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Medicines containing semaglutide: PRAC
investigating risk of rare eye condition

PRAC will assess risk of non-arteritic anterior
ischemic optic neuropathy (NAION)

EMA's safety committee, PRAC, has started a review of
medicines containing semaglutide following concerns
regarding an increased risk of developing NAION, a rare eye
condition, as suggested in two recent observational studies,
while two other recent observational studies do not suggest
an increased risk.

Semaglutide, a GLP-1 receptor agonist, is the active
substance in certain medicines used in the treatment of
diabetes and obesity (namely Ozempic, Rybelsus and
Wegovy).

PRAC is assessing whether patients treated with semaglutide
may have an elevated risk of developing NAION. This is a
disorder caused by reduced blood flow to the optic nerve in
the eye with potential damage to the nerve, which can lead
to loss of vision in the affected eye. Patients with type 2
diabetes might already have an inherently higher risk of
developing this condition.

PRAC will now review all available data on NAION with
semaglutide including data from clinical trials, post-
marketing surveillance, studies on the mechanism of action
and the medical literature (including the results of the
observational studies).

EMA will communicate further when appropriate.
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Glossary

o Safety signal assessments. A safety signal is
information which suggests a new potentially causal
association, or a new aspect of a known association
between a medicine and an adverse event that warrants
further investigation. Safety signals are generated from
several sources such as spontaneous reports, clinical
studies and the scientific literature. More information
can be found under 'Signal management'.

¢ Periodic safety update reports, abbreviated as

authorisation holder to describe the worldwide safety
experience with a medicine in a defined period after its
authorisation. PSURs for medicinal products that contain
the same active substance or the same combination of

authorisations and are authorised in different EU
Member States, are jointly assessed in a single
assessment procedure. More information can be found
under 'Periodic safety update reports: questions and
answers'.

 Risk management plans, abbreviated as RMPs, are
detailed descriptions of the activities and interventions
designed to identify, characterise, prevent or minimise
risks relating to medicines. Companies are required to

authorisation. RMPs are continually updated throughout
the lifetime of the medicine as new information becomes
available. More information is available under 'Risk-
management plans'.

* Post-authorisation safety studies, abbreviated as
PASSs, are studies carried out after a medicine has been
authorised to obtain further information on its safety, or
to measure the effectiveness of risk-management

related to the organisation of a study) and the results of
PASSs. More information can be found under 'Post-
authorisation safety studies'.

concerns over the safety or benefit-risk balance of a
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medicine or a class of medicines. In a referral related to

State or the European Commission to conduct a
scientific assessment of a particular medicine or class of
medicines on behalf of the EU. More information can be

found under referral procedures.
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