Ardelyx ission of New Drug ication to the U.S. FDA for Tenapanor for the Control of Serum Phosphorus in Adult Patients with CKD on Dialysis

June 30, 2020
Application is Supported by Three Positive Phase 3 Clinical Trials for Tenapanor for Hyperphosphatemia, a Condition which affects Approximately 85% of CKD Patients on Dialysis

FREMONT, Calif., June 30, 2020 /PRNewswire/  Ardely, Inc. (Nasdag;:
‘phosphorus in adut patients with chronic kidney disease (CKD) on dialysi

J\RDELYX

RDX), a focused on developing first-in-ck dicines to improve treatment for people with kidney and diseases, today aNew Drug i for tenapanor to the U.S. Food and Drug Administration (FDA) for the control of serum

"The summssmn uc our NDA s a signficant milestone for Arcelys, posiioning us wel o fufil our promis to offr an innovatvefrstin-cass therapeuti fo patents with CKD on dialysis ith levated serum phosphorus.”said Mike Razb, president an chief execive offcer of Ardlyx. “The ciical resuls we? the potential for
napan therapy in the of based on its unic blocking phosph e primry pathvay of utake. I ddifon 1 theposive monaherapy rsulsdemonstated n ur ils,our NORMALIZE and AMPLIPY s alone o with of phosphate binders, a far
gvea\er Dememage o pationts are abio 1 acheve, and matan, target serum phosphorus levels — a goal which has proven to be mataiabl o majority of patients ly . We look forw g with the FDA through the review process and will continue advancing our preparations for launch.”

Based on standard FDA review timelines, the company expects to receive notification from the FDA on the acceptance of the filing for substantive review in late August 2020.

submission is supported by three successful Phase 3 tral
despite phosphate binder therapy.

involving over 1,000 patients that evaluated the use of tenapanor, which included: two monotherapy trials, including a long-term study, to control serum in patients with CKD , and one trial using a chanism approach in dialysis patients who had diffiult-to-control hyperphosphatemia (26.5 mgldL)

About Tenapanor for Hyperphosphatemia
Tenapanor, discovered and developed by Ardelyx, is a firstin-class, proprietary, oral medicine for which the company has subitied an NDA to the FDA for the control of serum phosphorus in adult patients with CKD on dialysis. Tenapanor has a unique mechanism of action and acts locally in the gut o inhibit the sodium hydrogen exchanger 3 (NHES). This results in a conformational
change of the epithelial cell junctions, thereby significantly reducing paracellular uptake of phosphate at the primary pathway of phosphate absorption. Three successful Phase 3 studies demonstrating tenapanor's abilty to reduce phosphate levels, as monotherapy and as part of a dual mechanism approach with phosphate binders, have been reported.

About Hyperphosphatemia
isa

resulting level of the blood that s estmated to affect more than 745,000 dialyss patents in major developed couniies. The Kichey is the organ responsibl fr regulating phosphorus evels, but when kidney impaired, eliminated from the body. As a
result & binders v only approver therapy or yperphospnatemia), approximately 70% of CKD patiente on llyas continue 1o xperonce clevated phosphoras levls at any point 1 tme (Spher Global Inslgh\s RealWorld Dynamix, Dialysis 2018). Phosphorus
levels greater than 5.5 mg/dL. have been shown to be sk factor ‘morbidity and mul\alny in (Block 2004), and recognized phosphate levels toward the normal range (<4.6mg/dL).
About Ardelyx, Inc.
Ardelyx s a biopharmaceutical company focused on developing innovaiive firs-n-class medicines to improve treatment for peopl diseases. The Ardelyx pipeline includes for the control of serum adult s . for which the company has submitted an NDA, and RDX013, a potassium secretagogue program for
ihe potental veaimen of igh ptassium.orPyperkalema,a proiem among certainpatntswith ey andlor heartdisease. naddion. Avde\yx received FDA approval of IBSRELA® (tenapanor) on September 12, 2019. Ardely has established agreements with Kyowa Kirin in Japan, Fosun Pharma in China and Knight Therapeutics in Canada for the development and
tenapanorin

Forward Looking Statements
o the extent that d in thi no historical g Ardelyx, they are forward-looking statements reflecting the iefs and i pursuant to the safe harbor of the Private Securities Reform Act of 1995, including the potential for rlenapancr o be approved for markeing by the FDA for the conrl
of serum phosphe h me potentilfor the use of lenapanor as monciherapy and as part f el mechanism approach with enapanor and phospi for the treatment of the potenial for tenapanor alone or with small doses of p serum
tming of acceptance for ubstanive review of s NDA fortenapanorfor the coirol of serum pfosghorus.Such orward-ookingsatements nlve substanta sk and uncertainies that could causethe development of Ardlys produc candidates o Ardelycs futue resuls,perormance or achieverments o difer s\gnmm\ry from mose expvessed or \mp\.eu byt me m.wam tHooking

nts. Such risks and among others, d with the regulatory approval process, and uncertainties in the drug commercialization process. Ardelyx undertakes no obligation to update or revise any forward-looking statements. For a further the risks and
expressed in these forward-looking statements, as well as risks relating to Ardelyx’s business in general, please refer o Ardelyx's quarterly report on Form 10-Q fled with the Securiies and Exchange Commission on May 7, 2020, and its future current and periodic reports to be filed with the Securities and Exchange Commlsslnn,
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