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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring  MD  20993

NDA 20762/S-049
APPROVAL LETTER

Merck Sharp & Dohme Corp
Attention: Wendy Sikorski
Senior Specialist, Global CMC Regulatory Affairs
2000 Galloping Hill Road, Mailstop K-6-1, 1620
Kenilworth, NJ 07033-1310

Dear Ms. Sikorski:

Please refer to your Supplemental New Drug Application (sNDA) dated and received December
19, 2013, submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act 
(FDCA) for NASONEX® (Mometasone furoate monohydrate) Nasal Spray

This Prior Approval supplemental new drug application provides for the following changes:
1. Addition of  as an alternate 

supplier for the device components (pumps, actuators, bottles and caps)
2. Additional packaging specification for shot weight (mg) of pumps manufactured by 

, using water as the test medium

We have completed our review of this supplemental new drug application.  This supplement is
approved.

We remind you that you must comply with the requirements for an approved NDA set forth 
under 21 CFR 314.80 and 314.81.

If you have any questions, call Youbang Liu, Regulatory Project Manager, at (301) 796- 1926.

Sincerely,

{See appended electronic signature page}

Ramesh Raghavachari, Ph.D.
                                                                   Branch Chief, Branch IX,
                                                                   Division of New Drug Quality Assessment III
                                                                   Office of New Drug Quality Assessment
                                                                   Center for Drug Evaluation and Research

Reference ID: 3492326

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
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signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

RAMESH RAGHAVACHARI
04/18/2014

Reference ID: 3492326
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Chemistry Review:# 1 1. Division: 
ONDQA-DPARP 

 

2. NDA Number:  20-762 

3. Name and Address of Applicant:  

Merck Sharp and Dohme Corp. 

2000 Galloping Hill Road 

Mailstop K6-1, 1620 

Kenliworth, NJ, 07033-1310 

4. Supplement(s): PAS 

    Number: 49 

    Date(s): 12/19/2013 

5. Name of Drug: Nasonex nasal spray 6. Nonproprietary name: Mometasone 

furoate 

7. Supplement Provides for: Registration of alternate supplier and 

packaging specification 
8. Amendment(s):  

 

9. Pharmacological Category: corticosteroid 

 
10. How 

Dispensed: 

      Rx 

11. Related Documents:  

 

12. Dosage Form: Nasal metered spray 13. Potency:  50 mcg/actuation 

14. Chemical Name and Structure:  21-Dichloro-11b, 17-dihydroxy-16a-methylpregna-1, 4-diene-3, 

20-dione 17-(2 furoate monohydrate); C27H30Cl2O6•H2O: MW = 539.45 

 

 
 

15. Comments:   
 Carol M. Rivera-López, Ph.D. reviewed the leachables/extractables data on 03/21/2014 and did 

not identify a safety concern with the changes. 

 DMF  (LOA 27-AUG-2013) and DMF  (LOA 2-MAY-2013) were referenced in 

this supplement. Sufficient information was contained in the application and a full review of the 

DMFs was not necessary. 

16. Conclusion: This supplement is recommended for approval from CMC perspective 

17. Name:                                                                                Signature:                             Date: 

Erika Englund, Ph.D., Chemist                                                                                        

18. Concurrence:                                                                    Signature:                             Date: 

Ramesh Raghavachari, Ph.D., Branch Chief, Br., IX, ONDQA                    

Reference ID: 3489752

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

APPEARS THIS WAY 
ON ORIGINAL
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ERIKA E ENGLUND
04/15/2014

RAMESH RAGHAVACHARI
04/15/2014

Reference ID: 3489752
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Attachment 1: CMC Consult Request – DARRTS version 
 
 

Reference ID: 3475420



DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): 

Marcie Wood

Division Of Pulmonary, Allergy, And Rheumatology 
Products

FROM (Name, Office/Division, and Phone Number of Requestor):  

Youbang Liu, ONDQA/Division III, 

301-796-1926

DATE

2/24/14
IND NO.

              
  

NDA NO.

20762/S-049
TYPE OF DOCUMENT

Prior Approval
Supplement

DATE OF DOCUMENT

12/19/13

NAME OF DRUG

NASONEX® Nasal Spray
PRIORITY CONSIDERATION CLASSIFICATION OF DRUG DESIRED COMPLETION DATE

3/24/14

NAME OF FIRM: Merck Sharp & Dohme Corp

REASON FOR REQUEST

I. GENERAL

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

  PRE-NDA MEETING
  END-OF-PHASE 2a MEETING
  END-OF-PHASE 2 MEETING

RESUBMISSION
  SAFETY / EFFICACY
  PAPER NDA
  CONTROL SUPPLEMENT

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

II. BIOMETRICS

  PRIORITY P NDA REVIEW
  END-OF-PHASE 2 MEETING
  CONTROLLED STUDIES
  PROTOCOL REVIEW
  OTHER (SPECIFY BELOW):

  CHEMISTRY REVIEW
  PHARMACOLOGY
  BIOPHARMACEUTICS
  OTHER (SPECIFY BELOW):

III. BIOPHARMACEUTICS

  DISSOLUTION
  BIOAVAILABILTY STUDIES
  PHASE 4 STUDIES

  DEFICIENCY LETTER RESPONSE
  PROTOCOL - BIOPHARMACEUTICS
  IN-VIVO WAIVER REQUEST

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES
  CASE REPORTS OF SPECIFIC REACTIONS (List below)
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP

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

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL

COMMENTS / SPECIAL INSTRUCTIONS:  

Pharm/Tox consult for the leachables data described in 1.11.1 Quality Information Amendment 3 and 3.2.P.2 Pharmaceutical 
Development (NDA20762 S049). The only leachable identified above the identification threshold were the  
isomers.

