proprietary name, Delzicol.  We have completed our review of the 
proposed proprietary name, Delzicol, and have concluded that it is acceptable.  
 
The proposed proprietary name, Delzicol, 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.  
Additionally, if any of the proposed product characteristics as stated in your January 18, 2013 
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, call Phong Do, Safety Regulatory Project Manager in the 
Office of Surveillance and Epidemiology, at (301) 796-4795. For any other information 
regarding this application, contact the Office of New Drugs (OND) Regulatory Project Manager, 
Anissa Davis, at (301) 796-5016. 
 

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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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
     PUBLIC HEALTH SERVICE 
     FOOD AND DRUG ADMINISTRATION 
     CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
MEETING DATE:   January 17, 2013 
TIME:    1:30 PM 
LOCATION:   WO 22 Room 4440 
APPLICATION:   NDA 204412 
DRUG NAME:    (mesalamine) delayed-release capsules, 400 mg 
TYPE OF MEETING:  Proposed Proprietary Name 
 
MEETING CHAIR:  Lubna Merchant 
 
MEETING RECORDER:  Phong Do 
 
FDA ATTENDEES: 
 

Lubna Merchant, Pharm.D., M.S., Team Leader, DMEPA 
Phong Do, Pharm.D., SRPM 

 
EXTERNAL CONSTITUENT ATTENDEES: 
 

Wei Zhuang, Sr. Manager, Regulatory Affairs 
Alvin Howard, Sr. Vice President, Regulatory Affairs 
Matthew Lamb 
 

Background 
Warner Chilcott Co, LLC submitted the proposed primary proprietary name,  for NDA 
202241, mesalamine delayed-release capsules, 400 mg on December 14, 2012. 
 
DMEPA requested this teleconference to inform Warner Chilcott Pharmaceuticals of preliminary 
concerns identified during the review of the proposed proprietary name,  
 
Product Information 

• Active Ingredient: Mesalamine  

• Indication of Use: Treatment of mildly to moderately active ulcerative colitis and 
maintenance of remission of ulcerative colitis 

• Route of Administration: Oral 

• Dosage Form: Delayed-release Capsules 

• Strength: 400 mg 

Reference ID: 3247162
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From: Barley, Stacy
To: "Wei Zhuang"
Cc: Davis, Anissa
Subject: NDA 204412 (mesalamine) Delayed-Release Capsules: PMR discussion
Date: Wednesday, January 16, 2013 4:40:40 PM

Hello Wei,

We are in the process of reviewing your application: NDA 204412 mesalamine Delayed-Release
Capsules. Please review the two post-marketing requirements below and provide feedback by COB
1/18/13. Contact me if you have any questions.

Study 1: A randomized, double-blind study in pediatric patients ages 5 to 17 years
with active mild to moderate ulcerative colitis (UC) using an age-appropriate
formulation to evaluate the pharmacokinetics, safety, and clinical response of
pediatric patients undergoing six weeks of oral mesalamine therapy. The study
should compare at least two different dose levels of mesalamine and enroll at least
40 pediatric patients in each dosing arm.

Protocol Submission Date: 8/31/2013 
Study Completion Date: 5/31/2015 
Final Report Submission: 9/30/2015

Study 2: A randomized, double-blind study in pediatric patients ages 5 to 17 years
using an age-appropriate formulation for the maintenance of remission of UC.

Protocol Submission Date: 8/31/2013 
Study Completion Date: 5/31/2016
Final Report Submission: 9/30/2016

Stacy Barley, RN, M.S.N., M.H.A.
CDR, USPHS Commissioned Corps
Senior Regulatory Project Manager
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
CDER/FDA
(301) 796-2137 (office)
(301) 796-9905 (fax)
stacy.barley@fda.hhs.gov

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.

If you are not the addressee, or a person authorized to deliver this document to the addressee, you are hereby notified that
any review, disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized.  If you have received this document in error, please notify us immediately by telephone at (301) 796-0069.  Thank
you.
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From: Davis, Anissa
To: "Wei Zhuang"
Cc: Barley, Stacy
Subject: NDA 204412 (mesalamine) Delayed- Release Capsules: Labeling, Carton & Container Information
Date: Monday, January 14, 2013 5:19:54 PM
Attachments: annotlabel- Sponsor"s copy.docx

annotlabel- Sponsor"s copy.pdf

Good Afternoon Wei,
 
We are continuing the process of reviewing your label for NDA 204412. Please see the attached
revisions. Ensure all edits made by you are in track change format. If you are in agreement with the
FDA revisions, accept the track changes (additions and/or deletions). Do not accept track changes
to your own revisions.  Additionally, if you are in agreement with the FDA track changes, please
update the highlight section to reflect those changes as well. Again, please do not accept your
own track changes.
 
Please submit the revisions to your Package Insert to the Agency by close of business Tuesday,
January 15, 2013.
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for WC3045 (mesalamine) Delayed-Release Capsules 400mg.
Referring to the July 31, 2012 submission of your Labeling Carton and Container information, the
team has the following comments:
 

1.       All Label and Labeling (container label [180 count] sample container label
[12 count], and sample carton labeling [12 count])
 

 

a.   Update all labels and labeling to remove reference to the proprietary name,
‘  as this name has been denied.
 
b. Although it appears the established name is printed in letters that are at
least half as large as the letters comprising the proprietary name, the prominence
of the established name is lessened due to the small font thickness in relation to
the proprietary name. Revise the presentation of the established name taking
into account all pertinent factors, including font thickness, typography, layout,
contrast and other printing features in accordance with 21 CFR 201.10(g)(2).
 
c.   Remove the statement “per capsule” as the dosage form (‘capsule’) is
already stated and therefore this statement is redundant.
 
d. Locate the strength statement (‘400 mg’) to appear just below the dosage
form (‘delayed-release capsules’).
 
e.   The lines incorporated into the graphic are too prominent and interfere with
the readability of other information such as the net quantity statement. Please
revise or delete the lines.
 
f.   Revise the presentation of the “Rx Only” statement, the net quantity
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statement (“12 capsules”) and the statement “Sample-Not for Sale” appearing at
the lower part of the principal display panel to improve its readability. The use
of overly fanciful font makes such statements difficult to read.
 
g. Add this important dosing message on to the label: “Take each dose at least
one hour before or 2 hours after a meal”.
 
h. Incorporate space between all statements on the principal display panel to
assist with readability.
 

