Ardelyx Collaboration Partner, Kyowa Kirin, Announces Initiation of Phase 3 Clinical Studies of Tenapanor for Hyperphosphatemia in Japan

April 14, 2021
Ardelyx to Receive a $5 Million Milestone Payment

Calf.and WALTHAM, Mass. Ap 14, 2021 [PRNewswire/ - Ardeyx . (Nasdac: ARDX), a biopharmaceicalcompany focusec on developing innovalive frstin-class mediines o mprove reimen for peope it kidney an cardrenal dseases, today anounced ha s colaboraton parter i Japan, Kyowa Kt Co. L. (TSE: 4151, Kyowa i), has e four
ical studies tenapanor for e achievement of this development milestone triggers a $5.

n payment to Ardelyx.
‘The Phase 3 clinical tials consist of  mulii-center, randomized, double-biind, 3  a phosphate  an open-iabel, single-arm study evaluating hyperphosphatemia patients on peritoneal dialysis; and a long-tem study evaluating serum phosphorus in patients who switch from one of more

phosphate binders to tenapanor for hyperphosphatemia in Japan.

“As we approach our April 29 PDUFA date for tenapanor for the control of serum phosphorus in adult patients with chronic kidney disease (CKD) on dialysis and prepare for potential commercialization i the U.S., we are pleased (o see the significant progress made by our partner Kyowa Kirin," said Mike Raab, president and chief executive officer of Ardelyx. "We are thrilled (0 have key
al

strategic partners like Kyowa with our partners in Canada and China, to support development of, and once approved, patient access to, tenapanor globally."

Under th tems of he fcense agreementor enaparor wih Kyowa Kifn, whch was igned n 2017 Avdey recelved a S30 millon dis eligible P t0 $55.0 million in total development mil d 8.5 billon yen in milestones. Ardelyx s also eligible to royalties on sal term of the agreement. Kyowa Kirin
has been granted the exclusive rights to develop, market an tenapanor for ith them, including Japan.

About Tenapanor or yperphosphatena

Tenapanor, eveloped by Ardelyx, is a firstin-class, proprietary, oral medicine for which an NDA is under review by the FDA for the control of serum phosphorus in adut patients with CKD on dialysis. Tenapanor has a unique mechanism of action and acts localy in the gut o inhibit the sodium hydrogen exchanger 3 (NHE). This results in a conformational change of the

epthetalcoll pmctions, hereby Sgnicanty reducing paracellas upake of prosphate at e primary pathway of phosp ption. Ardelyx is conducti extension sudy of the PHREEDOM Phase 3 monaterapy sucy which i designed 0 evallate the ablty of tenapanor, & monotherapy of i combination with sevelamer, 10 achieve seru phosphorus
levels in the normal range (2.5 - 4.5 mg/dL) in patients with chronic lysis. Planned anal that the use of tenapanor as a foundational carbonate, produces a significant phosphorus-lowering effect. After ~ 20 months of treatment with tenapanor alone o with low doses of

covelamer, patients exhiited a mean serum phosphorus reduction o 2.33 ML, flom a mean baseline phosphorus of 7.27 my/dL at the beginning of the PHREEDOM i 10 moan of .94 mg/dL

About Ardelyx, Inc.
Ardelyx is focused on discovering, developing, and commercializing innovative first-

vclass medicines to enhance the ves of patients with kidney and cardiorenal diseases. Ardely is advancing tenapanar, a novel product candidate o control serum phosphorus in adut pamems with CKD on dialysis, for which the company’s NDA is currently under review by the FDA, with a PDUFA date

of Aprl 29, 2021. Ardelyx is also advancing RDX013, a potassium secretagogue, for the potential reatment of elevated serum potassium, or hyperkalemia, a problem among certain patients with kidney and/or heart disease and has an ear pa CKD. In addition, Ardelyx received FDA approval of IBSRELA®
(1enapanor) on September 12, 2019. Ardelyx has established agreements vith Kyowa Kirin in Japan, Fosun Pharmaiin China and Knight Canada for and tenapanor in thei respective tetores.

Forward Looking Statements

To the extent in fistorical fcts regarding Avdelys, hey are f e pursuant o he safe aborof the riate Securis Refom At o 1995, incluing th potental o tenapanor nconrling serum phosphorus i chroric ddney
disease patients on dialysis as mnnmherapy orincombinaton wih Sevelamercarbonae, Such ! d uncertainties that could cause Ardelia’s future results, p o differ significantly from or implied by the Such risks an among others, the
uncertainties process. Ardelyx update o revise any forward-looking statements. For a iption of the risks and uncertaintes that could cause actual resuits to difer from those expressed in these forward-ooking emants e o5 s velanng 10 Ardelia’s business
i Generl plense roer o Arieats Annual Report on Form 10 e i ies and Exchange Cx March 8, 2021, and its 0 be fed with the d a :
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