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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219876 

Applicant Name CHIMERIX INC 

Drug Product Name Dordaviprone 

Dosage Form   Capsule 

Proposed Strength(s)   125 mg 

NDA Classification   Type 1 - NME 

Route of Administration   Oral 

Maximum Daily Dose 625 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Drug Product Description 

supplied as white, opaque, hard capsules printed with 
“DDP” and “125” on the body and “CMRX” on the cap 
of the capsule. Each capsule contains 125 mg 
dordaviprone (equivalent to 148.8 mg dordaviprone 
dihydrochloride salt). 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F); excursions 
permitted from 15°C to 30°C (59°F to 86°F) [see USP 
Controlled Room Temperature]. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Siva 
Mandadapu 

Haripada Sarker 

Drug Product/ 
Labeling 

Nan Yang Xing Wang 
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David Claffey 
(labeling) 

Manufacturing 
Quamrul 
Majumder 

Christine 
Falabella 

Biopharmaceutics 
Rushikesh 
Sable 

Anitha Govada 

Microbiology 
Quamrul 
Majumder 

Christine 
Falabella 

Other (specify) None  

RBPM Janell Artis 

ATL Xing Wang 

Consults None 

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

a. Expiration Dating: An expiration dating period of 36 months may be 
granted when stored at the proposed storage conditions. 
 
b. Additional Comments for Action       
The following post-marketing commitment (PMC) will be issued to the 
applicant: Include a test and acceptance criterion for the  in 
the drug product specifications at release and during stability studies. 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

The applicant has provided sufficient information to assure the identity, 
strength, purity, and quality of the proposed drug product. All associated 
manufacturing, testing, packaging facilities were deemed acceptable based 
on prior inspection history. The agency agrees with the applicant’s proposal 
to continue performing  testing on all three process validation batches 
on stability and at batch release for future commercial batches to establish 
an appropriate  specification. A post-marketing commitment (PMC) will 
be issued. Based on the OPQ review team’s evaluation of the information 
provided in the submission, OPQ recommends APPROVAL of NDA 219876 
for dordaviprone capsules, for oral use. 

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

 
Recommendation by Subdiscipline: 
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   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: None 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments:  YES 

The following post-marketing commitment (PMC) will be issued to the 
applicant: Include a test and acceptance criterion for the  in 
the drug product specifications at release and during stability studies.  
 
Refer to DP review for detail. 

 
 
Application Technical Lead Name and Date: 
  

Xing Wang     06/25/2025  
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Primary Labeling Assessor Name and Date: 

Yang Nan, Ph.D. 

Secondary Assessor Name and Date (and Secondary Summary, as needed): 
 
David Claffey, Ph.D. 
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Appendix 

Biopharmaceutics Information Request6 (3/20/2025) 

1. Based on the dissolution data submitted, on 12/18/2024 in SDN 001, the dissolution 

method using Apparatus: USP-I (Basket), 100rpm, 500 mL of 0.1N HCl at 37 ± 0.5oC is 

acceptable for quality control testing of the proposed drug product. However, based on 

totality of dissolution data/information submitted, a tighter acceptance criterion of Q =

% at minutes is recommended for batch release and stability testing of proposed 

drug product Dordaviprone Capsules, 125 mg. 

2. Implement the revised dissolution acceptance criterion and update the drug product’s 

specifications for batch release and stability testing and other relevant sections of your 

NDA accordingly. Note that the setting of the dissolution acceptance criteria is based on 

 

 Please note that all batches should meet the revised 

dissolution acceptance criterion throughout the stability program. If any dissolution 

failures occur on stability these should be reported to the agency. Discuss any 

corrective actions to avert such dissolution failures if needed. 

 

Applicant’s Response: Based on the comparative dissolution data of the drug product 

batches  the Applicant requested a modification 

to widen the acceptance criterion from "Q = % in minutes” to "Q = % in 20 

minutes." This request made  

 

 

 
Reviewer assessment: Based on the review of totality of the data/information submitted, 
the revised acceptance criterion was found to be acceptable. 
 

                                                      
6 \\CDSESUB1\EVSPROD\nda219876\0019\m1\us\111-information-amendment\quality-information-amendment-cmc-march-

2025.pdf  
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