2.       Sample Tray
 
See Recommendations A(1)(a) and A(1)(b).
 

3.      Container Label (180 count) and Sample Carton Labeling (12 count)
 

Ensure that the “New formulation” alert is implemented only for the first
six months of new product marketing.
 

4.       Sample Carton Labeling
 
Revise the presentation of the “Rx Only” statement, the net quantity statement
(“12 capsules”) and the statement “Sample-Not for Sale” appearing at the lower
part of the principal display panel to improve its readability. The use of the
yellow outline with white lettering makes these statements difficult to read on
the images provided to the Agency.
 

5.       Sample Container Label
 

          Consider moving the lot and expiration date to the side panel for the sample
container label to accommodate the above recommendations

 
Please submit your revisions to the Labeling Carton and Container to the Agency by Thursday,
January 17, 2013 or sooner, if possible.
 
Also, please copy Stacy Barley on all email correspondence related to this application.
 
Thank you
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

 
 Food and Drug Administration 

Silver Spring, MD  20993 
 
 

NDA 204412 
PROPRIETARY NAME REQUEST  

WITHDRAWN 
   

Warner Chilcott Company, LLC 
100 Enterprise Drive 
Rockaway, NJ  07866 
 
ATTENTION:  Wei Zhuang 

  Senior Manager, Regulatory Affairs  
 
Dear Ms. Zhuang: 
 
Please refer to your New Drug Application (NDA) dated July 31, 2012, received August 1, 2012, 
submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act for Mesalamine 
Delayed-release Capsules, 400 mg. 
 
We acknowledge receipt of your December 14, 2012, correspondence, on December 14, 2012, 
notifying us that you are withdrawing your request for a review of the proposed proprietary name 

  This proposed proprietary name request is considered withdrawn as of December 14, 
2012.   
 
If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, call Phong Do, Regulatory Project Manager in the Office of 
Surveillance and Epidemiology, at (301) 796-4795.  For any other information regarding this 
application, contact the Office of New Drugs (OND) Regulatory Project Manager.   
 
 

 
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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From: Davis, Anissa
To: "Wei Zhuang"
Subject: RE: NDA 204412 (mesalamine) Delayed-Release Capsules: Information Request
Date: Tuesday, January 08, 2013 10:59:56 AM

Hello Wei:
 
Below is the language you can utilize to submit your response to bullet one in the Information
Request forwarded to you yesterday, January 7, 2013-see email below:
 
(Name of Sponsor) certifies that the clinical study of  (name of drug) in pediatric patients will be
conducted with due diligence at the earliest possible time. (Name of Sponsor) also certifies that
all statements made in the request for partial waiver and deferral of pediatric studies are true
and correct, and that the information included is believed to adequately support the Request for
a Partial Waiver and Deferral of Pediatric Studies.
 
Please type it, sign/date, and submit to the application today. Also, please provide me with a
courtesy copy via email.
 
Additionally, thank you for providing the location of your responses to bullet two in your January 4,
2013 submission to the application.
 
Thanks
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
 
From: Davis, Anissa 
Sent: Monday, January 07, 2013 4:34 PM
To: 'Wei Zhuang'
Subject: NDA 204412 (mesalamine) Delayed-Release Capsules: Information Request
 
Good Afternoon Wei,
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Please refer to your New Drug Application (NDA) 204412 submitted under section 505(b) of
the Federal Food, Drug, and Cosmetic Act for WC3045 (mesalamine) Delayed-Release
Capsules 400mg. In reviewing your submission, the team has the following request for
information:
 

·       Provide the certification(s) required by FDCA Section 505B(a)(3) and (4) for the
request for partial waiver and deferral of pediatric studies submitted with this
application.

·       Provide a response ( official withdrawal letter) to the following request that
Catherine Tran-Zwanetz forwarded to you on December 7, 2012:
 

o    You are proposing to use two drug substance suppliers, 
. However, all the data that

you have submitted is for drug product batches manufactured with drug
substance from . Therefore, please withdraw the

 as a drug substance supplier.
 
Please provide a response by January 8, 2013. If responses are not received, this will
impact the review of this application.
 
Thank you.
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412 (mesalamine) Delayed-Release Capsules: Information Request
Date: Monday, January 07, 2013 4:33:37 PM

Good Afternoon Wei,
 
Please refer to your New Drug Application (NDA) 204412 submitted under section 505(b) of
the Federal Food, Drug, and Cosmetic Act for WC3045 (mesalamine) Delayed-Release
Capsules 400mg. In reviewing your submission, the team has the following request for
information:
 

·       Provide the certification(s) required by FDCA Section 505B(a)(3) and (4) for the
request for partial waiver and deferral of pediatric studies submitted with this
application.

·       Provide a response ( official withdrawal letter) to the following request that
Catherine Tran-Zwanetz forwarded to you on December 7, 2012:
 

o    You are proposing to use two drug substance suppliers,
. However, all the data that

you have submitted is for drug product batches manufactured with drug
substance from . Therefore, please withdraw the

 as a drug substance supplier.
 
Please provide a response by January 8, 2013. If responses are not received, this will
impact the review of this application.
 
