Assessing the Relationship Between Pruritus and Work Productivity Among
Individuals With PBC and Pruritus: Results From the ITCH-E Study
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RESULTS

INTRODUCTION

|
C O n CI u s I o n s PBC is a chronic, autoimmune, cholestatic liver disease that disproportionately affects women and is associated _ _ - _ o _
with progressive liver injury and significant symptom burden' Table 1. Self-Reported Demographic and Baseline Clinical Figure 2. Association Between Pruritus NRS Score and
* Up to 80% of individuals living with PBC experience pruritus, commonly known as itching®” Characteristics of Employed Participants With PBC PBC-Related Lost Work Hours? in the Past Week"
: : * In severe cases of itching, cholestatic pruritus can become an indication for liver transplantation, even in the
ReSUItS from thIS anaIySIS Of the ITCH-E absence Of Iiver failure4 g p p Employed Participants
h : : : « People who have PBC-related pruritus can experience sleep deprivation, profound fatigue, depression, social er‘lth_ IZEC 157
StUdy SuggeSt t at pru rltUS SeVe”ty IS isolation, and self-mutilation, and many report substantial disability associated with their pruritus, including (N = 42) 0
_ _ impairment of social life, housework/errands, and work/school®° Age, years, mean (SD) 51.8 (8.8) = -
assoclated with lost work hours damong - Despite these known concerns associated with PBC-related pruritus, the association between pruritus severity Gender, n (%) 9 :E 10 5
and work productivity has never been investigated = ’ I 28 (90 % >
employed adults with primary biliary emale 99) €5
" . OBJECTIVE Male 3(7) 03 o
cholangitis (PBC), emphasizing the need Nonbinary 1(2) oo
« To assess the relationship between pruritus severity and work productivity among employed adults with PBC in Race and ethnicity” n (%) 3 0
] . : _ y (1) —]
for safe and efficacious PBC treatments the US using data from the [TCH-E study .
White 35 (83)
that can reduce pruritus METHODS Hispanic or Latino 5(12) | | | | |
i « Adults with PBC were recruited from a PBC patient advocacy group and a physician panel between December African American 10) 0 2:5 0.0 7 10.0
e Further research is needed to understand 2023 and March 2024 as part of the ITCH-E study Prefer not to answer 2 (5) NRS
. . — |Inclusion criteria for the ITCH-E Study: PBC diagnosiS, adults =18 years of age, Currenﬂy treated with PartiCipantS with cirrhosis, n (%) 9 (21) :-ehperebsl,:?wtlsi,naenrienpdri?/isdeg;lssaép%\aste.SS smoothing function that was used to fit the data during the regression analysis. The shaded gray area represents the 95% Cl. Each data point
whether other potential barriers to work ursodeoxycholic acid or obeticholic acid, provided informed consent, and living in the US Comorbidities, n (%) o B e e e e €14 you missflom vk becauso of problems
— Exclusion criteria for the ITCH-E study: Enrolled in a clinical trial for PBC treatment, unable ’ ° “One é’ggiﬁigfgﬁywviigigﬂtngfcgﬁZ%g{ SnZ%%?ﬁﬁﬁS?ﬁ Ffs?iﬂﬁlit?faﬁim;’;kc*;?e‘f“E‘i Bt?:iSp‘??nﬁtécrif@ﬂfavrvfihooﬂggﬁilrom the figure.
productIVIty may exist among people ’cscz)ger]asg/runderstand English, lacks access to a mobile device or computer, and/or affiliated with the study High blood pressure 11 (26)
: « Participants completed the following questionnaires: Anxiety 10 (24)  The association between Pruritus NRS score and hours missed due to PBC is shown in Figure 2
with PBC — Pruritus Numerical Rating Scale (NRS) Raynaud syndrome 7(17) * Results from the Poisson regression model demonstrated that an increase in 1 unit of the Pruritus NRS score
- - - . - - : : was associated with a 17% (95% CI, 10%—-25%) increase in PBC-related lost work hours in the past week
— Work Productivity and Activity Impairment (WPAI) Specific Health Problem V2.0, Clinical Practice Version Diabetes 6 (14) ’
P I - L S « To assess the relationship between pruritus severity and work productivity, this subanalysis of the ITCH-E study Asthma 4 (10) _ o _
al n a n g u ag e u m m a I'y only included participants who were employed , Figure 3. Association Between Pruritus NRS Score and
———————————————————————————— — Self-reported demographic and baseline characteristics of those who were unemployed were also examined Sjogren’s syndrome 3(7) Non-PBC-Related Lost Work Hours? in the Past Week"
P | th . bl h | t PBC » Poisson generalized linear regression models were used to analyze the relationship between Pruritus NRS and Lupus 2 (5) 10 -
o
eople with primary biliary cholangitis ( ) WPAI | | Hypercholesterolemia 2 5)
_ _ _ — Participants answered the following questions to assess PBC-related and non—PBC-related lost Fib o Fronic fati q o (5 o o
may experience itching as a symptom work hours: ibromyalgia or chronic fatigue syndrome (5) ) .
1. During the past seven days, how many hours did you miss from work because of problems associated COPD 1(2) 9 g
- - : with your PBC? Include hours you missed on sick days, times you went in late, left early, etc., because of . : s 89 57
