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Gilenya is indicated for the treatment of patients with relapsing forms of multiple sclerosis (MS) to
reduce the frequency of clinical exacerbations and to delay the accumulation of physical disability.
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7. Warnings and Precautions
7.3 Progressive Multifocal Leukoencephalopathy

If PML is confirmed, treatment with GILENYA should be discontinued.

Immune reconstitution inflammatory syndrome (IRIS) has been reported in patients treated with S1P
receptor modulators, including GILENYA, who developed PML and subsequently discontinued
treatment. IRIS presents as a clinical decline in the patient’s condition that may be rapid, can lead to
serious neurological complications or death, and is often associated with characteristic changes on
MRI. The time to onset of IRIS in patients with PML was generally within a few months after S1P
receptor modulator discontinuation. Monitoring for development of IRIS and appropriate treatment
of the associated inflammation should be undertaken.

7.9 Severe Increase in Disability After Stopping GILENYA

After stopping GILENYA in the setting of PML, monitor for development of immune reconstitution
inflammatory syndrome (PML-IRIS) [see Warnings and Precautions (7.3)].
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