
 
 
 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

201023s000 
 
 

MICROBIOLOGY REVIEW(S) 



Product Quality Microbiology Review 
 

08-JUN-2010 
 

 
NDA 201023/N-000 
 
Drug Product Name 

Proprietary:  Jevtana®  
Non-proprietary: Cabazitaxel  

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

Submit Received Review Request Assigned to Reviewer 
08-JUN-2010 08-JUN-2010 N/A N/A 

25-MAY-2010 25-MAY-2010 N/A N/A 
21-MAY-2010 21-MAY-2010 N/A N/A 
24-FEB-2010 24-FEB-2010 15-MAR-2010 16-MAR-2010 

 
Applicant/Sponsor 

Name:  Sanofi Aventis 
Address:  55 Corporate Drive 
 Bridgewater, NJ  08807 
Representative:  Linda Gustavson, Ph.D. 
Telephone:  908-304-6221 

 
Name of Reviewer:  Steven Fong, Ph.D. 
 
Conclusion: CMC-Microbiology recommends APPROVE. 
 









Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-201023 ORIG-1 SANOFI AVENTIS

SPA
CABAZITAXEL (XRP6258)

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

STEVEN E FONG
06/08/2010
Recommended for approval from a microbiology quality standpoint.

BRYAN S RILEY
06/08/2010
I concur.