SIGNATURE OF REQUESTOR

Youbang Liu
METHOD OF DELIVERY (Check one)

  DFS                  EMAIL                 MAIL                 HAND

PRINTED NAME AND SIGNATURE OF RECEIVER PRINTED NAME AND SIGNATURE OF DELIVERER

Reference ID: 3459498Reference ID: 3475420

(b) (4)



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

YOUBANG LIU
02/24/2014

Reference ID: 3459498Reference ID: 3475420



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

CAROL M RIVERA-LOPEZ
03/21/2014

MARCIE L WOOD
03/21/2014
I concur

Reference ID: 3475420
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 20762/S-049
ACKNOWLEDGEMENT --

PRIOR APPROVAL SUPPLEMENT
Merck Sharp & Dohme Corp
Attention: Wendy Sikorski
Senior Specialist, Global CMC Regulatory Affairs
2000 Galloping Hill Road, Mailstop K-6-1, 1620
Kenilworth, NJ 07033

Dear Ms. Sikorski:

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

NDA Number: 20762

Supplement number: S-049

Name of Drug Product: NASONEX® (mometasone furoate monohydrate) Nasal Spray

Date of supplement: December 19, 2013

Date of receipt: December 19, 2013

This supplemental application proposes the following changes: (1) an alternate supplier for the 
device components (pumps, actuators, bottles and caps); (2) an additional packaging 
specification for shot weight (mg) of pumps manufactured by , using water as the 
test medium.

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 February 18, 2014 in 
accordance with 21 CFR 314.101(a). If the application is filed, the user fee goal date will be 
April 19, 2014.

Please cite the application number listed above at the top of the first page of all submissions to 
this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address:

Reference ID: 3461395

(b) (4)



NDA 20762/S-049
Page 2

Food and Drug Administration
Center for Drug Evaluation and Research
Division of Pulmonary, Allergy, and Rheumatology 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, see 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm.

If you have questions, please call me at (301) 796-1926.

Sincerely,

{See appended electronic signature page}

Youbang Liu
Regulatory Project Manager
Division III of New Drug Quality Assessment 
Office of New Drug Quality Assessment
Center for Drug Evaluation and Research

Reference ID: 3461395
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

YOUBANG LIU
02/26/2014

Reference ID: 3461395



DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): 

Marcie Wood

Division Of Pulmonary, Allergy, And Rheumatology 
Products

FROM (Name, Office/Division, and Phone Number of Requestor):  

Youbang Liu, ONDQA/Division III, 

301-796-1926

DATE

2/24/14
IND NO.

              
  

NDA NO.

20762/S-049
TYPE OF DOCUMENT

Prior Approval
Supplement

DATE OF DOCUMENT

12/19/13

NAME OF DRUG

NASONEX® Nasal Spray
PRIORITY CONSIDERATION CLASSIFICATION OF DRUG DESIRED COMPLETION DATE

3/24/14

NAME OF FIRM: Merck Sharp & Dohme Corp

REASON FOR REQUEST

I. GENERAL

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

  PRE-NDA MEETING
  END-OF-PHASE 2a MEETING
  END-OF-PHASE 2 MEETING

RESUBMISSION
  SAFETY / EFFICACY
  PAPER NDA
  CONTROL SUPPLEMENT

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

II. BIOMETRICS

  PRIORITY P NDA REVIEW
  END-OF-PHASE 2 MEETING
  CONTROLLED STUDIES
  PROTOCOL REVIEW
  OTHER (SPECIFY BELOW):

  CHEMISTRY REVIEW
  PHARMACOLOGY
  BIOPHARMACEUTICS
  OTHER (SPECIFY BELOW):

III. BIOPHARMACEUTICS

  DISSOLUTION
  BIOAVAILABILTY STUDIES
  PHASE 4 STUDIES

  DEFICIENCY LETTER RESPONSE
  PROTOCOL - BIOPHARMACEUTICS
  IN-VIVO WAIVER REQUEST

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES
  CASE REPORTS OF SPECIFIC REACTIONS (List below)
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP

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

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL

COMMENTS / SPECIAL INSTRUCTIONS:  

Pharm/Tox consult for the leachables data described in 1.11.1 Quality Information Amendment 3 and 3.2.P.2 Pharmaceutical 
Development (NDA20762 S049). The only leachable identified above the identification threshold were the  
isomers.

SIGNATURE OF REQUESTOR

Youbang Liu
METHOD OF DELIVERY (Check one)

  DFS                  EMAIL                 MAIL                 HAND

PRINTED NAME AND SIGNATURE OF RECEIVER PRINTED NAME AND SIGNATURE OF DELIVERER

Reference ID: 3459498

(b) (4)
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YOUBANG LIU
02/24/2014

Reference ID: 3459498




