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Cases of progressive multifocal
leukoencephalopathy (PML) have been
reported in the post-marketing setting (see
section 7 Adverse drug reactions). PML is
an opportunistic infection caused by JC
virus, which may be fatal or result in
severe disability. Physicians should be
vigilant for clinical symptoms or MRI
findings that may be suggestive of PML.
If PML is suspected, Gilenya treatment
should be suspended until PML has been
excluded

Warnings and
precautions

Adverse drug reactions from
spontaneous reports and literature
cases (frequency not known)

Gastrointestinal disorders: Nausea

Infections

In the post-marketing setting cases of
infections with opportunistic pathogens,
such as viral (e.g. VZV, JCV causing
PML, HSV), fungal (e.g. cryptococci
including cryptococcal meningitis) or
bacterial (e.g. atypical mycobacterium),
have been reported (see section 6
Warnings and precautions).

Adverse drug reactions from
spontaneous reports and literature
cases (frequency not known)

Infections

In the post-marketing setting cases of
infections with opportunistic pathogens,
such as viral (e.g. VZV, JCV, HSV),
fungal (e.g. cryptococci including
cryptococcal meningitis) or bacterial (e.g.
atypical mycobacterium), have been
reported (see section 6 Warnings and
precautions).

Adverse drug
reactions
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