
CENTER FOR DRUG EVALUATION AND 
RESEARCH

APPLICATION NUMBER: 

205934Orig1s000

CROSS DISCIPLINE TEAM LEADER REVIEW 





Reference ID: 3867524

      
 

 

              
              
             

             
            
               

                
                    

            
             

              

 

      

 
 

      
     

   
 

     
    

 





Cross Discipline Team Leader Review
NDA 205934

2

1. Introduction

The NDA was filed as a 505(b)(2) application, using Taxotere (NDA 020449) as the listed 
drug (LD). The listed drug, Taxotere, was initially approved on May 14, 1996, as a 2-vial drug 
product with one vial for Docetaxel Injection and the other for the Diluent. The 1-vial 
formulation of Taxotere, which is referenced by the current application, was approved on 
August 2, 2010. There have been 7 approved 505 b(2) drug products that referenced Taxotere 
(either 1 or 2-vial formulations). None of the NDAs contains exactly the same inactive 
ingredients as the formulation of Taxotere, except for NDA 022534, which used the same 
excipients but in lower quantities. 

The drug product in the current NDA is a parenteral solution for IV administration and has the 
same active ingredient, route of administration, dosage form, and indications as the LD, but 
contains different inactive ingredients. The drug product is a non-alcohol formulation of 
Docetaxel Injection. The applicant, Teikoku Pharma USA, Inc., has requested a waiver of the 
in vivo bioequivalence study, which was deemed to be acceptable.

2. Background

Docetaxel injection is proposed to be marketed in a single use vial at the following three 
strengths, 20 mg/mL; 80 mg/4mL; 160 mg/8 mL. The drug product does not need prior 
dilution before it is added to the infusion solution (either 0.9% Sodium Chloride solution or 
5% Dextrose solution). The drug product is indicated for the following treatment: 

Breast Cancer: single agent for locally advanced or metastatic BC after chemotherapy 
failure; and with doxorubicin and cyclophosphamide as adjuvant treatment of operable node-
positive BC;
Non-Small Cell Lung Cancer: single agent for locally advanced or metastatic NSCLC after 
platinum therapy failure; and with cisplatin for unresectable, locally advanced or metastatic 
untreated NSCLC;
Hormone Refractory Prostate Cancer: with prednisone in androgen independent (hormone 
refractory) metastatic prostate cancer;
Gastric Adenocarcinoma: with cisplatin and fluorouracil for untreated, advanced GC, 
including the gastroesophageal junction;
Squamous Cell Carcinoma of the Head and Neck Cancer:with cisplatin and fluorouracil 
for induction treatment of locally advanced SCCHN. The appropriate amount of docetaxel
may be between 0.10 mg/ml and 0.26 mg/ml administered after dilution with the infusion 
diluent.

This application relies on the Agency’s determination of safety and efficacy for Taxotere 
(docetaxel injection), which was approved for marketing under NDA 020449 on 14-May-
1996.
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No clinical study or clinical pharmacology study are included in this application. The applicant 
is relying on the findings of safety and effectiveness for the approved drug One-Vial 
Taxotere® (docetaxel) Injection, to support the approval of their product. Based on the 
information provided in NDA 205934/SDN 5, the Office of Clinical Pharmacology/Division 
of Clinical Pharmacology V has found the NDA is acceptable from a clinical pharmacology 
perspective.

9. Clinical/Statistical- Efficacy

This application is submitted as a 505(b)(2) NDA relying on previous determination of
efficacy and safety of LD, Taxotere, for its labeled indications. No clinical information has
been included in the NDA. No clinical Review was done for this NDA.

10. Safety

11. Not applicable.

12. Advisory Committee Meeting 

13. Not applicable.

14. Pediatrics

15. Not applicable.

16. Other Relevant Regulatory Issues 

Not applicable.

17. Labeling

DMEPA’s review of the information contained in the proposed PI find it to be identical to the 
LD with the exception of the unit of measurement that was missing following numerical 
temperature values. Review of the proposed container labels and carton labeling identified 
improvements which can be implemented to provide clarity from a safety perspective. The 
statement “Non-Alcohol Formula” competes in prominence with the established name on the 
container label and carton labeling, and was recommended to decrease the prominence of the 
statement. The statement “Cytotoxic Agent” lacks prominence, and was recommended
revising the font color of this statement to red.
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18. Recommendations/Risk Benefit Assessment

Recommended Regulatory Action

A final recommendation for the NDA cannot be made at this time due to the pending overall 
recommendation for the pre-approval and GMP inspection of the manufacturing facilities 
involved in this application.

Risk Benefit Assessment

The review of this NDA is based primarily on chemistry, manufacturing and controls and 
clinical pharmacology/biopharmaceutics data. All reviews recommended “approval” except 
CMC review that is still pending a final recommendation due to the pending recommendation 
from the review of the drug product manufacturing and testing facility AMRI. 

Recommendation for Postmarketing Risk Management Activities

Not applicable.

Recommendation for other Postmarketing Study Commitments

None

Recommended Comments to Applicant

None
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