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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 218037 

Applicant Name Alexion Pharmaceuticals, Inc. 

Drug Product Name  Voydeya (danicopan) 

Dosage Form.   Tablet 

Proposed Strength(s)   50 mg and 100 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose  600 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

 VOYDEYA is a complement inhibitor indicated as an 
add-on to ravulizumab or eculizumab for the 
treatment of  extravascular 
hemolysis (EVH) in adult  with paroxysmal 
nocturnal hemoglobinuria (PNH). 

Drug Product 
Description 

 50 or 100 mg tablets packaged in an HDPE bottle 
with desiccant and child resistant seal in a carton. 

 50 or 100 mg tablets packaged in 7-day blister packs 
sealed into a card, with four  cards per 
carton. 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

     20oC to 25oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
Daniel Jansen 
ONDP/DNDAPI/NDB3 

Zhengfu Wang 
ONDP/DNDAPI/NDB3 

Drug Product/ 
Labeling 

Rao Kambhampati 
ONDP/DNDPIII/NDPB5  

Theodore Carver 
ONDP/DNDPIII/NDPB5 
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Manufacturing Lixia Cai 
OPMA/DPMAIII/PMB7 

Alexander 
Gontcharov 
OPMA/DPMAIII/PMB7 

Biopharmaceutics Rebecca Moody 
ONDP/DB/BB3 

Haritha Mandula 
ONDP/DB/BB3 

Microbiology N/A  

Other (specify): 
 
 

N/A  

RBPM Musse Olani 
OPQ/OPRO/DRBPMI/RBPMB2 

ATL Theodore Carver 
OPQ/ONDP/DNDPIII/NDPB5 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

A shelf life of 24 months is granted for the drug product when stored at 20oC to 
25oC. 
 
b. Additional Comments for Action 

 None. 

 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

1.) Background 

The Applicant, Alexion Pharmaceuticals, has submitted a 505(b)(1) 

application seeking marketing approval for danicopan tablets as an add-on to 

ravulizumab or eculizumab for the treatment of  

extravascular hemolysis (EVH) in adult  with paroxysmal nocturnal 

hemoglobinuria. This application relies upon clinical studies including one 

pivotal Phase 3 study. The application was submitted as a rolling submission, 

and Part 2 of the submission (eCTD Sequence 0003) contains Module 3. 

Danicopan has received orphan drug and breakthrough therapy designations. 
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controls and tests to ensure consistent manufacturing of the drug product.  

The manufacturing process was determined to be adequate. 

Facilities – All proposed manufacturing and testing facilities were determined 

to be acceptable based on their compliance status and inspection history. 

 

5.) Biopharmaceutics 

The Biopharmaceutics review was focused on the evaluation and 
acceptability of the proposed quality control dissolution method and 
acceptance criterion. After several information requests to the Applicant, the 
Biopharmaceutics review concluded that the dissolution method is sufficiently 
discriminating with respect to critical quality attributes of the drug product  

 and that the dissolution method is adequate to support the 
quality of the drug product. 
 
6.) Quality Labeling 

The review of the quality labeling concluded that the labeling is adequate after 

minor revisions to the labeling, which were communicated to the Applicant 

and will be included in the final labeling revisions. 

 

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: 

 None 
 

Comparability Protocols (PACMP):  No 
Comments: 

 None 
 

 Additional Lifecycle Comments: None. 
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