Ardelyx Successfully Completes T3MPO-3 Safety Extension Study of Tenapanor for IBS-C

January 3, 2018
Favorable Tolerability Profile Demonstrated in 1-year Safety Study
FRENONT,Calf, Ja. 3, 2018 [PRNewswiel - Aoy, . (NASDAQ: ARDY) oy anrounced hat th company succesfulycomplotd hesafety etension prlon of s P 3 TaMPO program, designe o support h regitaon ofenapanar for he esmento bowel (1BS-C). Peoy
T3MPO-2, the two Phase 3 ma\s m fenepner for 1BSC, were ellglhle e Ahe sa'e(y extension study, T3MPO-3. Results from T3MPO-3 showed a mean tenapanor compl percent, and as he 240 patiens reated. Of patiens reated, 8.2 percent reported experiencing diarthea, with oly 1.7 percent of patients
just 2.1 percent.

HARDEWYX

up 10 a year, resuling in minimal weatment discontinuations,” said David P. Rosenbaum, Ph.D., chief development offcer of Ardely. “The rate of diarrhea reported among patients was lowier than that observed in both the T3MPO-1 and T3MPO-2 trials, which may further suggest that diarrhea occurs
eany i veament and bowel time. These ﬁndmgs‘ 9 large number of people who elected to stay on tenapanor treatment for such an extended period of ime, reinforce tenapanor's potential as an effective and well-tolerated chronic treatment for people with [BS-C."

“The postive resuts from both the T3MPO-1 and T3MPO-2 studies, data, support Ardelyx's plans to submitits first New Drug Application o the U.S. Food and Drug Administration for this indication in the second half of 2018,

About Tenapanor for IBS-C

Tenapanor dcovere and developed by Avdely, s frstcass, proprietar. inmllyabsorbed orl,expermrtal mediaton Two Phase 3l s for enapanor i I8S-C ave by Ardel statisical significance for the primary endpoint, the combined responder rate for six of 12 weeks, defined as a 30 percent reduction in abdominal pain
and an increase of one or more ompared o baselne, for atleast six of e 12 weeks f the reamentperio. Tenapanor was welkoleated i vl e second half of 2018, Ardelyx plans to subit a New Drug Application requesting marketing authorization from the U.S. Food and Drug Administration (FDA) for
{enapanor o reat [BS-C. Tenapanor has a unique echana of oo s e by inhibiting, or mnckmg, the NHES transporter in tract to reduce the . leading to the gut. This sodium increases fiid in the gut, loosening stool, thereby alleviating constipation. Preciinical studies demonstrate that tenapanor may
reduce abdominal pain caused by IBS-C through the inhibition of TRPV-1 dependent signaling. Tenapanor has shown a desired benefitin the abdominal pain endpoint for IBS-C e ns clincal sudies o-date. Tenapanor i lso in Ph for the treatment of inp renal disease who are on dialysis.

About Ardelyx, Inc.

Ardet i focused onenharcing the way peope it cardiorena iseasesare eated by ping differentiated, medicines, ‘ pipeline includes the Phase tenapanor for ‘and RDX013, a polassium secretagogue program for the
potental treatment of in addition I pipeline, Ardelyx Phase 3 devel oftenapanor or the treatment of people with tipation and antic aNew Drug Applcation to the U8 Food and Drug Administration for i icaton ine second hll of 205, 1o efficiently bring its treatments to market,

Ardelyx is pursing strategic coloatons e 05 o beyond, with established agreements with Fosun Pharma in China and Kyowa Hakko Kirin in Japan. For more information, please visit hto: /v ardelyx com/ and connect with us on Twitter @Ardelyx

Forward Looking Statements

o the extent that in thi ric g Ardelyx, they are ! i of pursuant o the safe harbor of the Prival Secuies Reforn Actof 1995, incluing the potential for Ardlys produc candidates intreating the ciseases and
Condiions o which ey e beng developed: Aieycs expered nmmg Torthe lng of 5 NDA o tenapanor or (e realment o 155.C, and Atdey's abity 0 Pty in the future. Such substantial risks and uncertainties that could cause the development of Ardelyx's product candidates or Ardelyxs future results, performance or
achievements o difer irificanty fom those expressed of implie by the foarc-ooking satemerts Such risks and uncertainties include, among others, the uncertainties inherent in research and the clinical deve\npmenl process, mcmmg the requiatry approval pocess. Ardelyx undenakes o obligation to update or revise any forward-looking statements. For a further description of

the risks and uncertainties that wal results 10 differ from ® int statements, as well as risks relating to Ardelyx's business in general, please refer to Ardelyx's Quarterly Report on Form 10-Q filed with n November 7, 2017, and its future current and periodic reports o be filed with the Securities
and Exchange Commission.

L View original content with i Sl i e dy-of. foribs .

'SOURCE Ardelyx

Monique Allaire, THRUST IR, 781-631-0759, monique@thrustir.com or Alcia Davis, THRUST IR, 910-620-3302, alicia@thrustir.com


http://www.ardelyx.com/
http://www.prnewswire.com/news-releases/ardelyx-successfully-completes-t3mpo-3-safety-extension-study-of-tenapanor-for-ibs-c-300576499.html

