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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 215192 

Applicant Name Akebia Therapeutics 

Drug Product Name VAFSEO (vadadustat) 

Dosage Form.   Tablet 

Proposed Strength(s)   150 mg, 300 mg, 450 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose 600 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication  Treatment of anemia due to chronic kidney disease 

Drug Product 
Description 

 Film-coated immediate release tablets 

Co-packaged product 
information 

 N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

  20 oC to 25oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance N/A  

Drug Product/ 
Labeling 

Dan Berger Theodore Carver 

Manufacturing Liya Tang Feiyan Jin 

Biopharmaceutics N/A  

Microbiology N/A  
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Other (specify): 
 
 

N/A  

RBPM Mikee Aguirre 

ATL Theodore Carver 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

A shelf life of 36 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: 

Akebia Therapeutics has submitted NDA 215192 for the marketing 
approval of Vadadustat Immediate Release (IR) Tablets under the 
505(b)(1) regulatory pathway. Vadadustat is a hypoxia-inducible factor 
prolyl hydroxylase inhibitor that increases cellular levels of hypoxia-
inducible factor, thereby stimulating endogenous erythropoietin (EPO) 
production, increasing iron mobilization, Hb, and red blood cell production. 
 
This application was previously recommended for approval by the Office 
of Pharmaceutical Quality (refer to Integrated Quality Review of NDA 
215192 dated January 18th, 2022).  To confirm that the drug product 
labeling and facilities remain adequate, drug product and manufacturing 
teams were assigned to review this resubmission.  No new information 
was submitted for any OPQ discipline, and all labeling comments that 
were previously identified by the drug product reviewer have been 
addressed., Therefore, no new CMC reviews were required for this 
resubmission and the CMC information remains adequate. OPQ 
recommends approval of NDA 215192. 

Reference ID: 5339605

I 
     

 

_



 

Title: NDA Executive Summary 

 

Document ID: OPQ-ALL-TEM-0013 

Effective Date: 31 May 2022 Revision:  00 

Total Pages: 3   

Template Revision: 03 

 

 

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  - Adequate 

 

 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: 

None 
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