Ardelyx Announces Extension of the PDUFA Review Period for Tenapanor for the Control of Serum Phosphorus in Adult Patients with CKD on Dialysis

April 29, 2021

and WALTHAM, Mass., April 29, 2021 [PRNewswire/ — Ardelyx, Inc. (Nasdag: ARDX), a focused on the di development, of innovative fi ines to improve treatment for people with kidney and cardiorenal diseases, today announced that the Prescription Drug User Fee Act (PDUFA) date for
lenapanor ot he convl o with @ three months.
Following constructive labeling discussions with the U.S. Food and Drug Administration (FDA) that began i early April the agency made a recent information request that required the company to submit addtional analyses to help the agency better understand inlight of tenapanor's action as compared to approved therapies. In response, the company
submitted the requested analyses which constitute a major amendment to the New Drug Application (NDAY), resulting in an extension of the PDUFA date by three months to July 29, 2021
“While disappointed in the delay, we the impact that the COVID- had or he agency,” said Mike Raab, president and chief executi of Ardelyx. "W agency over the past month and believe that the aditional analyses submitied n response to recent dialogue with the agency
{eiforce he extensive clnical evdence we generated on enapanor. e look oward 0 coninuing 0 work losey . constructively with FDA during the remainder of the review process. We are confident in he comprehensive data set. are well prepared or th launch of tenapanor upon ool approval to bringing to patients.”

‘The NDA for tenapanor for the control of serum phosphorus is supported by a comprehensive development program involving more than 1,000 patients, including three Phase 3 clinical trials, al of which met their primary and key secondary endpoints.

About Tenapanor for Hyperphosphatemia

Tenapanor, discovered and developed by Ardely, is a fist-n-class, proprietary, oral medicine for which an NDA s under review by the FDA for the control of serum phwsphnms in adult patients with CKD on dialysis. that of morbidity and mortalty Despite 0%
of patients continue to have phosphorous levels outside of target ranues in any given month. Recent data has shown that 77% of patients. Jovels over a s month pertod. Terapanor s e machanism of acion and act ogaly m he Qut o I the s hycrogen aschanger 3 (VHES) This rosute n a proposcd

rediucing paracellar permeabiity o phosphate and decreasing phosphate ahsmpnnn Ihmugh this primary pathway. Adelyx is condlcting NORY tudy of the PHREEDOM . whichisdesined to evaluat he by of tenapanor as murmlherapy orin
combinaton vith sevelamer,to achieve serum phosphorus level in he norma range (2.5 - 45 mg/dL) in that the use of ter r\apanar 222 oundatons approach, as montherapy or in combination with sevelamer carbanate, produces a fect. m
the NORMALIZE trial napanor alone or with low doses of sevelamer, patients exhibited a mean serum phosphorus reduction of 2.33 mg/dL. from a mean baseline phosphorus of 7.27 m/dL at the beginning of the PHREEDOM tial to a mean of 4.94 mg/dL..

About Ardelyx, Inc.

Ardelyx is focused on discovering, developing falizing innovative first-n-cl d the lives of patients with kidney and cardiorenal diseases. Ardelyx is advancing tenapanor, a novel product serum phosph with CKD on dialysis, for which the company’s NDA is currently under review by the FDA. Ardelyx is also
advancing RDX013, a potassium secretagogue, for the potential treatment of elevated serum potassium, or hyperkalemia, a problem among certain patients with kidney andlor heart disease and has an early-stage program in metabolic acidosis, a serious electrolyte disorder in patients with CKD. In addition, Ardelyx received FDA approval of IBSRELA® (tenapanor) on September 12,
2019 Ardelyx has established Kyowa Kirin in Japan, in China and Knight Therapeutics in Canada for the development and commercialization of tenapanor in their respeciive territories.

Forward Looking Statements

To the extent in thi g Ardely, they are tatements reflecting the f de pursuant 0 the safe harbor of the Private Securiies Reform Act of 1995. Such tatements fisks and uncertainties
Avdelys future resufs, perfomance or jitindoatiyuprin s\gnmcamjy lmm mnse expressed or mplcd by he foward ooking satements. Such rick incluck i d with the regulatory rdelyx undertakes no obligation to update or revise any forwarc-looking statements. For a further description of the risks and
uncernies hat wual resuls 1o differ from Semerts, a5 well as s g 0 ATGe}xs business I Qenera.Flease Tefer i Ao AUl Repor o For 104 X i d Exchange C 8,2021, and its and periodic reports 1o be fled with the Securiies and Exchange
Commissio
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