Thank you.
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412 (mesalamine) Delayed-Release Capsule- Label Revision
Date: Friday, January 04, 2013 3:25:38 PM
Attachments: annotlabel2-Sponsor"s copy.doc

annotlabel2-Sponsor"s copy.pdf

Hello Wei:
 
We are in the process of reviewing your label for NDA 204412. Please see the attached revisions.
Ensure all edits made by you are in track change format . If you are in agreement with the FDA
revisions, accept the track changes (additions and/or deletions). Do not accept track changes to
your own revisions. 
 
Additionally, if you are in agreement with the FDA track changes, please update the highlight
section to reflect those changes as well. Again, please do not accept your own track changes.
 
Please submit your revisions to the Agency by close of business Tuesday, January 8, 2013.
 
Thank you
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: RE: NDA 204412 (mesalamine) Delayed-Release Capsule: Information Request
Date: Thursday, December 13, 2012 3:21:20 PM

Hello Wei:
Thanks for the information. I have forwarded this email to the CMC review team’s RPM, Catherine
Tran-Zwanetz to review and respond accordingly. If needed, you can contact her via email at
 Catherine.TranZwanetz@fda.hhs.gov
 
As it relates to the pediatric study  information, thank you and I look forward to your response on
12/19/12.
 
Thanks
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
 
From: Wei Zhuang [mailto:wei.zhuang@wcrx.com] 
Sent: Thursday, December 13, 2012 1:02 PM
To: Davis, Anissa
Cc: 'Wei Zhuang'
Subject: Re: NDA 204412 (mesalamine) Delayed-Release Capsule: Information Request
 
Hi Anissa, 

Thanks for reaching out to me for the Agency's information request! 

Our team discussed the Agency's request to revise the specification for dissolution testing at pH7.2
from 90 minutes to 75 minutes.  The proposed dissolution specification (90 minutes) in NDA 204412 is
based on USP <711> mesalamine delayed-release tablets and the specifications of the current
approved Asacol and Asacol HD tablets.  The dissolution testing is also a part of the stability testing,
and 90 minute time point is reported in the stability study based on the proposed specification.  There
are no stability dissolution testing data at 75 minutes to support changing dissolution testing at pH7.2
from 90 minutes to 75 minutes.   

Warner Chilcott acknowledges the Agency's suggestion to change dissolution testing at pH7.2 from 90
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·       Submit a timeline for the completion of your studies (must include at least dates for
protocol submission, study completion, and studies submission). Provide the dates in a
month/day/year format. 
·        The dissolution data provided in your NDA appear to support the acceptance criterion of
Q=80% at 75 minutes in the medium of pH 7.2 using the proposed dissolution conditions (USP
II, 50 rpm). We recommend that you implement this criterion and provide the revised
specification table for your drug product 
  
Provide your responses before or by 12/19/2012. 
  
  
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M. 
CDR, USPHS Commissioned Corps 
Regulatory Project Manager 
Food and Drug Administration/Center for Drug Evaluation and Research 
Division of Gastroenterology/Inborn Errors Products 
Office of Drug Evaluation III 
(301) 796-5016(office) 
(301) 796-9904 (fax) 
Anissa.Davis@fda.hhs.gov 
  
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER APPLICABLE LAW. 
  
If you are not the addressee, or a person authorized to deliver this document to the addressee, you are
hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of
this communication is not authorized.  If you have received this document in error, please notify us
immediately by telephone at (301) 796-0069.  Thank you. 
 
********************  WC Confidentiality Note: *******************
 
This email transmission and any documents accompanying this email
transmission contain information from Warner Chilcott, PLC, which is 
confidential.
The information is intended only for the use of the intended recipient.
If you are not the intended recipient, you are hereby notified that
any disclosure, copying, distribution or the taking of any action
in reliance on the contents of this email information is strictly 
prohibited,
and that the documents should be returned to Warner Chilcott immediately.
If you have received this email in error please notify us immediately
by replying to the email address set forth above.
 
**************************** Thank you ***************************
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 
 
NDA 204412 INFORMATION REQUEST 

 
Warner Chilcott Company, LLC. 
US Agent: Warner Chilcott (US) LLC. 
Attention: Wei Zhuang, Senior Manager 
100 Enterprise Drive 
Rockaway, NJ 07866 
 
 
Dear Ms. Zhuang: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Mesalamine Delayed-Release Capsules, 400 mg. 
 
We are reviewing the Chemistry, Manufacturing and Controls section of your submission and 
have the following comments and information requests.  We request a prompt written response 
in order to continue our evaluation of your NDA. 

• Since all core tablets for the drug product registration batches were manufactured by the 
“alternative process” described in Sec. 2.3.P.3.3.2.2.  Please amend your application to 
indicate that only the “alternative process” will be used in manufacturing the commercial 
product, and withdraw the “original process” from the application.  

 
• Please provide information regarding the composition of the white ink solution used to 

imprint the capsules. If this information can be found in a DMF, provide the DMF 
number, page number, and a letter of authorization from the DMF holder for FDA to 
review that DMF. 

 
• Please add testing for  to your drug product specification (release and 

stability).  
 

• You have committed to alternate stability testing of the 180-count and 12-count bottles 
on an annual basis. Please revise that commitment to test the 180-count bottle annually 
(testing of the 12-count bottle is optional) and report stability failures to FDA per 21 CFR 
314.81(b)(1)(ii).  

 
• You are proposing to use two drug substance suppliers,  

 However, all the data that you have 
submitted is for drug product batches manufactured with drug substance from  

.  Therefore, please withdraw the  as a drug substance 
supplier.  
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NDA 204412 
Page 2 
 
 

• Please provide specification for the drug substance, mesalamine. 
 
