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Product Quality Microbiology Review 
 

06 MAR 2013 
 

 
NDA:    20-246/S-048 
 
Drug Product Name 

Proprietary:   Depo-Provera Contraceptive Injection 
Non-proprietary:  Medroxyprogesterone acetate, USP 

 
Review Number:   1 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
28 SEP 2012 28 SEP 2012 09 OCT 2012 11 OCT 2012 

 
Applicant/Sponsor 

Name:    Pharmacia and Upjohn Company 
Address:   235 East 42nd Street  
    New York, New York 10017 
Representative:  Michele Burtness 
Telephone:   917-655-3759 

 
Name of Reviewer:  Jessica G. Cole, PhD 
 
Conclusion:   Recommended for Approval  
 

Reference ID: 3271941





NDA 20-246/S-048  Microbiology Review #1 
   

   
 
 Page 3 of 5 

Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability - Recommended for 

Approval  
 
B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable – Not applicable 
 

II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – Minimal details were provided 
on the approved manufacturing process.  Sterilized components are 

 processed to produce the final sterile dosage form.   
 
B. Brief Description of Microbiology Deficiencies – Not applicable. 
 
C. Assessment of Risk Due to Microbiology Deficiencies – Not 

applicable.   
 
D. Contains Potential Precedent Decision(s)-  Yes     No 
 
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
     Jessica G. Cole, PhD 
 
B. Endorsement Block   _____________________________ 
     John Metcalfe, PhD 
    Senior Microbiology Reviewer 
C. CC Block 

In DARRTS 

Reference ID: 3271941
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From: Burtness, Michele
To: Jennings, Kerri-Ann
Subject: RE: NDA 20246/S-048 (Depo-Provera)
Date: Wednesday, February 06, 2013 5:07:56 PM

Hi Kerri-Ann,
I confirm receipt of your email.  We will begin preparing the amendment to NDA20246/S048 as
soon as possible.
 
Kind Regards,
 
Michele Burtness
Worldwide Regulatory Strategy
Pfizer Established Products
Phone: (917) 655-3759 (iPhone)
2nd Phone: (973) 921-5257
 
Pharmalink Consulting, Inc - Worldwide Regulatory Affairs
 
From: Jennings, Kerri-Ann [mailto:Kerri-Ann.Jennings@fda.hhs.gov] 
Sent: Wednesday, February 06, 2013 4:19 PM
To: Burtness, Michele
Subject: NDA 20246/S-048 (Depo-Provera)
 
Good afternoon Michele,
 
Please refer to your submission dated, September 28, 2012. We are reviewing the Quality section of
your submission and have the following comments and information requests.
 
        Please provide the following information or a reference to its location in the relevant submission.

     The  proposed for use in the  should be sterilized prior to inclusion in the drug
product.  Please provide a description of the sterilization method and controls.
 
We request a written response by February 13, 2013, in order to continue our evaluation of your
supplemental application. Submit an amendment to NDA 20246/S-048.
 
Please confirm receipt of this email.
 
Thank you.
 
Kind regards,
 
Kerri-Ann
 
Kerri-Ann E. Jennings, MS, BSN, RN
LT, United States Public Health Service
Regulatory Health Project Manager
FDA/CDER/OPS/ONDQA
Division of New Drug Quality Assessment II
Phone (301) 796-2919
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Reproductive and Urologic 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- 2919. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Kerri-Ann Jennings, MS, BSN, RN 
LT, USPHS, Regulatory Health Project Manager 
Office of New Drug Quality Assessment II 
Center for Drug Evaluation and Research  
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
CMC MICRO & STERILITY ASSURANCE 

REVIEW REQUEST 
 
TO (Division/Office):   New Drug Microbiology Staff 
 
                         E-mail to:  CDER OPS IO MICRO 
                        Paper mail to:  WO Bldg 51, Room 4193 

 
FROM: Kerri-Ann Jennings ONDQA/ 
 
 

PROJECT MANAGER (if other than sender): 
 
REQUEST DATE 
09-OCT-2012 

 
IND NO. 
 

 
NDA NO.  

20246/S-048 

 
TYPE OF DOCUMENT 

CBE 30 CMC Supplement 

 
DATE OF DOCUMENT 

28-SEPT-2012 
 
NAMES OF DRUG 
Depo-Provera® 

  
PRIORITY CONSIDERATION 

 
PDUFA DATE 

28-MARCH-2013 

 
DESIRED COMPLETION DATE 

28-FEB-2013 

NAME OF APPLICANT OR SPONSOR:  Pharmacia & Upjohn Company 

 
 

GENERAL PROVISIONS IN APPLICATION 
 
 
 

 
                                                                                                        
 

     30-DAY SAFETY REVIEW NEEDED 
 

     NDA FILING REVIEW NEEDED BY:   
 
      BUNDLED 
 
X     DOCUMENT IN EDR  
 
 

 
 

 
                  CBE-0 SUPPLEMENT 

 
      X       CBE-30 SUPPLEMENT 
 
                  CHANGE IN DOSAGE, STRENGTH / POTENCY 
 
        
 

 
COMMENTS / SPECIAL INSTRUCTIONS: 
 
NDA 20246/S-048 provides for a change from  

 
 
 
 
 
 
 
 
 
  
 
 
 
 
 

 
REVIEW REQUEST DELIVERED BY (Check one): 
 
                     X  DARRTS        EDR        E-MAIL       MAIL       HAND 

 
SIGNATURE OF REQUESTER 
 
 
 

 
DOCUMENTS FOR REVIEW DELIVERED BY (Check one): 
 
                                            EDR        E-MAIL       MAIL       HAND 
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