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1.1 Multiple Myeloma
Revlimid is indicated for:

e The maintenance treatment of adult patients with newly diagnosed multiple myeloma (MM) who
have undergone autologous stem cell transplantation.

e  previously untreated multiple myeloma in adult patients who are not eligible for transplant.

¢ in combination with dexamethasone treatment of multiple myeloma patients who have
received at least one prior therapy.

1.2 Myelodysplastic Syndromes

REVLIMID is indicated for patients with transfusion-dependent anemia due to low- or intermediate-
1-risk myelodysplastic syndromes (MDS) associated with a deletion 5q cytogenetic abnormality with
or without additional cytogenetic abnormalities.

Revlimid 7.5 mg is not indicated for treatment in MDS.

1.3 Mantle Cell Lymphoma

REVLIMID is indicated for the treatment of adult patients with relapsed and/or refractory mantle cell
lymphoma (MCL).
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5.3 Other warnings and precautions of use

Progressive multifocal leukoencephalopathy (PML)

Cases of progressive multifocal leukoencephalopathy (PML), including fatal cases, have been reported with
lenalidomide. PML was reported several months to several years after starting the treatment with
lenalidomide. Cases have generally been reported in patients taking concomitant dexamethasone or prior
treatment with other immunosuppressive chemotherapy. Physicians should monitor patients at regular
intervals and should consider PML in the differential diagnosis in patients with new or worsening
neurological symptoms, cognitive or behavioural signs or symptoms. Patients should also be advised to
inform their partner or caregivers about their treatment, since they may notice symptoms that the patient is
not aware of.

The evaluation for PML should be based on neurological examination, magnetic resonance imaging of the
brain, and cerebrospinal fluid analysis for JC virus (JCV) DNA by polymerase chain reaction (PCR) or a brain
biopsy with testing for JCV. A negative JCV PCR does not exclude PML. Additional follow-up and evaluation
may be warranted if no alternative diagnosis can be established.

If PML is suspected, further dosing must be suspended until PML has been excluded. If PML is
confirmed, lenalidomide must be permanently discontinued.
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