If you have any questions, call Cathy Tran-Zwanetz, Regulatory Project Manager, at (301) 796-
3877. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Moo-Jhong Rhee, Ph.D. 
Branch Chief, Branch IV 
Division of New Drug Quality Assessment 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412 (mesalamine) Delayed-Release Capsules
Date: Friday, December 07, 2012 2:20:56 PM
Attachments: annotlabel-comments for the Sponsor 12.7.12.pdf

annotlabel-comments for the Sponsor 12.7.12.doc
annotlabel-Sponsor clean version. 12.7.12.doc

Hello Wei:
Please refer to your New Drug Application (NDA) 204412 submitted under section 505(b) of the
Federal Food, Drug, and Cosmetic Act for WC3045 (mesalamine) Delayed-Release Capsules 400mg.
Please review our labeling comments and provide revisions by COB December 13, 2012 at 3:00
p.m. (EST).
 
Accept track changes for all comments that you are in agreement with.
 
Please contact me if you have any questions or concerns.
 
Thank you.
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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Davis, Anissa

From: Davis, Anissa
Sent: Thursday, December 06, 2012 10:25 AM
To: 'Wei Zhuang'
Cc: Barley, Stacy
Subject: RE: NDA 204412 (mesalamine) Delayed-Release Capsule: Information Request

Thank you very much for the information, Wei. 
 
Have a nice day!  
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M. 
CDR, USPHS Commissioned Corps  
Regulatory Project Manager  
Food and Drug Administration/Center for Drug Evaluation and Research 
Division of Gastroenterology/Inborn Errors Products  
Office of Drug Evaluation III  
(301) 796-5016(office)  
(301) 796-9904 (fax)  
Anissa.Davis@fda.hhs.gov 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE 
UNDER APPLICABLE LAW. 
 
If you are not the addressee, or a person authorized to deliver this document to the addressee, you are 
hereby notified that any review, disclosure, dissemination, copying, or other action based on the content 
of this communication is not authorized.  If you have received this document in error, please notify us 
immediately by telephone at (301) 796-0069.  Thank you. 
 
From: Wei Zhuang [mailto:wei.zhuang@wcrx.com]  
Sent: Wednesday, December 05, 2012 3:34 PM 
To: Davis, Anissa 
Subject: Re: NDA 204412 (mesalamine) Delayed-Release Capsule: Information Request 
 
Dear Anissa,  
 
The requested information is presented in the original NDA section 2.7.1, Table 12 (page 21) and the individual data is 
also presented in CTD section 2.7.1, Table 21 (page 31).    
 
If you have further question, please don't hesitate to contact me.  
 
Thanks,  
 
Wei  
________________________________  
Wei Zhuang  
Senior Manager, Regulatory Affairs  
Warner Chilcott (US), LLC  
100 Enterprise Drive  
Rockaway, NJ 07866  
973.907.7063 (office)  
973.647.8139 (BB)  
973.442.3280 (fax)  
wei.zhuang@wcrx.com  
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From:        "Davis, Anissa" <Anissa.Davis@fda.hhs.gov>  
To:        "'Wei Zhuang'" <wei.zhuang@wcrx.com>  
Date:        12/05/2012 01:57 PM  
Subject:        NDA 204412 (mesalamine) Delayed-Release Capsule: Information Request  

 
 
 
Good Afternoon Wei,  
   
Please refer to your New Drug Application (NDA) 204412 submitted under section 505(b) of the Federal Food, Drug, and Cosmetic 
Act for WC3045 (mesalamine) Delayed‐Release Capsules 400mg. In reviewing your submission, the team has the following request 
for information:  
   
Provide dissolution data for your product collected at 75 minutes during the stage of pH 7.2 (Type II Paddle 50 RPM).  
   
Provide a response before or by 12/28/2012.  
   
 Contact me if you have any questions.  
   
Thank you.  
   
   
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.  
CDR, USPHS Commissioned Corps  
Regulatory Project Manager  
Food and Drug Administration/Center for Drug Evaluation and Research  
Division of Gastroenterology/Inborn Errors Products  
Office of Drug Evaluation III  
(301) 796-5016(office)  
(301) 796-9904 (fax)  
Anissa.Davis@fda.hhs.gov  
   
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN 
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.  
   
If you are not the addressee, or a person authorized to deliver this document to the addressee, you are hereby notified that 
any review, disclosure, dissemination, copying, or other action based on the content of this communication is not 
authorized.  If you have received this document in error, please notify us immediately by telephone at (301) 796-0069.  Thank 
you.  
   
********************  WC Confidentiality Note: ******************* 
 
This email transmission and any documents accompanying this email 
transmission contain information from Warner Chilcott, PLC, which is confidential. 
The information is intended only for the use of the intended recipient. 
If you are not the intended recipient, you are hereby notified that 
any disclosure, copying, distribution or the taking of any action 
in reliance on the contents of this email information is strictly prohibited, 
and that the documents should be returned to Warner Chilcott immediately. 
If you have received this email in error please notify us immediately 
by replying to the email address set forth above. 
 
**************************** Thank you *************************** 
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412 (mesalamine) Delayed-Release Capsule: Information Request
Date: Wednesday, December 05, 2012 1:56:47 PM

Good Afternoon Wei,
 
Please refer to your New Drug Application (NDA) 204412 submitted under section 505(b) of the
Federal Food, Drug, and Cosmetic Act for WC3045 (mesalamine) Delayed-Release Capsules 400mg.
In reviewing your submission, the team has the following request for information:
 
Provide dissolution data for your product collected at 75 minutes during the stage of pH 7.2
(Type II Paddle 50 RPM).
 
Provide a response before or by 12/28/2012.
 
 Contact me if you have any questions.
 
Thank you.
 
