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MAVENCLAD is indicated for the treatment of adult patients with highly active relapsing multiple
sclerosis (MS) as defined by clinical or imaging features (see section 5.1).
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4.2 Posology and method of administration

(...)

Posology

The recommended cumulative dose of MAVENCLAD is 3.5 mg/kg body weight over 2 years,
administered as 1 treatment course of 1.75 mg/kg per year. Each treatment course consists of

2 treatment weeks, one at the beginning of the first month and one at the beginning of the second
month of the respective treatment year. If medically necessary (e.g. for recovery of lymphocytes),
the treatment course in year 2 can be delayed for up to 6 months. Each treatment week consists of
4 or 5 days on which a patient receives 10 mg or 20 mg (one or two tablets) as a single daily dose,
depending on body weight. For details, see Tables 1 and 2 below.

Following completion of the 2 treatment courses, no further cladribine treatment is required in
years 3 and 4 (see section 5.1). Re-initiation of therapy after year 4 has not been studied.
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4.8 Undesirable effects
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List of adverse reactions

Adverse reactions described in the list below are derived from pooled data from clinical studies in
MS in which oral cladribine was used as monotherapy at a cumulative dose of 3.5 mg/kg. The safety
database from these studies comprises 923 patients. Adverse reactions identified during post-
marketing surveillance are indicated by an asterisk [*].
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Immune system disorders

Common: hypersensitivity* including pruritus, urticaria, rash and rare cases of angio-oedema.
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Hypersensitivity

In clinical studies of patients treated with a cumulative dose of 3.5 mg/kg oral cladribine,
hypersensitivity events were observed more frequently in cladribine-treated patients (11.8%)
compared to patients who received placebo (8.4%). Serious hypersensitivity events were observed
in 0.3% of cladribine-treated patients and in no patients who received placebo. Hypersensitivity
events led to treatment discontinuation in 0.4% of cladribine-treated patients and in 0.3% patients
who received placebo.
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