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Item 8.01

Other Events.

On November 21, 2017, Ardelyx, Inc. (the “Company”) provided an update on the development of its cardiorenal pipeline with a focus on tenanpanor and
next-generation opportunities. The Company is preparing to initiate enrollment in the second Phase 3 registration study for tenapanor for the treatment of
hyperphosphatemia following feedback from the United States Food and Drug Administration (the “FDA”). In addition, the Company reported clinically
meaningful activity from its onset-of-action study for RDX7675 for the treatment of hyperkalemia; however, the Company also observed an unanticipated
side effect of decreased serum bicarbonate. The Company believes this side effect will limit the commercial potential of RDX7675, and as a result has
decided to discontinue development of RDX7675. The Company projects that this will result in a reduction in operating expenses of approximately
$40 million to the Company over the next 24 months, extending the Company’s operating runway into 2019.
Tenapanor for Hyperphosphatemia Program Update
Following learnings from the Company’s first 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 study. Based on the feedback
received from the FDA, 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. The Company is updating the study protocol and preparing to begin enrollment.
RDX7675 for Hyperkalemia Program Update
On November 21, 2017, the Company also reported an update from its onset-of-action study for RDX7675, which was being developed for the treatment of
hyperkalemia. The study showed that RDX7675 significantly reduced 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 need for a treatment that can be used in a
chronic setting, the Company made the decision to discontinue development of RDX7675, including both the onset-of-action and Phase 3 studies. The
Company intends to shift its hyperkalemia efforts to RDX013, its earlier-stage, small molecule program.
Forward Looking Statements
To the extent that statements contained in this Current Report on Form 8-K are not descriptions of historical facts regarding the Company, they are forwardlooking statements reflecting the current beliefs and expectations of management made pursuant to the safe harbor of the Private Securities Reform Act of
1995, including the potential for the Company’s product candidates in treating the diseases and conditions for which they are being developed; the
Company’s future development plans for tenapanor, RDX7675, RDX013 and other product candidates and the expected timing thereof; the Company’s
design of its second Phase 3 registration study of tenapanor for the treatment of hyperphosphatemia in ESRD patients on dialysis; and a reduction in the
Company’s projected expenses as a result of discontinuing the development of RDX7675. Such forward-looking statements involve substantial risks and
uncertainties that could cause the development of the Company’s product candidates or the Company’s future results, performance or achievements to differ
significantly from those expressed or implied by the forward-looking statements. Such risks and uncertainties include, among others, the uncertainties
inherent in research and the clinical development process, including the regulatory approval process. The Company undertakes no obligation to update or
revise any forward-looking statements. For a further description of the risks and uncertainties that could cause actual results to differ from those expressed in
these forward-looking statements, as well as risks relating to the Company’s business in general, please refer to the Company’s Quarterly Report on Form
10-Q filed with the Securities and Exchange Commission (the “SEC”) on November 7, 2017, and its future current and periodic reports to be filed with the
SEC.
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