 
Anissa Davis, RN, B.S.N., M.P.H., C.P.H.M.
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
     PUBLIC HEALTH SERVICE 
     FOOD AND DRUG ADMINISTRATION 
     CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
MEETING DATE:   December 4, 2012 
TIME:    3:30 PM 
LOCATION:   WO 22 Room 4311 
APPLICATION:   NDA 204412 
DRUG NAME:    (mesalamine) delayed-release capsules, 400 mg 
TYPE OF MEETING:  Proposed Proprietary Name 
 
MEETING CHAIR:  Denise Baugh 
 
MEETING RECORDER:  Phong Do 
 
FDA ATTENDEES: 
 

Lubna Merchant, Pharm.D., M.S., Team Leader, DMEPA 
Denise Baugh, Pharm.D., Safety Evaluator, DMEPA 
Franklin Stephenson, M.S., SRPM Team Leader 
Phong Do, Pharm.D., SRPM 

 
EXTERNAL CONSTITUENT ATTENDEES: 
 

Wei Zhuang, Sr. Manager, Regulatory Affairs 
Alvin Howard, Sr. Vice President, Regulatory Affairs 
 

Background 
Warner Chilcott Co, LLC submitted the proposed primary proprietary name,  for NDA 
202241,  (mesalamine) delayed-release capsules, 400 mg on October 2, 2012. 
 
DEMPA requested this teleconference to inform Warner Chilcott Pharmaceuticals of preliminary 
concerns identified during the review of the proposed proprietary name,  
 
Product Information 

• Active Ingredient: Mesalamine  

• Indication of Use: Treatment of mildly to moderately active ulcerative colitis and 
maintenance of remission of ulcerative colitis 

• Route of Administration: Oral 

• Dosage Form: Delayed-release Capsules 

Reference ID: 3226036
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Regulatory Options 
 

1. Wait for DMEPA to complete the review of  by the OSE PDUFA goal date of 
January 1, 2013 and issue a formal decision (most likely a denial of the name). 

2. Withdraw the proposed name,  and submit another name for review. 
 
The sponsor agreed to withdrawal the proposed name,  and will submit a new name and 
additional alternates as soon as possible. 
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412 WC3045 (mesalamine) Delayed-Release Capsules- Information Request
Date: Tuesday, November 20, 2012 8:58:45 AM

Hello Wei,
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for NDA 204412, WC3045 (mesalamine) Delayed-Release Capsules
400mg. In reviewing your submission, the team has the following request for information:
 

·        For the NDA study PR08210, please submit descriptive stats and bioequivalence (BE)
analyses (using the reference-scaled BE approach) for the following partial area under the
curve (AUC) parameters:  AUC0-12 and AUC12-48.

 
We request response by November 27, 2012.
 
Please let me know if you have any questions or concerns.
 
Thank you.
 
 
Anissa Davis, RN, BSN, CPHM
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412: WC3045 (mesalamine) Delayed-Release Capsule-Information Request
Date: Friday, November 16, 2012 10:39:35 AM

Hello Wei,
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for NDA 204412, WC3045 (mesalamine) Delayed-Release Capsules
400mg. In reviewing your submission, the team has the following request for information:
 
Please provide the Agency a copy of the pediatric plan for this application. If you have already
submitted a pediatric plan, please provide the location.
 
The Agency request a response to this Information Request (IR) by November 26, 2012.
 
 
Thank you and contact me if you have any questions.
 
 
Anissa Davis, RN, BSN, CPHM
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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From: Davis, Anissa
To: "Wei Zhuang"
Subject: NDA 204412 WC3045 (mesalamine) Delayed-Release Capsule- Information Request
Date: Wednesday, October 24, 2012 3:58:06 PM

Good Afternoon Wei,
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for WC3045 (mesalamine) Delayed-Release Capsules 400mg. In
reviewing your submission, the team has the following request for information:
 
Please send the SAS codes used in the bioequivalence analysis of the PK data.
 
We request a response by October 31, 2012.
 
Please let me know if you have any questions.
 
Thank you.
 
 
Anissa Davis, RN, BSN, CPHM
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

NDA 204412 
 PROPRIETARY NAME 

REQUEST WITHDRAWN 
 

Warner Chilcott Company, LLC 
c/o Warner Chilcott (US), LLC 
100 Enterprise Drive 
Rockaway, NJ 07866 
 
Attention:  Wei Zhuang 

Senior Manager, Regulatory Affairs 
 
Dear Ms. Zhuang: 
 
Please refer to your New Drug Application (NDA) dated July 31, 2012, received  
August 1, 2012, submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act 
for Mesalamine Delayed-release Capsules, 400 mg. 
 
We acknowledge receipt of your September 26, 2012, correspondence, on September 26, 2012, 
notifying us that you are withdrawing your request for a review of the proposed proprietary name 

  This proposed proprietary name request is considered withdrawn as of  
September 26, 2012.   
 
If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, call Franklin Stephenson, Team Leader, Project Management 
Staff in the Office of Surveillance and Epidemiology, at (301) 796-3872.  For any other 
information regarding this application contact the Office of New Drugs (OND) Regulatory 
Project Manager, Anissa Davis, at (301) 796-5016.  
 
 

  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 204412 

FILING COMMUNICATION 
 
Warner Chilcott Company, LLC 
c/o Warner Chilcott (US), LLC 
Attention: Wei Zhuang 
Senior Manager, Regulatory Affairs 
100 Enterprise Drive 
Rockaway, NJ 07866 
 
Dear Ms. Zhuang: 
 
Please refer to your New Drug Application (NDA) dated July 31, 2012,  received August 1, 
2012, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act, for WC3045 
(mesalamine) Delayed-Release Capsules 400mg. 
 
We also refer to your amendments dated August 7, 2012, September 6, 2012, September 14, 
2012, September 18, 2012, September 25, 2012, and September 26, 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 Priority.  Therefore, the user fee goal date is February 1, 
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 requirement/commitment requests by January 11, 
2013. 
 
