Ardelyx Announces Updated Development Path for its Cardiorenal Pipeline

November 21, 2017
Company to Host Conference Call at 8:30 a.m. ET Today

fter having received feedback from the United States Food and Drug Administration (FDA) on the trial design.

FREMONT, Calit, Nov. 21, 2017 JPRNewswire! - Ardelyx, Inc. (NASDAQ: ARDX) today pr an update o of registration study for tenapanor for the treatment of hyperphosphatemia will begin enmllmg shorty,
this il limit I potential of RDX7675 and, as a result, has decided to discontinue development of

In addition, Ardelyx lowering activity from d study for RDX7675 for e reament of ia; however, the company side effect of bicarbonate. The
RDX7675. This change willresult in 10 Ardelyx over the next two years, extending runway into 2019,

HARDELYX

Hyperphosphatemia Program Update

s previously described, following learnings from Ardelyx's first successfully completed Phase 3 study of tenapanor for the treatment of hyperphosphatemia in end-stage renal disease (ESRD) patients on dialysis, the company sought feedback from the FDA on the design of its second Phase 3 registration stuch , the company will add an active
control arm to the study for safety assessment only, consistent with the design of registration studies for phosphate binders. Ardelyx is updating the study protocol and preparing to begin enrollment

“If approved, tenapanor would be the first treatment available who are on dialysis, who currently rely on highly burdensome and difficult-to-take binders for treatment,” said David P. Rosenbaum, Ph.D., chief development officer of Ardelyx. "In the first Phase 3 study, tenaparer, with just afew smal pils, achieved the primary
endeintof moaninghly reducing Seum phosphors andwas well olrated The sccand phase 3 a5 A rucial e owardl acancing onapanor 1 e ket 3nd e ook omard 10 in our view, tenapar the potential P ‘and change the way patients are tr

Hyperkalemia Program Update

Ardelyx today reported an update from the company’s onset-of-action study for RDX7675 in patients with that RDX7675 sig ly serum potassium in patients treated across all dose levels. However, an unexpected and drug-related reduction in serum bicarbonate was also observed. Given the needs of this patient population, and the
requirement for a treatment that can be used in a chronic setting, Ardelyx has made the decision of RDXT675, . and Phase 3 studies. Ardelyx will shit its hyperkalemia efforts to RDX013, its earlier-stage, small-molecule program.
“The goal for RDX7675 was to develop a palatable product that could be to address an need for patients We are pleased by the actviy observed; however, the unantiipated hloavbonme side effect creates a barrier for RDX7675, which we believe could limitts chronic use.” said Mike Raab, president and chief erecutve omcer of

Ardelyx. “Itis our vision to create novel, safe medicines that meet the needs of patients underserved by today's treatments. We are very optimistic abou the future of our first-n-class pipeline. Tenapanor  and we are working hard to advance tenapanor for hyperphosphatemia and prepare for our New Drug Appl
for 1B5.C nthe Secon ll of 2015, I aGeio. e have a et of pomisg erier s 56t And e ook oward 0 2os6s5ng e OppOTUNTY or ROXOTS 2 & o binir o1 yperkalee

Conference Call Information
‘The company will host a conference call today, November 21, 2017 at 8:30 a.m. ET to discuss the upd To participate in . pl 96:9612 (toll-free) or (920) 663-6277 (tol) and reference call ID number 5389997. A webcast of the call can be accessed by visiting the Investor page of the company's website wuw ardelye com, and
will be available on the website for 60 days following the call

About Ardelyx, Inc.

Avrdel s focused on enhancing the way patints with cardiorenal and gastrintestnal (GI) diseases are teated ny using th gut s he gateway o delverng mediins that mater pany h diorenal and G business portfol d at bringing new, effective safety and d dvantages to underserved patients. Ardelyx's portfolio
includes the Phase 3 development of tenapanor for the treatment of in people with d RDX013, a potassium program. The /s Gl tenapanor for the treatment of people with iritable bowel syndrome with constipation (1BS-C), for which the company anticipates submitting a New Drug
Application in the second half of 2018, and RDX8940, a TGR! . For .l vt connect with us on Twitter @Ardelyx.
Forward Looking Statements
To the extent in thi historical facts regarding Ardely, they are the made pursuant to the safe harbor of the Private Securities Reform Act of 1995, including the potential for Ardelyx's product candidates in treating the diseases and
conditions for which they are being developed, and the expected timing of the fling the NDA for tenapanor for the treatment of IBS-C. Such forward- \uukmg alements invoe substantial ke and uncerainies thal Couk! Gauee he development of Ay product caneliates or Arely it resuls, pefortharee o achieverments o ifer sigrificant rom hose expresser!of mplie
by the forward-looking statements. Such risks and uncertainties include, among others, the uncertainties inherent in research and process, including the regt approval process. Ardely undertakes no ol gato to upcate ot rvise any forwarcooking statemens. For  further descrptin ofthe isks and uncerainles tha could cause actual resuls 1 dfer
from those expressed in these forward-looking statements, as well as fisks relating to Ardelyx's business in general, please refer to Report on Form d Exchange Commission on November 7, 2017, and its 10 be fled with the g

dated: h diorena-gipel him)
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