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If you have any questions, call LCDR Kerri-Ann Jennings, Regulatory Health Project Manager, 
at (301) 796-2919. 
 
            Sincerely, 
 

{See appended electronic signature page} 
 

Thomas F. Oliver, Ph.D. 
Branch Chief, Branch VI 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research  

 

Reference ID: 3370943
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Bone, Reproductive and Urologic Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

 
If you have any questions, please call me at (301) 796-2919. 

 
Sincerely, 

 
{See appended electronic signature page} 
  
Kerri-Ann Jennings, MS, BSN, RN 
Regulatory Health Project Manager 
Office of New Drug Quality Assessment II 
Center for Drug Evaluation and Research  

 

Reference ID: 3326587
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                         E-mail to:  CDER OPS IO MICRO 
                        Paper mail to:  WO Bldg 51, Room 4193 

 
FROM: Kerri-Ann Jennings- X62919 ONDQA PM 
CMC Reviewer- Hossein Khorshidi 
 
 

PROJECT MANAGER (if other than sender): 
 
REQUEST DATE 
 26 APR 2013 

 
IND NO. 
 

 
NDA NO. 

19617/S-16 

 
TYPE OF DOCUMENT 

CMC CBE 0 (electronic) 

 
DATE OF DOCUMENT 

15 MAR 2013 
 
NAMES OF DRUG 
Prepidil® 

 
PRIORITY CONSIDERATION 

 
PDUFA DATE 

15 SEPT 2013 

 
DESIRED COMPLETION DATE 

15 AUG 2013 

NAME OF APPLICANT OR SPONSOR: Pharmacia and Upjohn Co (Pfizer Inc). 

 
 

GENERAL PROVISIONS IN APPLICATION 
 
 
 

 
                                                                                                        
 

     30-DAY SAFETY REVIEW NEEDED 
 

     NDA FILING REVIEW NEEDED BY:   
 

BUNDLED 
 

     DOCUMENT IN EDR  
 
 

 
 

 
            CBE-0 SUPPLEMENT 

 
                  CBE-30 SUPPLEMENT 
 
                  CHANGE IN DOSAGE, STRENGTH / POTENCY 
 
        
 

 
COMMENTS / SPECIAL INSTRUCTIONS: 
 
NDA 19617/S-16 is bundled with NDA 19281/S- 32, 20246/S- 49, 21583/S- 22, 20597/S- 47, 21106/S- 41 
 
These CMC CBE 0 supplements provide for a change in the  

at the Pfizer  manufacturing facility located in Puurs, Belgium. 
 
Please evaluate from a Microbiology perspective. 
 
 
 
 
 
 
 
 
 

 
REVIEW REQUEST DELIVERED BY (Check one): 
 
                       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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