During our filing review of your application, we identified the following potential review issues 
and request you submit the following information, if applicable: 
 

1. The scientific rationale and data to support partial waiver (e.g. epidemiologic information 
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and use data for Asacol and other mesalamine products in pediatric patients) was not 
included. 

 
2. Due to the lack of a food effect study, there will be restrictive language in regard to 

dosing if the NDA is approved. 
 

3. We recommend that you evaluate if alcohol induces dose dumping for your product. 
First, you should conduct the in vitro alcohol induced dose dumping testing. Depending 
on the result of this testing, you may have to follow-up with an in vivo alcohol-dose 
dumping study. 
 
The following points should be considered during the evaluation of the in vitro alcohol 
induced dose dumping of your MR product: 
 

i. Dissolution testing should be conducted using the optimal dissolution 
apparatus and agitation speed. Dissolution data should be generated from 12 
dosage units (n=12) at multiple time points to obtain a complete dissolution 
profile. 
 

ii. The following alcohol concentrations for the in vitro dissolution studies are 
recommended in the currently proposed media: 0%, 5%, 10%, 20%, and 40%. 

 
iii. The shape of the dissolution profiles should be compared to determine if the 

modified release characteristics are maintained, especially in the first 2 hours. 
 

iv. The f2 values assessing the similarity (or lack thereof) between the dissolution 
profiles should be estimated (using 0% alcohol as the reference). 

 
v. The report with the complete data (i.e., individual, mean, SD, comparison 

plots, f2values, etc.) collected during the evaluation of the in vitro alcohol 
induced dose dumping study should be provided for review. 

 
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. 

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

 
4. Highlights Limitation (HL) Statement: 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).” Please note that you did not capitalize drug name in the last sentence. 
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5. Revision Date: Bolded revision date (i.e., “Revised: MM/YYYY or Month Year”) must 

be at the end of HL. Do not include numbers at this time. 
 

6. Cross-references: Submit references in title case rather than in all capital letters. For 
example, [see Warnings and Precautions (5.2)]. 

 
We request that you resubmit labeling that addresses these issues by October 15, 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).  Submit consumer-directed, 
professional-directed, and television advertisement materials separately and send each 
submission to: 
 

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 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. 
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We acknowledge receipt of your request for a partial waiver of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial waiver 
request is denied. 
 
We acknowledge receipt of your request for a partial deferral of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial deferral 
request is denied. 
 
If you have any questions, call Anissa Davis, Regulatory Project Manager, at (301) 796-5016. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Andrew Mulberg, M.D., F.A.A.P., C.P.I. 
Deputy Director 
Division of Gastroenterology and Inborn Errors 
Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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 MEMORANDUM OF TELECON 
 
 
DATE:  September 24, 2012 
 
APPLICATION NUMBER: NDA 204412 (mesalamine) 
 
BETWEEN: 

Name:   Wei Zhuang 
Phone:  973-907-7063 
Representing:  Warner Chilcott Company, LLC (US Agent: Warner Chilcott (US], LLC) 

 
AND 
Name:  Anissa Davis, RN, CPHM, Regulatory Project Manager, Division of 

Gastroenterology and Inborn Errors Products (DGIEP) 
 
Stacy Barley, RN, MSN, MHA, Senior Regulatory Project Manager, 
DGIEP 
 

SUBJECT:  To Verify and Confirm Information Pertaining to the Application. 
 
Wei Zhuang, representative for Warner Chilcott Company was notified via telephone at 2:25pm 
to discuss the pending application NDA# 204412. Discussion points were as follows: 
 

1) Sponsor verified that they will submit the English translation of the Batch records 
today. 

2) Sponsor will submit a revised FDA Form 356h to reflect the dosage form as 
“Delayed-Release Capsule”. 

3) Sponsor will submit a revised FDA Form 3674 with corrected date under item #2 
of the form (changing 7/30/2010 to 7/30/2012). 

4) Sponsor verified that name and signature on FDA Form 3454 represents the and 
not the US Agent. 

5) Sponsor will confirm with her labeling team regarding the status of the Patient 
Information Labeling. 

6) The Pediatric Drug Development plan was not submitted with the application. 
Sponsor was notified and was notified that a formal request will be issued in an 
official correspondence. 

 
The Sponsor verbalized understanding. The call ended at 2:31pm. 
 
      Anissa Davis, RN, CPHM 

Regulatory Project Manager 
Division of Gastroenterology and Inborn Errors 
Product 
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From: Davis, Anissa
To: "Wei Zhuang"
Cc: Barley, Stacy
Subject: RE: NDA 204412 mesalamine: Information request update
Date: Wednesday, September 19, 2012 1:41:08 PM

Our review team has ongoing discussion regarding your approach as mentioned in the email
below.
 
The regulations require the batch records; therefore, it appears that your description does not
provide enough information.  A translated English version of both the Master and executed Batch
records is needed. Please amend your NDA with a commitment statement that you will provide the
documents in English translation no later than October 15, 2012.
 
We will contact you with any additional comments in the near future.
 
 
Anissa Davis, RN, BSN, CPHM
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Food and Drug Administration/Center for Drug Evaluation and Research
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
(301) 796-5016(office)
(301) 796-9904 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
 
From: Wei Zhuang [mailto:wei.zhuang@wcrx.com] 
Sent: Thursday, September 13, 2012 6:20 PM
To: Barley, Stacy
Cc: Davis, Anissa
Subject: Re: NDA 204412 mesalamine: Information request 9/13/12
 
Hi Stacy, 

I left a voice mail message for you and would like to get clarity on the below Agency request.   

