Ardelyx Provides Corporate Update Following Type A Meeting with FDA

October 13, 2021
- Despite Type A Meeting, Ardelyx continues to await clarity from FDA on path forward for approval of tenapanor for hyperphosphatemia
- Company reduces staff by 65%

FREMONT, Calif. and WALTHAM, Mass., Oct. 13, 2021 JPRNewswire! -- Ardelyx, Inc. (Nasdag: ARDX), focused on . development, of innovative improve veatment orpeopl wihKney and ardorenl diseass,today antounced ihal e company has met wih the .S, Food and Drug
Admlmslvamm (FDA) in a Type A meeting, but was not provided sufficient clarity on what constitutes ag treatment effect” and continues to await additional information regarding the path forward for the company's New Drug Application (NDA) for tenapanor for the control of serum (CkD) on
lysis.

@ ardelyx

the stutes, uhich el primery and key seconday endpoiiswih o safey oroter dentied ssues, wecontiue to be extemely disappoinied and surprised by e lak of iy o he FDA on he next steps o resubmi our NOA sald Mike Raab, presidentand hie xecuive oferof Arlly. i oder to presenve ourcash
Ss0urtes and extent our Gash iy, we haue made the extremel

mplemen a resiructuring plan that ncudes a sigifcant reductin n force. We have retained key employees needed o coninue to suppor y process and work goal for tenapanor for While a setback for our company, we believe the
delay in approval represents a more for patients aho are beng access to tenapanor, a d. novel th acton. We remain dedicated to providing these underserved patents,of wich 7 e to maintain despite active treatment with therapies, another
treatment option.”

“The company announced that on October 12, 2021, it began implementing a restructuring plan to further reduce operating costs and better align the company's workforce with the needs of its business following the receipt of a complete response letter (CRL) from the FDA on July 28, 2021, regarding the company's NDA for the control of serum phosphorus in adult patients with CKD on
dialysis, and the results (o date of Type A meeting. g plan s expected p December 2021 In the restructuring, the that itwill incur g charges of 3 millon, which will be recorded primarily in the fourth quarter 2021, related to severance payments and other employee-
related costs. The company expects that i it costs by 2 millon. At the end of the third quarer ended September 30, 2021, Ardeyx had $141.7 miio in cash and cash equivalents (unaulted).

Iy 2021, vl amnounced hat it had receive  CRL fom (e FDA regarding the company's NDA o tenapanar fr thecontlof serum phospforus n adul patents ith CKO on dalyss Accaaing to he CRL, e he FDA agrees ha he submited daa provide substntal evidence thal enapano s efective nreducing serum phosphorts n CKO pates on marys.s " they
characterize the magnitude of the treatment effect as "small and of unclear clinical significance.” Additionally, the FDA noted that for the application to be approved, Ardelyx needs "to conduct an additional ad clinically effect on serum in effect on the ciinical to be caused by
hyperphosphatemia in CKD patients on dialysis." There were no safety, cinical CMC or non-clinical inthe CRL.

While Ardelyx has yet to receive minutes from the Type A meeting held October 1, 2021, the discussion at the meeting did not p i the i the FDA's definition of i and relevant treatment effect

About Hyperphosphatemia

sulting in an level of phosphorus in the blood that ffect the vast majority of the 550, the United States with CKD on dialysis. The kidney is the organ responsible for regulating phosphorus levels, but when ki paired, el from the

Body. A a rosul, hyperphosphatemia s a nealy univereal coniton emong poapie win GKD on dlyse win recognized guidelines that phospl toward the normal range (2.5-4.5mg/dL).

About Tenapanor for Hyperphosphatemia

‘Tenapanor, discovered and developed by Ardelyx, has a unique mechanism of d acts locally in the gut to inhibit the exchanger 3 (NHES), reducing phosphate absorption through the paracellular pathway, the primary pathway of phosphate absorption.

“This novel blocking mechanism enables a one 30 mg regimen. The most tenapanor in clinical trals was diarrhea.

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 tenapanor, a serum phosph with CKD on dialysis, which has completed three successful Phase 3 trils. Ardelyx is also advancing RDX013,
tassium secretagogue, for the potential reatment of potassium, or aprobler patients with kidney and/or heart disease and has an early-stage program in metabolic acidosis, a serious KD. In adition, tenapanor has already received FDA approval for the treatment of irrtable bowel syndrome with

constipation (IBS-C) under the tradename IBSRELA®. Ardelyx h blished with Kyowa Kiri in Japan, Fosun Pharma in China and Knight Therapeutics in Canada for the development and commercialization o tenapanor in their vespecnve Termories.

Forward Looking Statements

Tothe exent na tatementscontained 1 his pres refease are ot descriptons o isoricalfacts regarding Avdey thy ae fovard \kag tatements reflecting the current pursuant to the safe harbor of the Private Securities Reform Act of 1995, including Ardelyx's statements regarding the expected costs associated with the
festructuring plan and he expected recucton n annualcash compensation ostsresuling o s worklorce educton, Such s involve substantialrsks {hat coul cause Ardoys future esuls, performance or achievements f difer signifcanty from thase exprassed ot i by the forwardooking statements. Such ks and unceraintes
include, among others, uncertainti d with risks related o e, In adiion. (s companys workorcereducion costs may b reate han anicated. Ardelx andenakes o obigaton (6 upate offovise any fower1ookng Salements. For a et descipio of e risks and uncertaines tat coul cause acualresuls 0 difer fom thase expressed n hese
forward-looking statements, as well as risks velmmg to Ardelyxs business in general, please refer to Ardelyx's Quarterly Report on Form 10-Q fled with the Securities and Exchange Commission on August 13, 2021, and its future current and periodic reports to be filed with the Securities and Exchange Com
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