Analysis

Incidence and Prevalence of Primary Biliary
Cholangitis and Cholestatic Pruritus in Germany:
Results from a Statutory Health Insurance Claims

Digital poster
Supplemental data

Narrated summary

L. Weber!, S. Dombrowski?, V. Simang', S. Hohenester!, A. Wilk3, C. Vetter?
g
'GlaxoSmithKline GmbH & co. KG, Munich, Germany; 2IQVIA GmbH & Co. OHG, Frankfurt a.M., Germany; STeam Gesundheit, Gesellschaft fir Gesundheitsmanagement mbH, Essen, Germany

Introduction

* Primary biliary cholangitis (PBC) is an
autoimmune liver disease characterized by
progressive destruction of intrahepatic bile ducts,
resulting in cholestasis, cirrhosis, and portal
hypertension. Cholestatic pruritus (CP) affects
approximately 60% to 81% of PBC patients [1.2].

* No new pharmacologic treatments for CP have
been introduced since the 1960s. Ursodeoxycholic
acid (UDCA), the standard therapy for PBC, does
not alleviate CP. Cholestyramine and, more
recently, bezafibrate are considered first-line
treatments; alternatives such as rifampicin, opioid
antagonists, antihistamines, and sertraline show
limited long-term efficacy and are associated
with adverse effects [3.4].

* Data on epidemiology and treatment of CP in
Germany are scarce, underscoring the need for
comprehensive investigation.

Methods

» Data: Anonymized claims data from approximately
/7 million German SHI patients covering the period
2013-2022 were analyzed. The dataset includes
outpatient and inpatient care, prescriptions,
diagnoses, demographics, and costs.

 Study Period: Patients required at least 4 quarters
of look-back period for study inclusion. For
incidence and prevalence calculation, patients had
to be SHI enrolled at least 4 quarters before and
after index date. For treatment analyses, patients
needed to have at least 8 quarters of follow-up
after index date.
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Figure 3: PBC and PBC/CP Incidence and Prevalence Rates
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* PBC incidence ranged from 3.6 to 5.6/100,000 patients annually

» PBC prevalence per 100,000 increased 1.6-fold from 2014 to 2021

* The incidence rate of PBC patients with CP amongst the SHI . . . .
oopulation ranged from 0.87 to 1.64 annually In this sample of SHI-insured patients in Germany, 8-year

. . . PBC/CP prevalence was ~19%.
* The prevalence of PBC patients with CP rose slightly between
2014 and 2020 with 1=2 new cases per 100.000 annuall * The 8-year prevalence rates were comparable amongst older
’ P ’ Y and younger PBC patients (K65 years: 17%; 265 years: 17).

Incidence and prevalence proportions for CP within the PBC population.
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- Projection: Incidence and prevalence rates, as well * Amongst the potential CP medications, the top three were * Cholestyramine use in PBC patients with CP declined from 17.7%
as total patient counts, were scaled through direct cholestyramine, bezafibrate, as well as pregabalin in 2014 to 4.2% in 2021, while the proportion of patients with at
adjustment based on age- and gender-specific least one prescription of bezafibrate increased from 1.6% to 11.8%
distributions from official statistics of the German » However, only 23.7% of PBC patients with records of CP during this timeframe
SHI population. received cholestyramine, even though German guidelines

recommend it as first-line therapy for CP throughout the study
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