In the FDA guidance for drug product, the Agency recommends to provide master batch record or a
comparable detailed description of product process.   We provided the detailed description of
manufacturing process for WC3045 capsules in section 3.2.P.3.3, since the manufacturing site is in

 and the batch records are in .    Could you please let me know if this approach is
acceptable?  If not, could you please let me know if we need to provide both the Executed Batch
Record and the Master Batch Record in English?  Lastly, if the batch records need to be translated,
would it be helpful if we provide the  batch records immediately and follow-up as quickly as
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possible with the translated version of the batch records. 

If you would like to discuss, please call me on 973-647-8139.   

Thanks & Kind Regards, 

Wei 

________________________________ 
Wei Zhuang 
Senior Manager, Regulatory Affairs 
Warner Chilcott (US), LLC 
100 Enterprise Drive 
Rockaway, NJ 07866 
973.907.7063 (office) 
973.647.8139 (BB) 
973.442.3280 (fax) 
wei.zhuang@wcrx.com 

From:        "Barley, Stacy" <Stacy.Barley@fda.hhs.gov> 
To:        "'Wei Zhuang'" <wei.zhuang@wcrx.com> 
Cc:        "Davis, Anissa" <Anissa.Davis@fda.hhs.gov> 
Date:        09/13/2012 02:51 PM 
Subject:        NDA 204412 mesalamine: Information request 9/13/12

Hello Wei, 
  
I am covering for Anissa Davis and have the following information request regarding NDA 204412: 
  
We are unable to locate the Regional Information section of your submission. In particular, we are
unable to find the Executed Batch Record nor the Master Batch Record. If you have submitted these
documents, please specify the location in which we would be able to retrieve them. If the documents
have not been submitted, please formally submit them immediately to help facilitate the continuation of
our review. Thank you! 
 

Stacy Barley, RN, M.S.N., M.H.A. 
CDR, USPHS Commissioned Corps 
Senior Regulatory Project Manager 
Division of Gastroenterology/Inborn Errors Products 
Office of Drug Evaluation III 
CDER/FDA 
(301) 796-2137 (office) 
(301) 796-9905 (fax) 
stacy.barley@fda.hhs.gov

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
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INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.

If you are not the addressee, or a person authorized to deliver this document to the addressee, you are hereby notified that
any review, disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized.  If  you have received this document in error, please notify us immediately by telephone at (301) 796-0069.  Thank
you.

 

********************  WC Confidentiality Note: *******************
 
This email transmission and any documents accompanying this email
transmission contain information from Warner Chilcott, PLC, which is 
confidential.
The information is intended only for the use of the intended recipient.
If you are not the intended recipient, you are hereby notified that
any disclosure, copying, distribution or the taking of any action
in reliance on the contents of this email information is strictly 
prohibited,
and that the documents should be returned to Warner Chilcott immediately.
If you have received this email in error please notify us immediately
by replying to the email address set forth above.
 
**************************** Thank you ***************************
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 MEMORANDUM OF TELECON 
 
 
DATE:  September 17, 2012 
 
APPLICATION NUMBER: NDA 204412 (mesalamine) 
 
BETWEEN: 

Name:   Wei Zhuang 
Phone:  973-907-7063 
Representing:  Warner Chilcott Company, LLC (US Agent: Warner Chilcott (US], LLC) 

 
AND 

Name:  Anissa Davis, RN, CPHM, Regulatory Project Manager, Division of 
Gastroenterology and Inborn Errors Products (DGIEP) 

 
  Stacy Barley, RN, MSN, MHA, Senior Regulatory Project Manager, 

DGIEP 
  

 
SUBJECT:  To Clarify Questions and Responses related to the Information Requests Submitted 

by the FDA on September 12 and 13, 2012. 
 
 
 
Wei Zhuang, representative for Warner Chilcott Company was notified via telephone at 12:04pm 
to discuss the pending application NDA# 204412. Three topics of discussion were as follows: 
 

1) Status of their response and question to the FDA information request dated 9/13/12 for 
         additional chemistry information 

2) A response to their question regarding notification of review classification (Priority vs 
     Standard) 
3) Their response to the FDA information request dated 9/12/12 regarding an annotated   
      label  
 

The Sponsor was notified that their clarification question regarding the FDAs information 
request for the chemistry batch record is currently being reviewed by the team. The FDA will 
provide a response as soon as possible, at which time the Sponsor can submit all supporting 
documents to the application.  
 
The Sponsor was informed that the notification regarding the review classification will be issued 
by day 60 in an official letter. 
 
The sponsor was notified to edit their label using “track changes” format and submit a courtesy 
copy via email. If the format is acceptable, they will be notified to submit the annotated label to 
the application.  

Reference ID: 3190368



 
The sponsor verbalized understanding. The call ended at 12:12pm. 

 
 

 
     Anissa Davis, RN, CPHM 

Regulatory Project Manager 
     Division of Gastroenterology and Inborn Errors Product  
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From: Barley, Stacy 
Sent: Thursday, September 13, 2012 3:56 PM 
To: 'Wei Zhuang' 
Cc: Davis, Anissa 
Subject: NDA 204412 mesalamine: Information request 9.13.12 (contact information) 
Hello Wei, 
 
Please provide me with the following missing information highlighted in red font by close of 
business 9/18/12 (formally to the application as well as a courtesy copy via email): 
 
Facility #1  (Clinical Sites) 
Name: Worldwide Clinical Trials Drug 
Development Solutions 
Address: 2455 N.E. Loop 410, Suite 150 
San Antonio, TX 78217 
(Tel) 210 635-1500 
(Fax) 

(Tel) 
(Fax) 

Clinical Investigator: Dr. Cynthia Zamora Principal Analytical Investigator: 
(email) (email) 
Facility #2  
Comprehensive Clinical Development 
Address: 3400 Enterprise Way 
Miramar, FL 33025 
(Tel) 
(Fax) 

 

Clinical Investigator: Dr. Maria J. Gutierrez  
(email)  
Facility #3  
Comprehensive Clinical Development 
Address: 3745 Broadway Ave, Suite 100 
Fort Myers, FL 33901 
(Tel) 239-461-8600 
(Fax)  
 
Clinical Investigator: Dr. Pedro Ylisastigui 
(email)  
 
 
Thank you! 
 
