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Results

Patlent- ReportEd I BS-C Respond;nts (Table 1) Table 1: Respondent Demographics and Disease Characteristics Table 3: Overall Financial Toxicity by Each IBS Symptom Severity Item: Results From Multivariate Analyses
o * Respondents were . : :
- IBS-C respondents (N=284) PROMIS GI Constipation PROMIS Gl Belly My IBS is well controlled with Frequency of
Sym ptom Seve rlty CO rre I ates Wﬁggg‘;@;tly female (52%) and Age, mean (SD), y 51.4 (15.5) Scale T-score Pain Scale T-score my current treatment plan IBS-C episodes
POSItIVEIy Wlth Flna nCIaI Health-Related Economic Female 261 (92) EACIT-COST Pillai's Trace=0.114 Pillai's Trace=0.167 Pillai's Trace=0.101 Pillai's Trace=0.0472
Burden (Figure 1) Gender,? n (%) Male 21 (7) itams F=7.1685 F=11.155 F=6.2716 F=2.7532

i - df=(5,278); P<0.001 df=(5,278); P<0.001 df=(5,278); P<0.001 df=(5,278); P<0.05
B u rd e n: I BS I n Am e rl ca 2024 » Agreement with financial toxicity Non-binary 2 (1) ( ) P< ( ); P< ( ) P< ( )i P<

For the FACIT-COST items, the top 3 responses (somewhat, quite a bit, or very much) were used for the multivariate model except for the statement “l feel in control of my financial situation,” for which the bottom 3 responses (not at all, a little

items differed Significa ntly by dge. White or Caucasian 246 (87) bit, or somewhat) were used. FACIT-COST, Functional Assessment of Chronic lllness Therapy Measure of Financial Toxicity; Gl, gastrointestinal; IBS, irritable bowel syndrome; IBS-C, irritable bowel syndrome with constipation; PROMIS, Patient-
Real-World Survey _ Significantly fewer Racesethnicity, n (3  PI2Ck Or African American 28 (10
respondents aged <65 ' Hispanic or Latino 12 (4) . , , ” o .
Eric Shah," Luisa Scott,2 Johannah Ruddy,? Elizabeth Stremke,? years felt in control of their Other® 15 (5) Figure 2: Financial Toxicity by (A) PROMIS Gl Constipation Scale and (B) PROMIS GI Belly Pain Scale T-Scores
o > T
Laura Williams,” Baharak Moshiree financial situation compared IBS-C diagnosed Yes 284 (100) A B T-score <60 (n=127) M T-score 260 (n=157)
Ralvetslvioahich isananmatbolLiN USSR arcclRCliTcVilal Cai AR 56 with those aged >65 years by HCP, n (%) No 0(0) F(1,282)=14.171 F(1,282)=27.794 F(1,282)=18.416 F(1,282)=12.275 F(1,282)=8.296
Wake Forest Medical University, Charlotte, NC, USA (F[1,282]=7.181; P<0.01). 0-5 years ago 94 (33) et Sedede e dedede dedk
- Time since diagnosis, _, 54.19% 0
— Significantly more respondents ' - 170 52.2%
g y P n (%) >5-15 years ago 103 (36) 40.1% 37 6% 37 0%

aged <65 years reported

>15 years ago 387 (31) 32.3%
ter financial hardship :
Background e S, Daily
(F[1,282]=19.230; P<0.001), Frequency of IBS Weekly 102(36)

22.8%

21.7%

17.3% 18.9%

. . . . . concerns about their financial - 125 (44) ] _ ] _

+ Irritable bowel syndrome with constipation (IBS-C) is known to impose future (F[1 282]=20.886; episodes over past Monthly 39 (14) B W T-score <60 (n=92) M T-score 260 (n=192)
a significant financial burden on patients in terms of direct and indirect P<0 001 ' df BTN year, n (%) Every few months or less 18 (6) F(1,282)=31.122 F(1,282)=36.516 F(1,282)=19.652 F(1,282)=7.753 F(1,282)=4.797
healthcare costs.'? 001), an "“St"?‘t'or.‘s often *kk k% o *k *

' about work or contributions — . . —— —— . . - 55 204 50 5

. The IBS |n. America 2024 Online S.U rvey WaS. desi.gne(.j to galn InSIght intO (F[,I ,282]=8583, P<OOOS) ;Saecl;‘];;((:j?esrlzTg;jr,gg?geerr.ralggtcl)\;eegr]?](iecrif;réflrafg?s:(iﬂa;v;?ﬁ:: or South Asian, Middle Eastern or North African, Native Hawaiian or Other D70 38.0% 234 49 37 0%
the experiences of individuals with IBS nat|onw|de, |nc|ud|ng health status, versus those aged >65 years. HCP, health care provider; IBS, irritable bowel syndrome; IBS-C, irritable bowel syndrome with constipation. 21 7% — = oo 1850 . 24,50
quality of life, and symptom burden.?# : -~ 70 -.

