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Bavencio is indicated for the treatment of adult patients with metastatic Merkel cell
carcinoma (MCC).
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4.2 Posology and method of administration

Treatment-related adverse reaction

Other immune-related adverse reactions (including myocarditis, pancreatitis, myositis, hypopituitarism, uveitis,
Guillain-Barré syndrome)

4.4 Special warnings and precautions for use
Other immune-related adverse reactions

Other clinically important immune-related adverse reactions were reported in less than 1% of
patients: myocarditis including fatal cases, pancreatitis including fatal cases, myositis,
hypopituitarism, uveitis, and Guillain-Barré syndrome (see section 4.8).

4.8 Undesirable effects

Tabulated list of adverse reactions

Table 2: Adverse reactions in patients treated with avelumab in clinical study EMR100070-003
and adverse reactions from a phase I study (EMR100070-001) in other solid tumours

Gastrointestinal disorders

Very common Nausea, diarrhoea, constipation, vomiting, abdominal pain

Common Dry mouth

Uncommon Colitis*, autoimmune colitis*, enterocolitis*, ileus

Rare Pancreatitis*
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