Stacy Barley, RN, M.S.N., M.H.A. 
CDR, USPHS Commissioned Corps 
Senior Regulatory Project Manager 
Division of Gastroenterology/Inborn Errors Products 
Office of Drug Evaluation III 
CDER/FDA 
(301) 796-2137 (office) 
(301) 796-9905 (fax) 
stacy.barley@fda.hhs.gov 
 

Reference ID: 3188868

(b) (4)



 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER 
APPLICABLE LAW. 

If you are not the addressee, or a person authorized to deliver this document to the addressee, you are hereby 
notified that any review, disclosure, dissemination, copying, or other action based on the content of this 
communication is not authorized.  If you have received this document in error, please notify us immediately by 
telephone at (301) 796-0069.  Thank you. 
 
 
 

Reference ID: 3188868



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

STACY R BARLEY
09/13/2012

Reference ID: 3188868



Reference ID: 3260190

 
 

 

 
 

  

  
  
  

      
      

               

                
                 

                
              
      

     
    

    
     

     
 

   
   
  

                   
            

                      
                 

                   
 

   



Reference ID: 3260190

           
          

 

 

   
 

   



From: Barley, Stacy
To: "Wei Zhuang"
Cc: Davis, Anissa
Subject: NDA 204412 mesalamine: Information request 9/13/12
Date: Thursday, September 13, 2012 2:51:00 PM

Hello Wei,
 
I am covering for Anissa Davis and have the following information request regarding NDA 204412:
 
We are unable to locate the Regional Information section of your submission. In particular, we are
unable to find the Executed Batch Record nor the Master Batch Record. If you have submitted these
documents, please specify the location in which we would be able to retrieve them. If the
documents have not been submitted, please formally submit them immediately to help facilitate the
continuation of our review. Thank you!
 

Stacy Barley, RN, M.S.N., M.H.A. 
CDR, USPHS Commissioned Corps 
Senior Regulatory Project Manager 
Division of Gastroenterology/Inborn Errors Products 
Office of Drug Evaluation III 
CDER/FDA 
(301) 796-2137 (office) 
(301) 796-9905 (fax) 
stacy.barley@fda.hhs.gov

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.

If you are not the addressee, or a person authorized to deliver this document to the addressee, you are hereby notified that
any review, disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized.  If  you have received this document in error, please notify us immediately by telephone at (301) 796-0069.  Thank
you.
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From: Davis, Anissa
To: "Wei Zhuang"
Cc: Barley, Stacy
Subject: Request for Information (NDA# 204412)
Date: Wednesday, September 12, 2012 3:27:52 PM

Good Afternoon Wei,
 
We are in the process of reviewing your application, NDA 204412, and request the following
information:
 
•             Please provide an annotated word copy of your label as a formal submission to your

application as well as a courtesy copy via email
•             Provide a projected plan regarding removal of your previously approved product

(application NDA 019651) from the market.  Include the date in which manufacturing will cease.
This information is necessary for us to determine if the application (NDA 204412) will be a priority

or standard review if filed.
 
If you have any questions, please contact me and copy Stacy Barley at stacy.barley@fda.hhs.gov

 
Thank you,
 
Anissa
 
Anissa Davis, RN, BSN, CPHM
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
CDER/FDA
(301) 796-5016(office)
(301) 796-9905 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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From: Davis, Anissa
To: "ahoward@wcrx.com"
Subject: Request for Information (NDA# 204412)
Date: Tuesday, September 04, 2012 11:46:48 AM

Dear Mr. Howard,
 
As mentioned earlier this morning, I will be the new RPM managing NDA 204412/mesalamine
delayed-release capsules.  The team is preparing for a meeting related to this application and has
the following request for information.  We request a response by September 7, 2012.   You may
provide your initial response by email, however, please also send this information to your NDA for
the administrative record. 
 
Please clarify whether a food-effect PK study was conducted with the new mesalamine
formulation.  If yes, provide the location of the study report and datasets in the NDA.  If no,
provide the rationale in this regard.
 
If you have any questions, please contact me.
 
Anissa Davis, RN, BSN, CPHM
CDR, USPHS Commissioned Corps
Regulatory Project Manager
Division of Gastroenterology/Inborn Errors Products
Office of Drug Evaluation III
CDER/FDA
(301) 796-5016(office)
(301) 796-9905 (fax)
Anissa.Davis@fda.hhs.gov
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
 
If you are not the addressee, or a person authorized to deliver this document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized.  If you
have received this document in error, please notify us immediately by telephone at
(301) 796-0069.  Thank you.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 

 

 
NDA 204412  

NDA ACKNOWLEDGMENT 
 
Warner Chilcott Company, LLC 
c/o Warner Chilcott (US), LLC 
Attention: Alvin Howard 
Senior Vice President, Regulatory Affairs 
100 Enterprise Drive 
Rockaway, NJ 07866 
 
Dear Mr. Howard: 
 
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: WC3045 (mesalamine) Delayed-Release Capsules 
 
Date of Application: July 31, 2012 
 
Date of Receipt: August 1, 2012 
 
Our Reference Number:  NDA 204412 
 
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 September 30, 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). 
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NDA 204412 
Page 2 
 
 

 

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 Gastroenterology and Inborn Errors 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 CDR Stacy Barley, Senior Regulatory Project Manager, at (301) 
796-2137. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Stacy Barley, R.N., M.S.N., M.H.A. 
CDR/USPHS 
Senior Regulatory Project Manager 
Division of Gastroenterology and Inborn Errors 
Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
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