. Thi i i ] i Figure 1: FACIT-COST: Health-Related Economic Burden , | , | |
;gg‘ 4523(:\2’\'?3 Ea;rrlzeagt(e)ﬁ;:;negrreeljtliZ)Vrg)srrlw? dt?;?v:c/reoer: t:i:gs zl;r11 f‘geg:fe q 5 | am frustrated that | worry about the financial My illness has been My out-of-pocket medical | feel in control of
BS.C svm ¥om <everity and financial toxicii) P P P Not atall = Alittle bit MSomewhat MQuiteabit MVery much % Very much/Quite a bit | cannot work or problems | will have in a financial hardship expenses are more than  my financial situation

ymp y y: contribute as much the future as a result of to my family and me | thought they would be
as | usually do my illness or treatment
| feel in CO ntr0| Of my financia| Situation _ 28 504 24 4% 40.8% FACIT-COST (Version 2): Copyright 2014, FACIT-The L{niver;ity of .C.hicago, Used yvith permission. ***P<.0.001. **Pp<(0.005. *P<0.05. Group comparisons for each item by one-way ANOVA. ANOVA, analysis of variance; FACIT-COST, Functional
Assessment of Chronic lliness Therapy Measure of Financial Toxicity; Gl, gastrointestinal; PROMIS, Patient-Reported Outcomes Measurement Information System
My out-of-pocket medical expenses

Study Design are more than | thought they would be - 29.2% | 30.5% | 254% Figure 3: Financial Toxicity by (A) Level of Symptom Control on Current Treatment Plan®* and by (B) IBS Episode Frequency

« Ardelyx supported the IBS In America 2024 survey extension study in - - :
partnirshige/vith Health Union from January 15 tg/ApriI 14 2024 y I;q/lgrgl:ﬁisstgari b?aer?ﬂ? f;nrfg%ael - 29.9% 36.6% 9 9% A M Not at all well controlled (n=137) Somewhat controlled (n=44) M Very well controlled (n=103)

« Participants were United States (US) residents aged >18 years who met : : y ’ y : F(2,282)=10.117 F(2,282)=9.605 F(2,282)=9.074

P = , ged =laoy | worry about the financial problems | will have in 0 0 ) *kk *kk *kk ns ns
these seIEreﬁﬁrted crlterl.?j. hzi\[d choeerg Icllslggcnosec? r\:Vlélh IBSC;C, wer&current_ly the future as a result of my illness or treatment - e 39.1% | 46.5% | 16.9% — . — . = .
seeing a health care provider to trea -C, and had used over-the-counter . | . | . |
or pregscription treatrﬂent for IBS-C. lam fru_strated that | cannot work or _ a44% | 29.3% 50, 69% 57 70 c1 a0
, , . , , , contribute as much as | usually do 070 A1 6% .

* Financial toxicity was assessed using select items from the Functional 34.1% 31 1% 2t 005 28.2% ' 32.8% 34.1% ; 51 90 36.4% 34.0%
Assessment of Chronic Iliness Therapy Measure of Financial Toxicity AQOW o0l APl APl @Yo o p Q%0 (A PR, Pl ‘ - 18.2% 19.4% - %’ 770 L
(FACIT-COST®) scale, Version 2.> Respondents' answers to FACIT-COST items (%) I -

o The fU” Scale IndUdeS 12 statements Wlth reSpOnseS ranglng frOm “Not Positive values show percent cumulative agreement (a little bit, somewhat, quite a bit, or very much) while negative values show percent non-agreement (not at all). FACIT-COST (Version 2): Copyright 2014, B O Weekly or less often (n=1 82) = Daily (n=1 02)
at all” to "Very mUCh," dS app|icab|e within the paSt 7/ dayS, FACIT-The University of Chicago, Used with permission. FACIT-COST, Functional Assessment of Chronic lliness Therapy Measure of Financial Toxicity. F(1,282)=8.755 F(1,282)=4285 ns ns ns
*%* **%*

* In this analysis, an overall FACIT-COST score was not calculated because Symptom Severity _—
the fuII FACIT—CQST assessment was not used, and.the outcomes were * The mean T-scores were 60.8 and 62.3 for the PROMIS GI Constipation Scale and PROMIS Gl Belly Pain Scale, respectively. 3799 BB 2 6 47.1% 26 30 :
not interpreted in the context of other research using the FACIT-COST . . . . o . ' o 26.4% g 26.9% 33-3% 26.9% 31.4%
assessment. Relationships Between Financial Toxicity and Symptom Severity/Control -. -. -.

. Symptoms of IBS-C were assessed using 2 Patient-Reported Outcomes + Responses on the FACIT measures of financial toxicity correlated positively with the severity of constipation, abdominal pain,

Measurement Information System® (PROMIS®) gastrointestinal (GI) and IBS episode frequency, and correlated negatively with reported control of IBS on the current treatment plan (Table 2). | am frustrated that | worry about the financial My illness has been My out-of-pocket medical | feel in control of
symptom scales.5”7 + Overall financial toxicity was significantly related to constipation severity, abdominal pain severity, the level of IBS | cannot work or problems I will have in d flnanual. hardship expenses are more than my financial situation
_ The PROMIS Scale v1.0 -- Gastrointestinal Belly Pain 5a (PROMIS GI Belly control on the current treatment plan, and IBS episode frequency (Table 3). contribute as much the future as a result of to my family and me | thought they would be

Pain) scale includes 5 items that assess abdominal pain frequency, » Participants with higher PROMIS Scale T-scores for constipation (Figure 2A) and abdominal pain (Figure 2B) reported as | usually do my iliness or treatment

i i i reater financial burden across all financial toxicity items versus participants with lower T-scores. “The overall ANOVA was followed by pairwi isons. b | hown w ignificant.

