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Kesimpta
solution for subcutaneous injection, 50 mg/ml
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Kesimpta is indicated for the treatment of adult patients with relapsing forms of multiple sclerosis
(RMS) with active disease defined by clinical or imaging features
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4.4  Special warnings and precautions for use

Injection-related reactions

Patients should be informed that systemic injection-related reactions {systemie}(SIRRs) could
occur, generally within 24 hours and predominantly following the first injection (see section 4.8).
Symptoms most frequently observed in RMS clinical studies include fever, headache, myalgia,
chills and fatigue and were predominantly (99.8%) mild to moderate in severity. There were no
life-threatening SIRRs reported in RMS clinical studies (see section 4.8).

Additional SIRRs reported in the post-marketing setting include rash, urticaria, dyspnoea and
angioedema (e.g. tongue, pharyngeal or laryngeal swelling), and rare cases which were reported as
anaphylaxis. While there were some cases which were serious and resulted in discontinuation of
ofatumumab treatment, there were also serious cases where patients were able to continue
ofatumumab treatment without further incidents.

Some SIRR symptoms may be clinically indistinguishable from Type 1 acute hypersensitivity
reactions (IgE-mediated). A hypersensitivity reaction may present during any injection, although
typically would not present with the first injection. For subsequent injections, more severe
symptoms than previously experienced, or new severe symptoms, should prompt consideration of
a potential hypersensitivity reaction. Patients with known IgE-mediated hypersensitivity to
ofatumumab must not be treated with ofatumumab (see section 4.3).

4.8 Undesirable effects

Immune system disorders
Not known — Hypersensitivity reactions (Reported during post-marketing experience (see

section 4.4)).
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5.1 Pharmacodynamic properties

Pharmacotherapeutic group: seleetive-tmmunosuppressants immunosuppressants, monoclonal

antibodies
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