Ardelyx Announces FDA Acceptance for Filing of its New Drug Application of Tenapanor for the Control of Serum Phosphorus in Adult Patients with CKD on Dialysis

September 15, 2020
NDA Supported by Data from Expansive Clinical Development Program Demonstrating Tenapanor's use as Foundational Therapy

PDUFA Goal Date - April 29, 2021

FREMONT, Calif., Sept. 15, 2020 /PRNewswire/ - Ardelyx, Inc. (Nasdag: ARDX), a ar firstin-class medicines
phosphorus in adult patients with chronic kidney disease (CKD) on dialysis.
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“The acceptance of our NDA is extremely exciting as it next ciitical stef , president, and chief executive officer of Ardelyx. “With potential approval i the second quarter of 2021, we continue to advant
commersl preparaions for e aunch o hapaner,a st inclacs, non indor haapy that arget the pimary nmnway of phosphorus absorption. This is a special time for the Ardelyx team as we i o mision - hatwe can st shoula i bt o patints W bolievs that il tenapanor, o have dscovered and developed a herapy thatwil Tl acvance care for paterts on
dialysis.”

improve treatment for people with kidney and car

liovascular diseases, today announced that the U.S. Food and Drug Administration (FDA) has accepted its New Drug Application (NDA) of tenapanor for the control of serum

‘The FDA has set a Prescription Drug User Fee Act (PDUFA) goal date of April 29, 2021.

“Ilook forward to the prospect of having a to treating a condition known g patients with chronic kidney disease on dialysis,” said Dr. Kam Kalantar-Zadeh, Chief, Division of Nephrology and Hypertension and Kidney Transplantation, University of California, Irvine, School of Medicine. *I believe
innovations that enable us to block phosphorus via the. Dnmary nmhway of absorpt hel and ly manage phosphorus, so we can do better for our patients.”
The NDA is supported by Phase 3 trial 1,000 patient the use of tenapanor, which included: two monotherapy trals, including a long-term study, to control serum phosphorus in patients with CKD on dialysis, and one trial using a approach in dialysis 5 mg/dL)

despite phosphate binder therapy.

About Tenapanor for Hyperphosphatemia
Tenapanor, discovered and developed by Ardely, is a first-in-class, proprietary, oral medicine for which an NDA is under review by the FDA lnr the conol o serum phosphorus i adult paten with CKD o dialysis, Tenapanor has  urue mechanismof acton and actslocally i he gut o i the soium hydrogen exchanger 3 (NHE3). Ths esultsin  corformaionalchange of the
epithelial cell junctions, thereby significantly reducing pavaoeHu\ar uplake of phnsphale atthe phospl ption. Ardel NORMALIZE an ongo nsion study of the PHREEDOM Phase 3 monotherapy sudy, which s designed to evaluate the il o tenapanor, a5 monctherapy o n combination with sevelamer, o achieve seru phosphorus
levels in the normal range (2.5 - 4.5 mg/dL) in patients with chrc 1C0)on diaysis. Plamed ana ma& heuseol tenapanor as a foundational carbonate, produces a lowering effect. After treatment with tenapanor alone or with low doses of
sevelamer, patients exhibited a mean serum phosphorus reducion of 253 mg/dL, from a mean baseline phosphorus of 7.27 mg/dL at the beginning of the PHREEDOM 1l 10 moan of .94 mg/dL

About Hyperphosphatemia
isa

resuling Tevel of the blood tha is estmated t afect more than 75,000 dalysi patens in majordeveloped countries. The kidney i the organ responsisefo eguiating phosphorus fevels, but when Kicney mpaired, eliminated from the body. As a
result, c binders (ne oly spproved thetapy ot yperBhospratemia). approximately 70% of CKD patient o dayeis continus (0 xperionce slovad posphorus eveleat any poin 1 ime (Sphete Gital Inslgh\s RealWorld Dynamix, Dialysis 2018). Phosphorus
levels greater than 5.5 mg/dL have been shown to be tisk factor ‘morbidiy and mm\alny in (Block 2004), and recognized phosphate levels toward the normal range (<4 6mg/al)
About Ardelyx, Inc.
Ardelyx is a biopharmaceutical company focused on developing innovative frstin-class medicines to improve treatment for people with kidney and diseases. The Ardely pipeline includ for the control of serum phosph CKD on dialysis, for which an NDA is under review by the FDA, and RDX013, a potassium secretagogue prograr for
thepotentialeatment oftigh potasium, o yperkalemia, a roem among ceran patets i icney andior hear isease. I addifon, Aceyreceived FOA approval o 1BSRELA® (tenapanor) on September 12, 2019. Ardelyx has estabiished agreements with Kyowa Kiin in Japan, Fosun Pharma in China and Knight Therapeuics in Canada fo the development and

tenapanor in
Forward Looking Statements
To the extent that din thi not historical elyx, they are forward-looking statements reflecting the efs and i pucsuento sl st of e Pt Sl Reform At 1985, o h ptenl o tanaparart b spprov o kg by th FDA ko e ol
of serum phosph i . the potential for the use of lenananov s munomerapy s partof a sl mechenisn agproch v spancr andphosp for the reatment of the potential for tenapanor alone or with small doses of phospt serum
timing of th review ofits NDA for tenapanor fr the controlof serum phosphorus. Such tatement that could c of Ardels productcandaes o Ardlys e resuls, ertomance o schevement (o e sgncanty o thase prossedor inpie by Py luukmg Statements. Such risks and
uncertainies include, amang fhers,th uncertanis assoeiated wih e egulatory approal rocess, and uneriaiis inth g commercalzaton process oy underakes no ablgation 6 updat o revise any For a furiher the risks and from those expressed in these forwarc-iooking
statements, as well s risks relating (o Ardelyx's business in general, please refer t report on Form d Exchange Commission on August 6, 2020, and its future current and penmc eports o be filed with the Securities and Exchange Commission
C View original content to download 1130860.himl
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