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Drug Product Name 

Proprietary:    Nitrogen Mustard 
Non-proprietary:   Mechlorethamine Hydrochloride Gel 0.02% 

 
Review Number:    1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
27 July 2011 27 July 2011 22 August 2012 25 August 2012 
6 March 2012 6 March 2012 N/A N/A 

 
 
Submission History (for amendments only) N/A 
  
Applicant/Sponsor 

Name:     Ceptaris Therapeutics Inc. 
Address:    101 Lindenwood Dr. Suite 400 
     Malvern, PA 19355 
 
Representative:   Lisa Wittmer, Ph.D. 
Telephone:    610-975-9290 

 
Name of Reviewer:   Stephen E. Langille, Ph.D. 
 
Conclusion:    Recommended for approval 
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability -  
  NDA 202-317 is recommended for approval from the standpoint 

of product quality microbiology. 
 
B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable -  
 Not applicable 
 

II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology -  

 The drug product is formulated into a  gel containing 
 isopropanol.  The drug product is 

manufactured under GMP conditions and is unlikely to support 
microbial growth. 

 
B. Brief Description of Microbiology Deficiencies -  
 No product quality microbiology deficiencies were identified 

based upon the information provided.   
 
C. Assessment of Risk Due to Microbiology Deficiencies -  
 Not applicable 
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
     Stephen E. Langille, Ph.D. 
 
B. Endorsement Block 

Bryan Riley, Ph.D. – Team Leader 
 
C. CC Block 

N/A 
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 Total aerobic microbial count: 
 Total yeast and mold count:
 Absence of Staphylococcus aureus and Pseudomonas aeruginosa. 

 
Acceptable 

 
P.7 Container Closure System  
 See section P.1 of this review. 

 
P.8 Stability  
P.8.1 Stability Summary and Conclusion  

Specifications and testing schedule for the post-approval stability 
program. 
 
• Container Closure Integrity –  

Not applicable 
 

• Endotoxin –  
Not applicable 

 
• Microbial Limits - 

On 6 March 2012, Ceptaris Therapeutics Inc. submitted an amendment 
to the NDA in response to the 4 January 2012 information request.  
Ceptaris agreed to microbial limits testing at the initial time point on 
drug stability batches according to USP <61>/<62> using the 
microbial limits suggested in <1111>.   

 
 

P.8.3 Stability Data  
 A limited amount of stability data supporting  

testing was provided in section 3.2.P.2.5 and is summarized in section 2.5 
of this review. 

 
Acceptable 

 
A APPENDICES 
 Not applicable 
 
R REGIONAL INFORMATION 
 Not applicable 
 

2. REVIEW OF COMMON TECHNICAL DOCUMENT-
QUALITY (CTD-Q) 
MODULE 1 
 

Reference ID: 3106506

(b) (4)

(b) (4)

(b) (4)



NDA 202-317/N-000  Microbiology Review # 1 
   

   
 
 Page 8 of 8 

A. PACKAGE INSERT  
The package insert states that the drug product is for topical application to 
dry skin and should be stored, refrigerated between 35°F-46°F. 
 

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS:  
Not applicable 
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conform to requirements.”  The test methodology and acceptance criteria were not provided.  
The following comments should be conveyed to the sponsor: 
 
Microbiology Comments: 
 

1. Provide the results of  testing on three lots of drug product 
using  methodology or equivalent. 

 
2. Provide the microbial limits specification and test method for the finished drug product in 

section 3.2.P.5.1 of the application.  The acceptance criteria for cutaneous use drug 
products provided in USP <1111> are recommended.  

 
 
 
 
 
Stephen E. Langille, Ph.D.     Date 
Microbiology Reviewer 
 
James McVey        Date 
Microbiology Team Leader 
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