
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

217424Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 



 

Title: NDA IQA Template Title Page-
EXEC SUMMARY 

 
Document ID: OPQ-ALL-TEM-0040 

Effective Date: 18 Sep 2023 Revision:  00 

Total Pages: 4   
 

 

 

NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 217424 

Applicant Name Novan, Inc. 

Drug Product Name ZELSUZMI (berdazimer) topical gel 

Dosage Form Gel 

Proposed Strength(s) 10.3% (equivalent to 10.9% berdazimer sodium) 

NDA Classification Type 1 - NME 

Route of Administration Topical 

Maximum Daily Dose 2 g 

Rx/OTC Dispensed Rx 

Proposed Indication 
Treatment of molluscum contagiosum in adults and 
pediatric patients  of age and older 

Drug Product Description 

The drug product consists of two gels; a % w/w 
berdazimer sodium in a white to off-white opaque 

 isopropyl alcohol gel, and a proton donating 
hydrogel as a white to off-white translucent to opaque 
gel. The two gel components are stored in separate, 
identical aluminum tubes with a white reverse-taper 
puncture tip (RTPT)  cap. At the point of 
use, equal volumes (0.5 mL each) are mixed and then 
applied to the skin lesions. The mixed gel results in 
the labeled strength of 10.3% berdazimer. 

The Applicant developed and validated an IVRT 
method that monitors the release rate of NO from 
SB206 gel. This method involves direct monitoring of 
berdazimer sodium decomposition in the admixture. 
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Co-packaged product 
information 

The two gel components are packaged in separate, 
identical aluminum tubes to preserve stability of the 
active gel and prevent unintended loss of nitric oxide. 

Device information N/A 

Storage Temperature/ 
Conditions 

Prior to dispensing, 2°C – 8°C (36°F – 46°F). When 
dispensed from the pharmacy, patients should store 
the drug product at room temperature 20°C – 25°C 
(68°F – 77°F).  The product should be disposed of 60 
days after dispensing and storage at room 
temperature.  
 
Product contains alcohol and should be kept away 
from open flame. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Friedrich 
Burnett 

Lawrence Perez 

Drug Product/ 
Labeling 

Jane Chang 
(R1) 
Caroline  
Strasinger 
(R2/Labeling) 

Caroline 
Strasinger (R1) 
Nina Ni (R2) 
Julia Pinto 
(Labeling) 

Manufacturing 
Laurimer 
Kulian-Torres 

Cassie Abellard 

Biopharmaceutics Kalpana Paudel Tapash Ghosh 

Microbiology 
Marijke 
Koppenol-Raab 

David Anderson 

Environmental Xiaoqin Wu 
James 
Laurenson 

RBPM Rajani Ranga 

ATL Caroline Strasinger 

Consults PQLC 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: A shelf-life of 28 months is supported for the drug 
product when stored refrigerated at 2ºC - 8ºC (36ºF - 46ºF). Do not freeze. 
When dispensed from the pharmacy, patients should store the drug 
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product at room temperature 20ºC - 25ºC (68ºF - 77ºF).  The product 
should be disposed of 60 days after being stored at room temperature. 

 
b. Additional Comments for Action – Not Applicable 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

OPQ recommends APPROVAL of NDA 217424 for commercialization of 
ZELSUZMI (berdazimer) topical gel, 10.3%. The applicant provided 
adequate information on the proposed drug product to ensure the identity, 
strength, purity, and strength of the proposed drug product. The overall 
Manufacturing inspection recommendation is approval for all the facilities 
associated with this application. The proposed labeling and labels include 
adequate information to meet the regulatory requirements. 
 
On 15-DEC-2023 the applicant provided updated labels and labeling which 
included the %v/v ethanol (13%) in the PI and on the Kit and Tube B cartons. 
On 15-DEC-2023 the applicant included a statement regarding flammability 
(Product contains alcohol and should be kept away from open flame) in the 
PI and on all cartons.    
 
Based on our evaluation of the available information, the applicant provided 
sufficient information to support an approval recommendation from the 
product quality perspective. 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Review & EI Statement - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
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Comments: 
 

 Additional Lifecycle Comments: N/A 
 

Application Technical Lead Name and Date: 
Caroline Strasinger, PhD 
18-DEC-2023 
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