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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 202-278 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 -  

 NP101 is a drug device combination composed of two non-sterile 
topical patches co-packaged in a container closure system called a 
“reservoir card”.  The patches are packaged in a preserved solution 
and have antimicrobial effectiveness and microbial limits 
specifications.  

 
B. Brief Description of Microbiology Deficiencies -  
 No 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. 
          Senior Microbiology Reviewer 
 
B. Endorsement Block _____________________________ 
                 John Metcalfe, Ph.D. 
          Senior Microbiology Reviewer 
 

 
 
C. CC Block 

N/A 
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NDA:    202-278      
 
Drug Product Name 

Proprietary:   Zelrix 
Non-proprietary:  sumatriptan iontophoretic transdermal system 

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

Submit Received Review Request Assigned to Reviewer 
29 October 2010 29 October 2010 28 January 2011 31 January 2011 

3 May 2011 3 May 2011 Not provided Not provided 
 
 
Submission History (for amendments only): Not applicable  
Applicant/Sponsor 

Name:    NuPathe Inc. 
Address:   227 Washington St. 
    Suite 200 
    Conshohocken, PA 19428 
 
Representative:  Michele A. Roy RN, MS 
Telephone:   484-567-0130 x1103 

 
Name of Reviewer:  Stephen E. Langille, Ph.D. 
 
Conclusion:   Approvable 
 

Reference ID: 2961050
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability -  
 NDA 202-278  is approvable pending the resolution of product 

quality microbiology deficiencies. 
 
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 a drug device combination composed of two 
non-sterile topical patches co-packaged in a container closure 
system called a “reservoir card”.  The patches are packaged in a 
preserved solution and have antimicrobial effectiveness and 
microbial limits specifications.  

 
B. Brief Description of Microbiology Deficiencies -  
 The applicant failed to provide proof of antimicrobial  

effectiveness or microbial control of the finished product. 
 
C. Assessment of Risk Due to Microbiology Deficiencies -  
 Failure to address the product quality microbiology deficiencies 

could result in microbial contamination of the product. 
 

III. Administrative 
 

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

James McVey – Team Leader 
 
C. CC Block 

N/A 

Reference ID: 2961050
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