* This itching can be severe and cause your PBC Hashimoto’s thyroiditis 1(2) S =
b| th g e d : 2. During the past seven days, how many hours did you miss from work because of any other reason, such Hypothyroidism 1(2) Q5
prooiems witn sieep, treaness, anda pain as vacation or holidays? Limited scleroderma 1(2) ‘i §
. : : Rheumatoid arthritis 1(2) 25 07
o
This study looked at whether itching affects RESULTS insurance. n (%)
g ° 0 — .
peOple,S ablllty tO dO WOrk Of the 90 participants who enrolled in the ITCH-E study and completed the surveys, 47% (n = 42) reported Private 33 (79)
employment (Figure 1)
Othere 6 (14) | | | | |
. . - . : 0 2.5 5.0 7.5 10.0
» The study results suggested that people Figure 1. Study Design and Participant Enroliment for Assessing Medicare 2 (5) NRS
: : the Relationship Between Pruritus Severity and Work Productivity Medicaid/CHIP 1(2) | o | | | | o |
Wlth more Seve re ItCh IOSt more hou rS Of Prof ‘t | domt K > (5 ;'reh;rebsh;ﬁtlsm:nrien%i?/isde:;lsraeé_p%\aste?S smoothing function that was used to fit the data during the regression analysis. The shaded gray area represents the 95% Cl. Each data point
i i i i rerer not 1o answer on now ( ) aParticipants answered the following questions to assess non—-PBC-related lost work hours: During the past seven days, how many hours did you miss from work because of any other
_ _ People with PBC recruited through People with PBC recruited through reason. such a8 vacation or holidays?
work than those with less severe itch BT P 2 PEC sl i ey oL NRS score, mean (SD) 3.93 (2.98) e oo Lk o, s oot st o e fgure
NRS 24, n (%) 21 (50)
e Medicines that effectively reduce itch are T — NRS =0, n (%) 8 (19) « No association was found between Pruritus NRS score and non—PBC-related work hours missed (Figure 3)
_ VEREL) Receiving pruritus treatment, n (%) 7(17) * Results fro_m the F_’oisso? regr?ssion ronod(il demonstratfed that an increa_se in 1 unit of the Pruritus NRS score
needed to add reSS thIS prObIem NO ZParticipant_slcouId select >1 category for race aqd ethnicity, which explains why percentages add up to >100%. was aSSOCIated Wlth 2 4 A) (95 A) CI’ 3 /0_6 A)) decrease n hOUrS Worked n the paSt Week (data nOt Shown)
(n = 37) -Othor Included Affordable Care Act subsiised,” ‘Blue Cross/Shield,” “DPC Direct Patient Care [sid policy (inhouse) with my Dr office,” « Among participants who were not employed (n = 48), the median age was 56 years, 44% were on Medicaid,
) Does the partiCipant meet e“glblllty Criteria? :'(Ia':ggl’[?r}l/ee;t%rﬁlﬁuzlgg’;r‘;tl—ilgirgt?cr;a,’;r?t?rﬂs“tl;l;isns:aflig]ralzt)e(g?zggzgentin, opiate antagonists, and sertraline. and the median Score on the Pruritus NRS was 4
NOaleEe] Consent NRS. numerical raiing scals: NYS, New York Stats: PBC, primary billary cholangite. - oo e
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v 7 (n =122) White (83%), and the mean age was about 52 years (Table 1) » To our knowledge, this is the first study to have investigated the association between pruritus severity and work
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| | | - Consent provided - About one-fifth of the participants (21%) had cirrhosis, and the most common productivity in people with PBC
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. _ o o _ * Most of the participants (79%) were privately insured « These analyses were not adjusted for confounders, including comorbidities and markers of disease severity such
Disclosures: CL reports receiving research grants paid to her institution from Calliditas Therapeutics; CymaBay - Half of the employed participants had a Pruritus NRS score 24, which is considered as cirrhosis
Therapeutics; Escient Pharmaceuticals; EWR; Gilead Sciences, Inc.; GSK; Intercept Pharmaceuticals; Ipsen; - _. _ o .. 7 _ o , L _
Kowa: Mirum Pharma: Target RWE: and Zydus Pharmaceuticals: consulting fees from Calliditas Therapeutics: Participants who r?ported employment Participants who reEorted unemployment moderate to severe pruritus, and about 19% of participants had a Pruritus NRS score « The anglysgg were conducted among a small sample of employed individuals with PBC, thus further limiting their
CymaBay Therapeutics; Gilead Sciences, Inc.; GSK; Intercept Pharmaceuticals; I[psen; Kowa; and Mirum Pharma; (n=42) (n = 48) of 0 generalizability
and participation on a data safety monitoring board with COUR Pharmaceuticals. MA, MR, WZ, and CK are NRS, numerical rating scale; PBC, primary biliary cholangitis: WPAI, Work Productivity and Activity Impairment. « Only about 17% of participants were receiving pruritus treatment, which included » Of note, among those who were unemployed, more than half were younger than.retirement age; further research
employees of Gilead Sciences, Inc., and may own stock in Gilead Sciences, Inc. antibiotics, antihistamines, fibrates, gabapentin, opiate antagonists, and sertraline is needed to understand whether PBC-related disease burden contributed to their unemployment status

International Society for Pharmacoeconomics and Outcomes Research; May 13-16, 2025; Montreal, QC, Canada