Inter?SIty' and quallj[y Ove.r the paSt 7 dayS' as WE” as bOthersomeneSS g . y . p p . o . . .. , FTACeIT?CeOrgT l(A\\/Ners\i/c/)A\n Zizscgp(;/right 2%?2,rFA(SZTT?%TepS;isvoer;;tyAggCCr?ircr;%it fJ(;r;cT(\?\fitsh gerr:nisi?onnc.)t*s’*’%&oc.ggg.**P<0.005. *P<0.05. Group comparisons for each item by one-way ANOVA.

and interference with daily activities. » Poor IBS symptom control and higher frequency of IBS episodes had a significant negative impact on participants ANOVA, analysis of variance; FACIT-COST, Functional Assessment of Chronic lliness Therapy Measure of Financial Toxicity; IBS, irritable bowel syndrome; ns, not significant.
— The PROMIS Scale v1.0 -- Gastrointestinal Constipation 9a (PROMIS Gl financial situation (Figure 3A and 3B).

Constipation) scale includes 9 items that assess constipation-related ! ! ! ! w , e __ o .

symptoms and the bothersomeness of these symptoms over the past Table 2: Relationships Between Financial Toxicity Items and Symptom Severity: Results From Pearson Limitation

7 davs. Correlations

d . : » The survey included unvalidated assessments and a healthy control group was not run for comparison.

- Both PROMIS GI measures use T-scores. A higher T-score represents more PROMIS Gl PROMIS Gl My IBS is well Frequency
of the concept being measured.® FACIT-COST item Constipation Belly Pain controlled with my of IBS-C
— Ascore of 50 represents the average of the US general population, while Scale T-score T-score current treatment plan®*  episodes® -

T-scores of 60 and 40 are 1 standard deviation worse and better than am f d that | K Conclusions
am frustrated that | cannot work or ;
&€, resp y- contribute as much as | usually do , , L
o , , IBS-C adversely impacts many facets of patients’ lives. References
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IBSRELA® (tenapanor) is indicated for treatment of irritable bowel syndrome with constipation (IBS-C) in adults

Important Safety Information

WARNING: RISK OF SERIOUS DEHYDRATION IN PEDIATRIC PATIENTS

* IBSRELA is contraindicated in patients less than 6 years of age; in nonclinical studies in young juvenile rats, administration of tenapanor caused deaths presumed to be due to dehydration.
[see Pl Contraindications (4), Use in Specific Populations (8.4)].

* Avoid use of IBSRELA in patients 6 years to less than 12 years of age. [see Pl Warnings and Precautions (5.1), Use in Specific Populations (8.4)].

 The safety and effectiveness of IBSRELA have not been established in pediatric patients less than 18 years of age. [see Pl Use in Specific Populations (8.4)].

CONTRAINDICATIONS

IBSRELA is contraindicated in patients less than 6 years of age due to the risk of serious dehydration.

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

WARNINGS AND PRECAUTIONS

Risk of Serious Dehydration in Pediatric Patients

IBSRELA is contraindicated in patients below 6 years of age. The safety and effectiveness of IBSRELA in patients less than 18 years of age have not been established. In young juvenile rats (less than 1 week olq;
approximate human age equivalent of less than 2 years of age), decreased body weight and deaths occurred, presumed to be due to dehydration, following oral administration of tenapanor. There are no data

available in older juvenile rats (human age equivalent 2 years to less than 12 years).

Avoid the use of IBSRELA in patients 6 years to less than 12 years of age. Although there are no data in older juvenile rats, given the deaths in younger rats and the lack of clinical safety and efficacy data in
pediatric patients, avoid the use of IBSRELA in patients 6 years to less than 12 years of age.

Diarrhea

Diarrhea was the most common adverse reaction in two randomized, double-blind, placebo-controlled trials of IBS-C. Severe diarrhea was reported in 2.5% of IBSRELA-treated patients. If severe diarrhea
occurs, suspend dosing and rehydrate patient.

MOST COMMON ADVERSE REACTIONS

The most common adverse reactions in IBSRELA-treated patients (incidence >2% and greater than placebo) were: diarrhea (16% vs 4% placebo), abdominal distension (3% vs <1%), flatulence (3% vs 1%) and
dizziness (2% vs <1%).

For additional safety information, including the Boxed Warning, please see full Prescribing Information: click here.

MED-US-2500328 05/2025

IBS-C, irritable bowel syndrome with constipation.
IBSRELA (tenapanor hydrochloride). Prescribing information. Ardelyx, Inc; 2025. © Ardelyx, Inc., 2025. All rights reserved. Ardelyx and IBSRELA are registered trademarks of Ardelyx, Inc.
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