Higher Advisory
Pharmacovigilance
Committee

(HAPC) Meeting
Summary

Updates on obeticholic acid and
potential lack of

efficacy/effectiveness

¥
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Immune Checkpoint Inhibitors
and potential risk of Overlap
Syndrome (Triple M: Myocarditis,

Myositis, and Myasthenia

Gravis).
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Recommendation

Based on the available scientific
evidence, the committee
recommends  continuing the
registration of obeticholic acid,
and re-examining the risk when

new evidence becomes available.

Recommendation

Based on the available scientific

evidence, the committee
recommends publishing a safety
communication on the SFDA
website regarding the potential
risk of overlap syndrome with

Immune Checkpoint Inhibitors.
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checkpoint inhibitors.




