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Metastatic Merkel Cell Carcinoma
Bavencio is indicated for the treatment of adult patients with metastatic Merkel cell carcinoma
(McCC).

Locally Advanced or Metastatic Urothelial Carcinoma

First-Line Maintenance Treatment of Urothelial Carcinoma

Bavencio is indicated for the maintenance treatment of patients with locally advanced or
metastatic urothelial carcinoma (UC) that has not progressed with first-line platinum-containing
chemotherapy.

Previously-Treated Urothelial Carcinoma
Bavencio is indicated for the treatment of patients with locally advanced or metastatic urothelial
carcinoma (UC) who:
- Have disease progression during or following platinum-containing chemotherapy
- Have disease progression within 12 months of neoadjuvant or adjuvant treatment with
platinum-containing chemotherapy.

Advanced Renal Cell Carcinoma
Bavencio in combination with axitinib is indicated for the first-line treatment of patients with
advanced renal cell carcinoma (RCC).
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4.2 Posology and method of administration
Table 1: Guidelines for withholding or discontinuation of Bavencio
Treatment-related adverse reaction Severity* Treatment modification

Other immune-related adverse reactions (including;
myositis, hypopituitarism, uveitis, Myasthenia gravis,
myasthenic syndrome, 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: myositis, hypopituitarism, uveitis, myasthenia gravis, myasthenic syndrome, and Guillain-
Barré syndrome (see section 4.8).

4.8 Undesirable effects

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

Uncommon Guillain-Barré Syndrome*, myasthenia gravist,
myasthenic syndromet

Table 2: Adverse reactions in patients treated with avelumab in combination with axitinib in
clinical studies B9991002 and B9991003

Frequency Adverse reactions

Uncommon Myasthenia gravis, myasthenic syndrome
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