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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 213931 

Applicant Name Ardelyx, Inc 

Drug Product Name  (tenapanor) tablets 

Dosage Form.   Tablet 

Proposed 
Strength(s) 

10 mg, 20 mg and 30 mg (provided as 
10.6, 21.3, and 31.9 mg of tenapanor 
hydrochloride) 

Route of 
Administration 

  Oral 

Maximum Daily 
Dose 

 60 mg 

Rx/OTC Dispensed   Rx 

Proposed 
Indication 

Control of serum phosphorus in adult patients with Chronic Kidney 
Disease (CKD) on dialysis. 

Drug Product 
Description 

• 10 mg tenapanor supplied as a yellow, oval, biconvex film-coated 

tablet debossed with “  ” on oneside and “T10” on the other side. 
• 20 mg tenapanor supplied as a brown, oval, biconvex film-coated 

tablet debossed with “  ” on one side and “T20” on the other side. 
• 30 mg tenapanor supplied as a red, oval, biconvex film-coated 

tablet debossed with “  ” on one side and “T30” on the other side. 

Co-packaged 
product information 

N/A 

 Device 
information: 

N/A 

Storage 
Temperature/ 
Conditions 

20°C to 25°C (68°F to 77°F) 

Review Team Discipline  Primary  Secondary 
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Drug 
Substance 

Joseph Leginus 
OPQ/ONDP/DNDAPI/ND
B3 

Suong Tran 
OPQ/ONDP/DNDAPI/ND
B3 

Drug Product/ 
Labeling 

Dan Berger 
OPQ/ONDP/DNDPIII/ND
PB5 

Theodore Carver 
OPQ/ONDP/DNDPIII/ND
PB5 

Manufacturing 
Nancy Waites 
OPQ/OPMA/DPMAII/PM
B7 

Feiyan Jin 
OPQ/OPMA/DPMAII/PM
B7 

Biopharmaceut
ics 

Rebecca Moody 
OPQ/ONDP/DB/BB3 

 

Microbiology N/A  

Other (specify): 
 
 

N/A  

RBPM 
Theodore Carver 
OPQ/ONDP/DNDPIII/NDPB5 

ATL 
Grafton Adams 
OPQ/OPRO/DRBPMI/RBPMB2 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

The expiry dating period for  (tenapanor) tablets shall be 24 months 

from the date of manufacture when stored in the purposed commercial packaging 

at 20°C to 25°C (68°F to 77°F); excursions are permitted between 15°C and 

30°C (59°F and 86°F). 

b. Additional Comments for Action  
None. 

 

 

4. Basis for Recommendation:  
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a. Summary of Rationale for Recommendation: 

 

1. Background 
The Applicant, Ardelyx, Inc., previously submitted NDA 231931 seeking U.S. 
marketing approval for tenapanor tablets under the provisions of Section 
505(b)(1) of the Federal Food and Cosmetic (FDC) Act. Previously, 
IBSRELA® (tenapanor, 50 mg tablet), was approved for the treatment of 
Irritable Bowel Syndrome (IBS-C) in adults under NDA 211801, also 
submitted by Ardelyx, Inc. NDA 213931 was submitted with a new propriety 
name and a new indication. Tenapanor for hyperphosphatemia in end stage 
renal disease (ESRD) has been developed with the same active moiety and 
dosage form as previously approved for tenapanor IBSRELA® (tenapanor) for 
IBS-C, and the two products differ only with respect to proposed indication 
and strength.  The previous recommendation was approval from the OPQ 
perspective, see the Integrated Quality Assessment (IQA) dated 3/31/2021; 
however, the NDA received an overall Complete Response letter (July 28, 
2021) due to clinical deficiencies. The current resubmission includes new 
information submitted for the tenapor drug substance and a updated quality 
labeling. For complete reviews of information submitted in the original NDA 
for all disciplines, see the IQA submitted on 3/31/2021. 
 
2. Drug Substance 
The recommendation from Drug Substance for NDA 213931 was Adequate in 
the previous review cycle (March 31, 2021). The current resubmission 
includes updated information on the drug substance. This new information for 
the drug substance has been previously submitted to the Applicant’s 
approved NDA 211801 in two Prior Approval Supplements both of which have 
been recommended for Approval. Therefore, the recommendation for NDA 
213931 Resubmission from the drug substance perspective remains 
approval. 
 
3. Manufacturing 
The OPQ review recommendation for the manufacturing process and facilities 
remains approval.  No new information was submitted for these disciplines 
and the facilities remain approvable at the time of review. 
 
4. Quality Labeling 
With regards to quality aspects of the drug product labeling, the conclusion of 
the updated OPQ review is that the labeling is approvable with minor 
recommendations that have been communicated to the Applicant. 
 
5. Other OPQ Disciplines 
No new information was submitted for the drug product and biopharmaceutics 
disciplines, including drug product and these OPQ disciplines continue to 
recommend approval for this NDA. 
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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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The method development with respect to dissolution parameters and 
discriminating ability of the proposed method is presented below. 

Dissolution method parameters 
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