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Immune-Mediated and Cholestatic Disease: Clinical Aspects

Introduction

CO n CI U S I O n S » Primary biliary cholangitis (PBC) is a chronic,

autoimmune, cholestatic liver disease that
disproportionately affects women and is associated

Results

« Among 193 patients enrolled, 65 were aged <45 years at Dx (seladepar, n = 40; placebo, n = 25) and 52 had a
baseline LSM =210 kPa (seladelpar, n = 36; placebo, n = 16)

« Patients diagnosed at a younger age had numerically higher cirrhosis rates (17% vs 13%) and similar ALP levels

» Seladelpar led to a significant decline in ALP in patients with PBC regardless of their age at Dx or baseline LSM » Seladelpar led to a greater reduction in pruritus NRS in patients with moderate to severe pruritus (NRS =4 at
compared to placebo (Figure 3) baseline) regardless of their age at Dx or baseline LSM compared with placebo (Figure 6)

« Seladelpar led to similar

efficacy, including alkaline
phosphatase (ALP) declines
and pruritus improvement,
In patients with or without
risk factors for primary

with progressive liver injury and significant
symptom burden?

Earlier age of PBC onset is associated with worse
prognosis,?? with younger age at diagnosis (Dx)
linked to increased mortality rates*

Liver stiffness measurement (LSM) has
emerged as a valuable noninvasive tool for risk
stratification in PBC, with higher baseline LSM
at treatment initiation associated with worse

(316 vs 313 U/L) at baseline, compared with patients diagnosed at an older age, at the subgroup level
— Within patients aged <45 years at Dx, those who were randomised to seladelpar had numerically higher
mean LSM, mean ALP, and rates of cirrhosis at baseline compared with the placebo arm (Table 1A)

» Patients with baseline LSM 210 kPa had higher cirrhosis rates (44% vs 2%), and higher baseline ALP (350 vs 300

U/L) compared with patients with LSM <10 kPa, at the subgroup level

— Within the LSM 210 kPa high-risk subgroup, patients randomised to seladelpar had numerically higher mean

LSM (16.6 vs 14.6 kPa) and similar rates of cirrhosis compared with the placebo arm (Table 1B)

Figure 3. ALP Percent Change From Baseline by (A) Age and (B) LSM
A 207 B ]

o
!
i
1
1
1
1

Percent Change, Mean (SE)
3

Figure 6. Change From Baseline in Pruritus NRS Weekly Averages in Patients With
Moderate to Severe Pruritus (NRS 24 at Baseline) by (A) Age and (B) LSM
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