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NDA Executive Summary  

1. Application/Product Information 

NDA Number 216386 

Applicant Name Biohaven Pharmaceutical Holding Company, Ltd. 

Drug Product Name Zavegepant nasal spray 

Dosage Form Spray 

Proposed Strength(s) 10 mg 

Route of 
Administration 

Nasal 

Maximum Daily Dose 10 mg 

Rx/OTC Dispensed Rx 

Proposed Indication Acute treatment of migraine with or without aura in adults 

Drug Product 
Description 

Unit dose disposable system delivers 10 mg zavegepant in in a 
buffered aqueous solution containing succinic acid, dextrose 

 sodium hydroxide and hydrochloric acid. 

Co-packaged product 
information 

N/A 

Device information  

Storage Temperature/ 
Conditions 

20°C – 25°C 

Review Team 

Discipline Primary Secondary 

Drug Substance Katherine Duncan Gaetan Ladouceur 

Drug Product/ 
Labeling 

Mariappan Chelliah Julia Pinto 
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2. Final Overall Recommendation – Approval 

3. Action Letter Information 

a. Expiration Dating: 

24 months, when stored at 20°C to 25°C (controlled room temperature). 

b. Additional Comments for Action 

There are no additional comments for the action letter. 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

Zavegepant is a novel calcitonin gene-related protein (CGRP) receptor 

antagonist developed for treatment of migraine.  The Office of Pharmaceutical 

Quality (OPQ) The Office of Product Quality (OPQ) review team recommends 

APPROVAL of NDA 216386 for zavegepant nasal spray 10 mg.  Based on our 

evaluation of the available information, the Applicant provided sufficient 

information to support an approval recommendation from the drug product quality 

perspective.  The Applicant provided adequate information on the proposed drug 

product to ensure the identity, strength, purity, and quality 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. 

Manufacturing Tarun Mehta Jingbo Xiao 

Biopharmaceutics N/A N/A 

Microbiology 
Gouri 
Chattopadhyay 

Elizabeth Bearr 

Other (specify): N/A N/A 

RBPM Erica Keafer 

ATL Martha Heimann 

Consults N/A 
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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 - N/A 

   Microbiology  - Adequate 

 

 Environmental Assessment:  Categorical Exclusion - Adequate 

 QPA for EA(s):   No 

5. Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: N/A 

 

Comparability Protocols (PACMP):  No 
Comments: N/A 

 
 Additional Lifecycle Comments: 

There are no lifecycle comments. 
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section of the PI (e.g., 
Section 11). 

For radioactive products, 
include radiation dosimetry 
for the patient and 
healthcare practitioner(s) 
who administer the drug 

N/A  

For hazardous products, 
include the statement 
“DRUG X is a hazardous 
drug. Follow applicable 
special handling and 
disposal procedures.x” with 
x numerical citation to 
“OSHA Hazardous Drugs”. 

N/A  
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Primary Labeling Assessor: Mariappan V. Chelliah 

Secondary Assessor: Julia Pinto 
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