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Safety Assessment Report on

Recommendation

Avacopan and the Potential - Based on the available scientific
Risks of Lack of Efficacy and evidence, the committee concluded that
Vanishing Bile Duct Syndrome the current benefit-risk balance of
(VBDS) Secondary to Drug- Avacopan remains unfavorable.

Induced Liver Injury (DILI). Nk Accordingly, the committee

% recommended suspension of AVEICOPEII’]’S

%) registration until sufficient evidence is

provided by the Marketing Authorization

Holder (MAH) to support a positive
benefit-risk profile.

Recommendation

the Association of Nonarteritic Based on the available scientific evidence,
Anterior  Ischemic  Optic the committee recommended:

Neuropathy ~(NAION) and - Requesting a Direct Healthcare
Blindness with Glucagon-Like ™ Professional Communication (DHPC)
Peptide-1 Receptor Agonists from the Marketing Authorization
(GLP-1 RAs). Holder (MAH) to inform healthcare

[@ professionals about the potential risk

of NAION associated with
%) semaglutide use.

- Requesting a comprehensive signal

assessment of the NAION for other
products within the GLP-1 receptor
agonist class from the respective

Marketing Authorization Holders.
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