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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216403 

Applicant Name Travere Therapeutics, Inc. 

Drug Product Name FILSPARI (sparsentan) 

Dosage Form.   Tablet 

Proposed Strength(s)   200 mg, 400 mg 

Route of 
Administration   Choose an item. 

Maximum Daily Dose   400 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication Sparsentan is indicated for treatment of immunoglobulin A 
nephropathy (IgAN) in adults aged 18 years and older. 

Drug Product 
Description 

Film-coated, modified oval, debossed immediate-release 
tablets packaged in HDPE bottles of 30 tablets each. 

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions Store at 20°C to 25°C in the original container. 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Joseph Leginus 
ONDP/DNDAPI/NDB3 

Sithamalli 
Chandramouli 
ONDP/DNDAPI/NDB3 

Drug Product/ 
Labeling 

Dan Berger 
ONDP/DNDPIII/NDPB5 

Theodore Carver 
ONDP/DNDPIII/NDPB5 

Manufacturing Lixia Cai 
OPMA/DPMAIII/PMB7 

Nancy Waites 
OPMA/DPMAIII/PMB7 

Biopharmaceutics Debasis Ghosh 
ONDP/DB/BB3 

Haritha Mandula 
ONDP/DB/BB3 
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Microbiology N/A N/A 

Other (specify): 
 
 

N/A N/A 

RBPM Grafton Adams 
OPQ/OPRO/DRBPMI/RBPMB2 

ATL Theodore Carver 
OPQ/ONDP/DNDPIII/NDPB5 

Consults None. 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

The expiry dating period for FILSPARI (sparsentan) 200 mg and 400 mg tablets 
shall be 24 months from the date of manufacture when stored at 25 °C. 

b. Additional Comments for Action 
None. 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
1. Background: 
  Travere Therapeutics, Inc., the Applicant, has submitted an original 
505(b)(1) NDA for sparsentan tablets for oral use.  Sparsentan is a small 
molecule dual endothelin receptor antagonist that is indicated for treatment 
of immunoglobulin A nephropathy (IgAN) in adults aged 18 years and older. 
Sparsentan has been granted orphan drug designation. 

  
2. Brief summary of the OPQ review and resolution of deficiencies identified 

during the review: 
 Drug Substance -The Sparsentan drug substance is a white to off-white 
powder that is not hygroscopic, not sensitive to light, and has been observed 
to have a single crystalline form in polymorph screening studies. In addition 
to tests for identity, assay, and purity, water content, microbiological quality, 
and particle size distribution are also controlled in the drug substance 
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specification. After the Applicant clarified the structure of an impurity and 
how water content testing was performed for development and commercial 
batches,  the drug substance review concluded that the chemistry, 
manufacturing, and controls of the drug substance are adequate, and a 
retest period of  months is appropriate for the drug substance. 
 
Drug Product - Sparsentan tablets are film-coated, immediate-release tablets 
that are available as two strengths, 200 mg and 400 mg. The tablets are 
manufactured using compendial excipients at levels that were determined to 
be acceptable. In response to an FDA information request during the during 
the review, the Applicant  

 

. In addition to orthogonal identity tests and tests for appearance, 
assay, content uniformity, and impurities, the drug product specification 
includes tests for dissolution, , and microbiological quality. The 
drug product review concluded that the CMC information was adequate with 
respect to controlling the quality of the drug product, and a 24-month shelf 
life for both strengths of tablets is deemed appropriate. The quality labeling 
was reviewed and found to be adequate after deficiencies were addressed 
by the Applicant. 
 
Biopharmaceutics - With respect to biopharmaceutics aspects of the drug 
product, the Applicant classified the drug substance as BCS Class II (low 
solubility and high permeability). To ensure consistent performance of the 
drug product, particle size is controlled in the drug substance, and the 
Applicant tightened acceptance criteria for particle size in response to an 
information request. The biopharmaceutics review concluded that 
biopharmaceutics aspects of the scientific bridging of formulations and 
strengths used from clinical development to commercial product are 
adequate and that the dissolution method in the commercial specification is 
adequate. 
 
Manufacturing and Facilities – The commercial manufacturing process 
consists of the following steps:  
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