Ardelyx Announces FDA Acceptance of the Filing of its New Drug Application for Tenapanor for the Treatment of Patients with IBS-C
November 13, 2018

FREI Nov. 13, 2018 /PRNewswire/ -- Ardelyx, Inc. (Nasdag: ARDX), today announced that the U.S. Food and Drug Administration (FDA) has accepted for review the New Drug Application (NDA) for tenapanor for the treatment of patients with
e tht ac locally in the gastrointestinal (GI) tract to inhibit the sodium transporter NHE3 and reduce sodium uptake from the gut.
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Ardelyx's NDA submission is supported by a ciinical package more than 3, d Ardelyx tials and an excellent salety profie. The data include results from the completed IBS-C registration T3MPO program, which consisted of two Phase 3 trials, T3MPO-1
and T3MPO-2, and a long-term safety extension trial, TAMPO-3. Both the T3MPO-1 and MO e acheved st sngmﬁcanoe for their primary endpoint tenapanor had on reducing constipation and abdominal pain that patients with IBS-C experience. The favorable safety profle of tenapanor, which has been shown across all trials, was.
further supported by the completed T3MPO-3 study.

itable bowel syndrome with constip

(1BS-C). Tenapanor, Ardelyx's lead product candidate, is a minimally-systemic small

About Tenapanor for IBS-C

Tenapanor is a minimally-systemic small molecule that acts locally in the gastrointestinal (GI) tract to inhibit the sodium transporter NHE3 and reduce sodium absorption in the Gl tract, thus fluid. In addition, data i bdominal pain caused by IBS-C through the inhibition of TRPV-1 dependent signaling. TRPV-1,
better known as the "ot chili pepper receptor," is a well-established pain target known for transmitting from a variety of luding heat, protons and y

About IBS-C

Iritable bowel syndrome with constipation (1BS-C) is a GI disorder in which abdominal pain is nstipation, affects the health life of at least 11 million people in the US. A study published in the American Journal in 2015 showed that percent of 1BS-C neir pain, constipation and straining as being

“extremely bothersome." In the same study, GI symptoms led to an average 4.9 days of "disrupted pmdm:nvmy and 0.8 days of missed work per month,
About Ardelyx, Inc.
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To the i historical ety ey are pursuant t of the Private Securities Reform Act of 1995, including statemen the potential for in treating the
teases and condiions or which they are being ceveloped. Such forward isks an could cause the development o Al roductcandidtesor Al futre resufs, performance oracevements t ifersgnifcanty rom nose expressed ormped by the forward ‘Such risks and i

among others, the tin proc approval process. Aruelyx undertakes no obligation o update of revise any forward-looking statements. For a further description of th isks and uncertainties that could cause actual results to differ from those expressed in these forward-looking statements, as well as risks relating to
Ardelyx’s business in uenem mease refer to Ardelyx's Quarterly Report on o mq filed ith the 9 7 2016, and 16 and permc reports 1o be filed with the Securiies and Exchange Commission,
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