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MEMORANDUM
Jevtana (Cabazitaxel)

Date: June 14, 2010

To:  Flefor NDA 201023

From: John K. Leighton, PhD, DABT
Associate Director for Pharmacol ogy/Toxicology
Office of Oncology Drug Products

| have examined pharmacol ogy/toxicology supporting review and |abeling provided by
Drs. Khasar and Helms and supervisory memorandum provided by Dr. Verbois. | concur
with their conclusions that Jevtana may be approved for the proposed indication and that
no additional pharmacology/toxicology studies are needed.
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Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-201023 ORIG-1 SANOFI AVENTIS CABAZITAXEL (XRP6258)
SPA

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

JOHN K LEIGHTON
06/14/2010
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION
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Disclaimer

201,023

0000

December 18, 2009

03/31/2010

Cabazitaxel (XRP6258)

Metastatic prostate cancer

Sanofi Aventis SPA

Division of Drug Oncology Products
Whitney S. Helms, Ph.D.

Hans Rosenfeldt, Ph.D. acting for
S. Leigh Verbois, Ph.D.
Robert L. Justice, M.D., M.S.

Christy L. Cottrell

Except as specifically identified, all data and information discussed below and
necessary for approval of NDA 201023 are owned by Sanofi Aventis or are data
for which Sanofi Aventis has obtained a written right of reference.

Any information or data necessary for approval of NDA 201023 that Sanofi
Aventis does not own or have a written right to reference constitutes one of the
following: (1) published literature, or (2) a prior FDA finding of safety or
effectiveness for a listed drug, as described in the drug’s approved labeling. Any
data or information described or referenced below from a previously approved
application that Sanofi Aventis does not own (or from FDA reviews or summaries
of a previously approved application) is for descriptive purposes only and is not
relied upon for approval of NDA 201023.
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Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-201023 ORIG-1 SANOFI AVENTIS CABAZITAXEL (XRP6258)
SPA

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

WHITNEY S HELMS
06/14/2010

HANS M ROSENFELDT
06/14/2010
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