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content uniformity, residual solvents, DGME content, release test, adhesive force, peel 
force, pouch integrity, and microbial content.  
 
The Cleansing Gel is a clear to opalescent, viscous topical gel used to remove residual 
capsaicin from the skin after patch application. The Cleansing Gel contains polyethylene 
glycol (PEG) as the capsaicin and carbomer copolymer, disodium edentate 
(EDTA), butylated Hydroxyanisole (BHA), and sodium hydroxide in purified water. 
Specifications on the cleansing gel include appearance, identification (UV, FT-IR), 
package integrity, content uniformity (for BHA), viscosity, pH, assay (BHA, PEG, 
EDTA), water content, fill level and microbial content. 
 
Based on the statistical review and the applicant’s supporting stability data, a 36-month 
shelf life was granted for the finished packaged product, including both the patch and 
cleansing gel components. 
 
Conclusion:   The drug product is satisfactory.   
 
 
Overall Conclusion:  From a CMC perspective, the application is recommended  
for approval.   

 
 
 
Christine M. V. Moore, Ph.D. 
Division Director, DPA I (acting) 
ONDQA/CDER/FDA 
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Initial Quality Assessment 
Division of Pre-Marketing Assessment I, Branch II 

Office of New Drug Quality Assessment 
Division of Anesthesia, Analgesia and Rheumatology Products   

 
 
OND Division:    Anesthesia, Analgesia and Rheumatology   
NDA:     22-395 
Applicant:    NeurogesX, Inc. 
Stamp date:    October 13, 2008 
PDUFA Date:    August 13, 2008 
Trademark:    Qutenza™ 
Established Name:   Capsaicin patch 8% (179 mg capsaicin / 280 cm2 patch) 
Dosage Form:    Patch (topical gel) 
Route of Administration:  Dermal (topical) 
Indication:    Reduction of neuropathic pain associated with 

postherpetic neuralgia (PHN). 
Pharmaceutical Assessment Lead:  Danae D. Christodoulou, Ph.D. 
      YES  NO 
ONDQA Fileability:     √              
Comments for 74-Day Letter:                                           
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batches have been produced, used for primary stability, and manufacturing process 
validation has been completed.  

Consults:  
The primary reviewer may request a statistical consult for the stability data and shelf life 
estimation, if deemed necessary. No other consults have been deemed necessary (see 
fileability template below) except for the Toxicology consults. Microbiological consult 
has not been requested, since this is a non-sterile dosage form. 

 
Danae D Christodoulou, Ph.D.    10/28/2008   

    Pharmaceutical Assessment Lead     Date 
 

Ali Al-Hakim, Ph.D.      10/30/2008  
 Branch II Chief, ONDQA  Date   
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