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Figure 2: Mean Within-Patient Change in Serum P From Baseline Figure 5: All Tenapanor Initiators and Persistent Users Reaching a 21- or 22-mg/dL Threshold Decrease in Serum P
at Day 120 in All Tenapanor Initiators and Persistent Users or a Serum P of <5.5 mg/dL After Treatment
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- For this preliminary analysis, data were obtained from electronic medical records of patients treated at a mid-size O S 2— &
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» The primary outcome of this analysis was the within-patient change in serum P, defined as the difference between atients could have been using more than 1 type of PB (categories were not mutually exclusie) 2
baseline and post-treatment serum P. PB, phosphate binder. I (95% Cl, 43.1 to 50.6) (95% Cl, 23.1 to 29.8) (95% Cl, 20.4 to 26.8)

- Baseline serum P measurements captured 29 to 0 days pre-tenapanor initiation . At 91 to 120 days after initiation, 75.5% were prescribed a dosage of 420 mg/wk.

- Post-treatment serum P measurement captured 1 to 120 days post-tenapanor initiation P, phosphate.
- If multiple serum P measurements were captured within these intervals, the average value was used in the analysis
- Patients were included in the primary analysis regardless of whether they discontinued tenapanor within 120 days

of initiation. A sensitivity analysis was performed for persistent users who were on tenapanor for the full 120-day
follow-up period.

- Mean within-patient change in serum P from baseline was —-0.87 mg/dL for all initiators and —0.92 mg/dL for persistent users (Figure 2).
- Mean within-patient serum P decreased over time for all initiators and for persistent users (Figure 3). " " "
- Median serum P decreased in all initiators from 7.4 mg/dL (interquartile range [IQR], 6.6 to 8.6) at baseline to 6.6 mg/dL (IQR, 5.6 to 8.1) at month 4 (Figure 4). I-l m |tat|0n5

- This preliminary analysis includes patients from only 1 dialysis organization and may not be representative of all US patients on dialysis.
- Tenapanor use is based on the date of tenapanor prescription and may not reflect actual tenapanor usage.

- No comparison group was included in this analysis, limiting our ability to place these results in the broader context of pharmacological
Days after tenapanor initiation 12 - o o hyperphosphatemia control.

Figure 3: Within-Patient Reduction in Serum P at Each Follow-Up Figure 4: Serum P Distribution Over Time for All Tenapanor

Initiators?

Interval for All Tenapanor Initiators and Persistent Users

- In total, 982 patients met the inclusion criteria and were included in the primary analysis (Table 1; Figure 1). Of —— T
these patients, 700 (71%) were persistent users. Month 1 Month 2 Month 3 Month 4
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XPHOZAH (tenapanor) Important Safety Information and Indication

INDICATION

XPHOZAH (tenapanor) is indicated to reduce serum phosphorus in adults with chronic kidney disease (CKD) on dialysis as add-on therapy in patients who have an inadequate response
to phosphate binders or who are intolerant of any dose of phosphate binder therapy.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
XPHOZAH is contraindicated in patients under 6 years of age.

XPHOZAH is contraindicated in patients with known or suspected mechanical gastrointestinal obstruction.

WARNINGS AND PRECAUTIONS
Diarrhea
Patients may experience severe diarrhea. Treatment with XPHOZAH should be discontinued in patients who develop severe diarrhea.

MOST COMMON ADVERSE REACTIONS

Diarrhea, which occurred in 43% to 53% of patients, was the only adverse reaction reported in at least 5% of XPHOZAH-treated patients with CKD on dialysis across trials. The majority of
diarrnea events in XPHOZAH-treated patients were reported to be mild-to-moderate in severity and resolved over time or with dose reduction. Diarrhea was typically reported soon after
initiation but could occur at any time during treatment with XPHOZAH. Severe diarrhea was reported in 5% of XPHOZAH-treated patients in these trials.

For additional safety information, please see full Prescribing Information, click here.

CKD, chronic kidney disease. © Ardelyx, Inc., 2025. All rights reserved. Ardelyx and XPHOZAH are registered trademarks of Ardelyx, Inc.
XPHOZAH (tenapanor hydrochloride). Prescribing information. Ardelyx, Inc; 2025. Do not copy, modity, or disseminate without permission. For educational purposes only


https://ardelyx.com/XPHOZAH-Prescribing-Information.pdf

