Ardelyx Reports Third Quarter 2020 Financial Results and Business Highlights

November 5, 2020
Tenapanor NDA Accepted for Review by FDA; PDUFA Goal Date set for April 29, 2021

Maintains strong balance sheet with $185.5 million in cash, cash equivalents and short-term investments

FREMONT, Calif, Nov. 5, 2020 /PRNewswire/ - Ardelyx, Inc. (Nasdag: ARDX), a specialized biopharmaceutical company focused on developing innovative first-in-class medicines to improve treatment for people with kidney and diseases, and financial results for the third quarter ended September 30, 2020.
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“The FDA's acceptance of our New Drug Application for tenapanor is a major milestone that conti of this novel therapeutic for the. patients who struggle . . president and offcer of Ardelyx. “Our ths field was further highiighted in ciinical data
presented at ASN Kidey Week 2020 generated by Ardeyx and ou Japans pariner KKC, supporting the clnica sty o emcacy oftenapanor and einfrcing s potential o ransfor the reatment landscape fo patients.”

Recent Business and Pipeline Updates

 The United States Food and Drug Administration (FDA) accepted the New Drug Application (NDA) for tenapanor to control serum phosphorus in adult patients with chronic kidney disease (CKD) on dialysis with a Prescription Drug User Fee Act ("PDUFA") goal date of April 29, 2021. The filing was supported by three successful
Phase 3 studies demonstrating tenapanor's ability to reduce phosphate levels, with two trials evaluating tenapanor as a monotherapy and the third evaluating tenapanor as part of a dual mechanism approach with phosphate binders.

« Presented new clinical data supporting the clinical safety and efficacy of tenapanor at ASN Kidney Week 2020. Three poster presentations highlighted data from Phase 3 trials conducted by Ardelyx, including the BLOCK, AMPLIFY and PHREEDOM studies. Additionally, the company’s partner for tenapanor in Japan, Kyowa Kirin
Co., Ltd., presented the results from two Phase 2 studies evaluating the efficacy and safety of tenapanor in Japanese patients on hemodialysis.

Third Quarter 2020 Financial Results
« Cash Position: As of September 30, 2020, Ardelyx had total cash, cash equivalents and short-term investments of $185.5 million, as compared to total cash, cash equivalents and short-term investments of $247.5 million as of December 31, 2019.
« Revenue: The company generated $2.7 million in revenue during the three months ended September 30, 2020, which primarily represents collaborative development revenue and sales of tenapanor for clinical supply to KKC.

« R&D Expenses: Research and development expenses were $12.2 milion for the three months ended September 30, 2020, a decrease of approximately $5.4 million, or 30 percent, compared to $17.6 million for the three months ended September 30, 2019. The decrease was primarily due to the completion of the Phase 3
PHREEDOM and AMPLIFY clinical trials evaluating tenapanor for the control of hyperphosphatemia.

+ G&A Expenses: General and administrative expenses were $7.6 million for the three months ended September 30, 2020, an increase of $0.7 million, or approximately 10 percent, compared to $6.9 million for the three months September 30, 2019, The increase was primarily due to an increase in costs associated with building
and staffing our commercial infrastructure and teams as we prepare for the anticipated U.S. launch of tenapanor for the control of serum phosphorus in CKD patients on dialysis.

 Net Loss: Net loss for the quarter ended September 30, 2020 was $18.1 million, or ($0.20) per common share, as compared to $23.5 million, or ($0.37) per common share, for the quarter ended September 30, 2019,

About Ardelyx, Inc.

Ardelyx is focused on developing innovative first-in-ci dicines to enhance the lives of p y and diseases. Ardelyx is advancing tenapanor, a novel serum phosph . for which pany's NDAis review by the FDA, with a PDUFA goal date of April 29, 2021. Ardelyx is
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Forward Looking Statements

To the extent that in thi are not historical fans regarding ety ey re ook t flecting the d made pursuant to the safe harbor of Reform Act of 1095, regarding the potential for the use of tenapanor as monotherapy and as

partof a dual mechanism appr tenapanor and phospl for the treatment o statements involve substantial fisks and uncertainties s future resuls, pe 1o differ significantly from o mpled by Such fisks and uncertinies

e, among oftrs, he upcertainies associaed wit e reulatoy approval process and urcerainties I the rocess. Ardel to update or revise any forward, For a further ine sk and uncertines tat could cause actul differ from those expressed in these

well as fisks relating to Ardelys business in general, please refer to Ardelyx's Quarterly Report on Form 10-Q to be Tlod it he Securiies and Exchange Commission on November . 2020.and 16 10 be filed with th change Commission.

Ardelyx, Inc.
Condensed Balance Sheets
(In thousands)

‘September 30, December 31,

20 2019
(Unaudited) )
Assets

Cash and cash equivalents s 91000% 181133
Short-term investments 94488 66.379

Unbilled revenue 750
Property and equipment, net 211 3436
Right-of-use assets 2402 3970
Prepaid and other assets 7.795 4114
Total assets $ 250782

Liabilities and stockholders’ equity
I

‘Accrued compensation and benefits
Current portion of operating lease liabilty
Loan payable, current portion
Deferred revenue
Accrued expenses and other liablities
Operating lease liabiliy, net of current portion
Loan payable, net of current portion
Stockholders' equity

Total liabilties and stockholders' equity

(1) Derived from the audited financial statements included in the Company's Annual Report on Form 10K for the year ended December 31, 2019.

Ardelyx, Inc.
Condensed Statements of Operations
(Unaudited)
(In thousands, except share and per share amounts)

Three Months Ended September 30, Nine Months Ended September 30,
2020 2019 2020 2019

Revenues:
Licensing revenue $ —s 30008 706$ 3,000
Collaborative development revenue 1,356 — 3,656 —
Other revenue 1357 13 1.400 31
fotal revenues 2713 3,013 5.762 3,031
Operating expenses:
< nue — 600 141 600
Research and development 12,240 17,580 46948 57,436
General and administative 7,634 6922 21810 17.410
Total operating expenses 19,874 25,102 68,899 75,446
Loss from operations (7.161) (22,089) (63.137) (72,415)
Interest expense (1.202) (1,443) (3,785) (4,328)
Other income, net 255 204 1,485 1,896
Loss before provision for income taxes (18,108) (23.238) (65.437) (74,847)
Provision for income taxes — 301 — 303
Netloss
Netloss per common share, basic and diluted ~ $ (020)8 0315 0735 (20
‘Shares used in computing net loss per share - basic
and diuted 89,365,798 62,826,513 89,100,772 62,676,591
C View original content to download hird: |-results-and-by highlights-301166837 htrm)
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