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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
. * 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 \F/)\;ﬁgce)r(ré?;;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) items F=7.1685 F=11.155 F=6.2716 F=2.7532

Burden: IBS In America 2024 . Agreement with financial toxicity Non-binary > (1) df=(5,278); P<0.001 df=(5,278); P<0.001 df=(5,278); P<0.001 df=(5,278); P<0.05

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 dgeE. White or Ca.ucaSia N . 246 (87) bit, or somewhat) were used. FACIT-COST, Functional Assessment of Chronic Iliness Therapy Measure of Financial Toxicity; Gl, gastrointestinal; IBS, irritable bowel syndrome; IBS-C, irritable bowel syndrome with constipation; PROMIS, Patient-
Rea I-Wo rI d S u rvey B S|gn|f|cant|y fawer Race/ethnicity, n (%) Elack O.r Afnfap_Amencan 2182((’]40)) Reported Outcomes Measurement Information System.
. . . respondents aged <65 ISpanic or Latino ! ! . w o .
Eric Shah," Luisa Scott,2 Johannah Ruddy,? Elizabeth Stremke,? yeaprs falt in co%trol of their Other® 15 (5) Figure 2: Financial Toxicity by (A) PROMIS Gl Constipation Scale and (B) PROMIS GI Belly Pain Scale T-Scores
Laura Williams,* Baharak Moshiree® financial situation compared | I1BS-C diagnosed Yes 284 (100) A W T-score <60 (n=127) M T-score 260 (n=157)
_University of Michigan, Ann Arbor, M, USA; “Ardelyx, Inc., Waltham, MA, USA; with those aged 265 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) s Sedede Sedede dedede dedk
. Time since diagnosis ) 54 1% 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 37 (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%

. . L . . 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) a'nd frustllatio'ns 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.'? o A often i i i = u

| | | S about work or contributions ST . . e VT o . : h 55 204 50 5%

» The IBS In America 2024 online survey was designed to gain insight into (F[1,282]=8.583; P<0.005) i anGer Othor rate or ethnicies o1 Prefer not to smaar | Astan, Midle Fastern or Rorth African, Native Hawatian or Other ' 38.0% 34 49% 37 0%
the experiences of individuals with IBS nationwide, induding 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, . 24.5%
quality of life, and symptom burden.?4 : -~ 70 -.

. Thi i i ) i Figure 1: FACIT-COST: Health-Related Economic Burden | | , | ,

;glzs 4S§u?\¥ewig Ei;rrlggt(e)ﬁ;:;lwnegrreeljtliZ)Vr?srrlw? dt?;iv:c/reoerr? tgft:cBiS ;?1 ﬁ‘gegffe q & | am frustrated that | worry about the financial My illness has been My out-of-pocket medical | feel in control of

Be.C sum ¥om <everity and financial toxicili) P P P Notatall = Alittle bit M Somewhat M Quite abit 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
M | 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 i i i
artn)érship?/vith Health Union from January 15 tgA il 14. 2024 y My |Ilngss has been ,a financial - 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)

- " ’ PR hardship to my family and me | | | F(2,282)=10.117 F(2,282)=9.605 F(2,282)=9.074

* Participants were Unit.ed .St.ates (US) resjdents ageql >18 years who met | worry about the financial problems | will have in 0 0 0 £82)=10. ,282)=9. ,282)=3. e s
these self-reported criteria: had been diagnosed with IBS-C, were currently the future as a result of my illness or treatment - e 39.1% | 46.5% | 16.9% . n . . n . . * .
seeing a health care provider to treat IBS-C, and had used over-the-counter ; o y _* _* ot
or prescription treatment for I1BS-C. lam frustrated that | cannot work or - 24.4% | 493% | 296% 57 7% 51 89

, , . , , , contribute as much as | usually do 070 A1 6% .

* Financial toxicity was assessed using select items from the Functional 34.1% 31 1% 5 0% 28.2% ' 32.8% 34.1% ; i 36.4% 34.0%
Assessment of Chronic lliness Therapy Measure of Financial Toxicity /\9001"/%6%/600’“/A0°I°/’LO°I° Q¥ Ao A%l QP %0"/0\00“/0 : - 18.2% 19.4% - 22.3% 21.9% L
(FACIT-COST®) scale, Version 2.° Respondents' answers to FACIT-COST items (%) I - -

o The fU” Scale iﬂClUdeS 12 statements Wlth reSpOnseS ranging 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(1,28£3¢=8.755 F(1,28*292:4285 ns ns ns

* In this analysis, an overall FACIT-COST score was not calculated because Symptom Severity = o9

.J70
the full FACIT-COST 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. 37 9% 346 47.1% 36.30 .
not interpreted in the context of other research using the FACIT-COST . . . . o . : . 26.4% pum 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 fmanualo 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

intensity, and quality over the past 7 days, as well as bothersomeness greater financial burden across all financial toxicity items versus participants with lower T-scores. "The overall ANOVA was followed by pairwise comparisons. "Anly comparison not shown was not significant. B i

