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Item 8.01 Other Events

On December 27, 2022, Ardelyx, Inc. (the “Company”) received an Appeal Granted Letter (“AGL”) from the Office of New Drugs (“OND”), Center for
Drug Evaluation and Research of Cardiology, Hematology, Endocrinology and Nephrology (“OCHEN”) of the U.S. Food and Drug Administration (the
“FDA”) granting the Company’s appeal of the July 28, 2021 issuance of a Complete Response Letter (“CRL”) for the Company’s New Drug Application
for XPHOZAH (tenapanor). The OND’s response follows a favorable vote at a Cardiovascular and Renal Drugs Advisory Committee (“CRDAC”) meeting
held on November 16, 2022. In the AGL, OND directs the FDA’s Division of Cardiology and Nephrology (“DCN”) to work with the Company to develop
an appropriate label. The Company believes that a label could reflect an indication for patients whose hyperphosphatemia is insufficiently managed on
binder therapy. OND has requested that the Company request a meeting with the DCN to discuss what will be required in the Company’s resubmission of
the NDA, and the Company currently intends to request such a meeting as soon as possible. The Company currently expects to resubmit the NDA in the
first half of 2023. Within thirty (30) days of resubmitting the NDA, the Company expects it will receive notification from the FDA as to the classification
of the resubmission (Class 1 or Class 2) at which point the timing for review will also be known (2-months for a Class 1 and 6-months for a Class 2), as
well as a goal review date.

This item 8.01 contains forward-looking statements, including, but not limited to, statements related to the Company’s expectations regarding the potential
indication for XPHOZAH, and the Company’s expectations regarding the timing to resubmit the NDA for XPHOZAH and the potential timing of review of
the resubmission. The Company’s actual results and the timing of events could differ materially from those anticipated in such forward-looking statements
as a result of these risks and uncertainties, which include, without limitation, risks related to the regulatory process. A further description of the risks and
uncertainties relating to the business of the Company is contained in the Company’s Quarterly Report on Form 10-Q for the quarterly period ended
September 30, 2022, filed with the Securities and Exchange Commission (the “SEC”), and the Company’s subsequent current reports filed with the SEC.
The Company undertakes no duty or obligation to update any forward-looking statements contained in this Item 8.01 as a result of new information, future
events, or changes in its expectations.

Exhibit
No. Description

104 Cover Page Interactive Data File (embedded within the Inline XBRL document).




SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be signed on its behalf by the
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