Ardelyx Provides Regulatory Update on New Drug Application for Tenapanor for the Control of Serum Phosphorus in Adult Patients with CKD on Dialysis
July 19, 2021

EMO! and WALTHAM, Mass., July 19, 2021 JPRNewswire! - Ardelyx, Inc. (Nasdag: ARDX), a on the discovery, development, and i innovative first-n-class medicines to improve treatment for people with kidney and cardiorenal diseases, today announced that it received a leter from the U.S. Food and Drug
Admlmslvanuh (the "FDA") on July 13, 2021, Stating that, as part of its ongoing review of the company’s New Drug Appiication ('NDA) fo the conirol of serum phosphorus in adult patients with chronic kidney disease (‘CKD") on dialysis, the FDA has idenified deficiencies that p Tabeling and atihis time. The letter stated that
treflecta under review. The company eq ameeting to discuss d was notified by the FDA today that the request for a meeting was denied.

@) ardelyx

While the FDA has not provided specific details regarding the deficiencies, the FDA noted that a key issue is the size of the treatment effect and its clinical relevance.

“This is an extr
FDA's requests,

nel from the FDA, p ing the weeks of that occurred in early April, the fact that our NDA submission included three pivotal trals across 1,000 patients, all which met their primary and key secondary endpoints, as well as the additional data analyses we submitted in late Aprilin response to the
id Mike Raab, president and chief executi of Ardelyx. "We plan to work with the FDA to lear more about the denie deicencis and il ek 1o resoe them s quickly as possible.”

About Ardelyx, Inc.

ety is focused o discovering, developing and commercialzing nnovaive st class mecicines o enhance th ies of patent wih Ky and cardorena diseases. Aelyisadvancing enapanor,  novelproduct candiate 1o contol serum phosphorus in adtpatents il CKD on s, o whichthe company subited an NDA o he FDA n June 2020, In A 2021, he
FDA extended the PDUFA date to July 29, 2021, following the submission of aditional analyses determined to be a major amendment. Ardelyx is also advancing RDX013, a potassium secretagogue, for the potential treatment of potassiu arly-stage program in metabolic
acidosis, a serious electrolyte disorder in patients with CKD. In addmun‘ Ame\yx received FDA approval of IBSRELA® (tenapanor) on September 12, 2019. Ardely has estab

ved agreements with Kyowa Kirn in Japan, Fosun Pharma in China and ngm mevapemms incanada for e development and commercialization m mnapanuv in their respecuve territories.

Forward Looking Statements

To the extent that i not i Ardelyx, they are the f ol the Privaie Felom Actf 1985 chuing par

ith the FOA and f plans and expectations as o the paih Tonvar for tenapance for e conol f serum pmsphnms in Sud atemants e subsantal ks and ncer could gl o resuls p 10 differ s»gml\canny from those expressed or implied by
' d uncertainties include, , whether P be able to address the deficiencies identifed by the FDA and obtain vegu\amry aprovafor enapanor. Ardey undertfes o obgaon to upat o i any foers the risks and could cause actual resuls ©o

difer from in these s wellasfsks elating to Adelyx's business in general,please refer o Ardelys Quartrly Reporton Form 10-Q fled with change C 6,2021, and ts T et repos 1o b e wi e Secumten e Exchange Commission.
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