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Abstract: In 2026, the European Association for the Study of the Liver and the American Association for the Study of Liver
Diseases jointly published a Delphi consensus statement on surrogate endpoints and real-world evidence in primary biliary
cholangitis. This consensus proposes 16 statements and 42 recommendations centering on the following three most critical issues in
the development of new drugs for primary biliary cholangitis: whether liver biochemical parameters and noninvasive assessments of
liver fibrosis can be used as surrogate endpoints for clinical outcomes; how real-world data and real-world evidence can complement
or support confirmatory studies in a manner compliant with regulatory requirements; how patient-reported outcomes can be
standardized for the assessment of quality of life, pruritus, and fatigue. This article provides an excerpt and expert interpretation of
the background, methodological framework, core statements, recommendations, and key figures and tables of this consensus, in
order to provide a reference for the diagnosis and treatment of primary biliary cholangitis, drug evaluation, real-world study design,

and the development of patient-centered clinical endpoints in China.
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Table 1 Delphi panel characteristics
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Figure 1 Surrogate endpoint framework for PBC clinical trials
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Table 2 Biases relevant to real-world data studies in PBC and recommended mitigation strategies
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Table 3 Ideal characteristics of patient- reported outcomes instruments for use in PBC
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ent-reported outcome assessment in PBC
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