! ! . . . . . . .. FACIT-COST (Version 2): Copyright 2014, FACIT-The University of Chicago, Used with permission. ***P<0.001. **P<0.005. *P<0.05. Group comparisons for each item by one-way ANOVA.

and interference with da”y activities. « Poor IBS Sympt()m control and hlgher frequency of IBS epISOdes had a Slgnlflcant negatlve |mpaCt on partICIpantS’ ANOVA, analysis ofvariancg;yFECIT-COST, FunctionaIAssessr);\ent ofcﬁroniclllness Tpherapy Measure of Financial Toxicity; IBS,irritable%owelpsyndrome; ns, not signi%cant. ’
— 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: Belatlonshlps Between Financial Toxicity Iitems and Symptom Severity: Results From Pearson Limitation

7 days. Correlations

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

- Both PROMIS Gl measures use T-scores. A higher T-score represents more PROMIS Gl PROMIS Gl My IBS is well Frequency / / SHOHP P
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 frustrated that | cannot work or o N d C Conclusions
contribute as much as | usually do . . . Ref
Statistical Methods | worry about the financial problems | B5-C adversely |mpacts.mc‘.my face.ts of pqtlents Ives. S
y P Greater symptom severity is associated with greater 1. Patel S et al. Int/ Gen Med. 2021;14:1457-68.

2. Sendzischew Shane MA et al. Clin Exp Gastroenterol. 2024;17:227-53.

f| NAa nCial ha rdSh | p d nd d iStreSS. Th ese fl nd | ngs 3. Shah E et al. Gastroenterol Hepatol (N Y). 2024;20:2-3.
4. Moshiree B et al. Gastroenterol Hepatol (N Y). 2024,20:5-7.

will have in the future as a result of my 0.339¢ 0.456¢ -0.2774 0.177¢

* Financial burden was rated as a function of the following: )
iliness or treatment

— PROMIS Gl Scale SCOres (T-SCOre <60 vs 260) M ." h b f. . | h d h. SuggeSt that the degree Of IBS'C Sym ptOm Severity 5. COST: a FACIT measure of financial foxicity (FACIT-COST). FACIT Group. Published 2014. Accessed
IHiNessS Nas neen a rinancial narasni : : : . February 20, 2025. https://www.facit.org/measures/facit-cost.
- We” COntrO”ed on current IBS treatment plan (nOt VS SOmEWhat VS Very y . p O3O7C O4O7C _0279d 01 43C may drlve IBS'C—related ﬂnanCIal tOXICIty° 6. Spiegel éMR et aI.Amijastroenterol. 2(?14;109:1804-14.
well controlled) to my family and me 7. Khanna D et al. Dig Dis Sci. 2017;62:1186-92.
) i t f k t d' | 8. PROMIS Gastrointestinal Symptoms Scoring Manual. Published May 28, 2021. Accessed February
— - ' ' OUtT-0T-pocCcKet medaical expenses are i 20, 2025.https://www.healthmeasures.net/images/PROMIS/manuals/Scoring_Manuals_/PROMIS_
Frequency of IBS-C episodes (daily vs weekly or less often). o e e e, 0.268¢ 0.332¢ ~0.199¢ 0.113¢ Acknowledgments Disclosures e
o Pea FrsoOn co rrelati()ns were used {O assess Ccova riatio N between f| Na ncial more an Oug ey wou € Medical writing support for the development Eric Shah has served as a consultant for Ardelyx, Inc., and Salix Pharmaceuticals.
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. One-Way ana |yS|S of variance (AN OVA) & nd mu |t|Va riate ana |yS|S Of variance FACIT-COST (Version 2): Copyright 2014, FACIT and The University of Chicago, Used with permission. 2IBS symptom control assessed by level of agreement or disagreement with this statement. ?IBS episode by Ardelyx, Inc. Radha Narayan, PhD, of has served on advisory boards for Allergan, Alnylam, [ronwood, and Takeda; and has Copies of thi btained th h the quick R) cod .
. . . . . frequency assessed by response to, “Within the past year, how frequently have you experienced IBS episodes?” Participants could select Daily, Weekly, Monthly, or Every few months or less often. <Significant Ardelyx, Inc., critically reviewed the poster. served on speakers bureaus with Allergan, Bausch Pharmaceuticals, and QOL Medical. oples Ol SIS pcister:j) Sl tbroug tde quollc orﬁsponse (Q. ).CO fe S r?r h
(MAN OVA) dna |y5eS were used to assess differences in financial tOXlClty positive correlation. 9Significant negative correlation. eNot significant. FACIT-COST, Functional Assessment of Chronic Iliness Therapy Measure of Financial Toxicity; Gl, gastrointestinal; IBS, irritable bowel personal use only and may not be reproduced without permission from the authors.

syndrome; IBS-C, irritable bowel syndrome with constipation; PROMIS, Patient-Reported Outcomes Measurement Information System.

between levels of symptom severity.
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