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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 220442 

Applicant Name Shionogi Inc.  

Drug Product Name XOCOVA (ensitrelvir) tablet  

Dosage Form.   Tablet 

Proposed Strength(s)   125 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose 375 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Post-exposure prophylaxis of coronavirus disease 2019 
(COVID-19) in adults and adolescents 12 years of age 
and older following contact with an individual who has 
COVID-19. 

Drug Product 
Description 

The proposed drug product is a white to light yellow-
white, round tablet containing 125 mg of ensitrelvir, 
debossed with the Shionogi trademark () above the 
identifier code “711” on one side and with a “125” on the 
other side. The drug product is packaged in a child-
resistant blister pack containing 7 tablets. 

Co-packaged product 
information 

n/a 

 Device information: n/a 

Storage Temperature/ 
Conditions 

20o to 25oC (68o to 77oC) with excursions permitted to 15o 
to 30oC (59o to 86oC) 

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
Sivakoteswara 
Mandadapu 

Katherine Windsor 

Drug Product Hitesh Agarwal Molly Escarcega 
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Labeling Hitesh Agarwal David Claffey 

Manufacturing Yogesh Chachare Hang Guo 

Biopharmaceutics Payal Agarwal Elsbeth Chikhale 

Microbiology n/a 

Other (specify): n/a 

RBPM Megan Nguyen 

ATL Molly Escarcega 

Consults n/a 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 36 months at 20° to 25°C (68° to 77°F) 

b. Additional Comments for Action: N/A 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

OPQ recommends APPROVAL for NDA 220442 for the commercialization of 
ensitrelvir tablets, 125 mg. The proposed drug product is white to light yellow-
white, round tablets containing 125 mg of ensitrelvir, debossed with the Shionogi 
trademark () above the identifier code “711” on one side and with a “125” on the 
other side. The drug product is packaged in a child-resistant single cavity blister 
containing 7 tablets per blister pack.  
 

The Applicant provided adequate drug substance, drug product, 
biopharmaceutics, and manufacturing information and data to support an approval 
recommendation from the product quality perspective. The drug substance is 
ensitrelvir fumaric acid, which is a co-crystal and is manufactured through  

 The application included sufficient stability data to support the 
proposed month retest period for ensitrelvir fumaric acid drug substance. The 
drug product manufacturing process utilizes typical pharmaceutical unit operations 
associated with the dosage form:  
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. The manufacturing process is designed and 
developed adequately, and the risk of API uniformity in finished product is low; the 
overall control strategy is sufficient to ensure consistent production of finished 
product capable of meeting the acceptance criteria. The dissolution method and 
acceptance criteria are acceptable. 36 months of long-term stability data and six 
months of accelerated stability data are provided for the drug product primary 
stability batches to support the proposed 36-month shelf-life. 
 

The manufacturing inspection recommendation is approval for all facilities 
associated with this application. All facilities have relevant experience in executing 
responsibilities listed in this application for the specific 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 

   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):  Yes 
Comments:  
Comparability protocol to register additional primary packaging component 
materials (container closure system) as an annual reportable change 

 
 Additional Lifecycle Comments: N/A 
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3.0 CONTAINER AND CARTON LABELING25 

3.1 Container Labels26  

                                                      
25 Carton and Container Labeling Resources 
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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