EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

12 October 2023
EMA/461358/2023
Press Office

Start of union reviews
CHMP meeting of 9-12 October 2023

Table 1. Start of reviews for centrally authorised medicines

Name INN Type of procedure Scope
Ocaliva Obeticholic acid Article 20 of Regulation (EC) The procedure is triggered by the European
726/2004 Commission asking for a review of Ocaliva.

This was prompted by the final study results
raising concerns over potential lack of efficacy
and worsening safety profile for Ocaliva in its
approved indication.
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