To the population affected by primary biliary cholangitis,
To our esteemed colleagues,

July 3 2024

Dear all,
Through this statement we express our shared concern regarding the recent update from the European Medicines

Agency (EMA) on the position of obeticholic acid in the treatment of primary biliary cholangitis (PBC) and the
communication from ERN RARE-LIVER Office in adjunction to the EMA update on June 28th 2024.

We regret that the statement of ERN RARE-LIVER was not made after consultation with all persons directly involved
in the treatment of people with PBC in order to create a more nuanced message based on all scientific data.

This ERN statement conflicts with our opinion on the position of obeticholic acid in the treatment of PBC, and how
we believe population with PBC would be best served.

Together with all stakeholders we will continue to strive for a wide range of available therapeutic options to be able
to treat all individuals with PBC in the best way possible.

Sincerely yours,
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Adriaan J. van der Meer MD, PhD Alessio Gerussi MD, PhD
Erasmus MC, Rotterdam, the Netherlands University of Milano-Bicocca, Milan, Italy
co-lead ERN PBC working group co-lead ERN PBC working group

Also on behalf of,

Prof. Frederik Nevens MD, PhD
Katholieke Universiteit Leuven, Leuven, Belgium
co-lead ERN PBC working group

Disclosure:

The authors of this statement and/or their respective institutions/foundations have received funds of multiple
pharmaceutical companies who are developing drugs for the treatment of PBC, including those marketing
obeticholic acid (Intercept Pharmaceuticals and/or Advanz Pharma), either for scientific research purposes and/or
fees for service.



