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Unresectable or Metastatic Melanoma

e YERVOY (ipilimumab) is indicated for the treatment of adult patients with advanced
(unresectable or metastatic) melanoma.

e YERVOY in combination with nivolumab, is indicated for the treatment of adult and pediatric
patients 12 years and older with advanced (unresectable or metastatic) melanoma.

Advanced Renal Cell Carcinoma
YERVOQY, in combination with nivolumab, is indicated for the first-line treatment of adult patients
with intermediate or poor risk, advanced renal cell carcinoma (RCC)

Microsatellite Instability-High or Mismatch Repair Deficient Metastatic Colorectal Cancer

e YERVOY, in combination with nivolumab, is indicated for the first-line treatment of adult and
pediatric patients 12 years and older with unresectable or metastatic microsatellite instability-
high (MSI-H) or mismatch repair deficient (dMMR) colorectal cancer (CRC).

e YERVOY, in combination with nivolumab, is indicated for the treatment of adult and pediatric
patients 12 years of age and older with microsatellite instability-high (MSI-H) or mismatch
repair deficient (dMMR) metastatic colorectal cancer (CRC) that has progressed following
treatment with a fluoropyrimidine, oxaliplatin, and irinotecan.

Metastatic Non-Small Cell Lung Cancer

YERVOY, in combination with nivolumab and 2 cycles of platinum-doublet chemotherapy, is
indicated for the first-line treatment of adult patients with metastatic or recurrent non-small cell
lung cancer (NSCLC) with no EGFR or ALK genomic tumor aberrations.

Hepatocellular Carcinoma
e YERVOY, in combination with nivolumab, is indicated for the first-line treatment of adult
patients with Child-Pugh A unresectable or metastatic hepatocellular carcinoma (HCC).

e Yervoy, in combination with nivolumab, is indicated for the treatment of adult patients with
hepatocellular carcinoma (HCC) Child-Pugh A who have been previously treated with
sorafenib.

Malignant Pleural Mesothelioma

YERVOY, in combination with nivolumab, is indicated for the first-line treatment of adult patients
with unresectable malignant pleural mesothelioma.
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Esophageal cancer

Yervoy in combination with nivolumab is indicated for the first-line treatment of adult patients
with unresectable advanced, recurrent or metastatic esophageal squamous cell carcinoma with
tumour cell PD-L1 expression 21%
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5 WARNINGS AND PRECAUTIONS
5.1 Severe and Fatal Immune-Mediated Adverse Reactions

Other Immune-Mediated Adverse Reactions

Other—hHematologic/immunelmmune: Aplastic anemia, conjunctivitis, cytopenias (2.5%),
eosinophilia (2.1%), erythema multiforme, histiocytic necrotizing lymphadenitis (Kikuchi
lymphadenitis), hypersensitivity vasculitis, meningitis, neurosensory hypoacusis, psoriasis,
sarcoidosis, systemic inflammatory response syndrome, and solid organ transplant rejection

Other: Myocarditis-Myositis-Myasthenia Gravis (or Myasthenia-Like) Overlap Syndrome,
reported as the co-occurrence of either two or all three adverse reactions.

5.8 Effects on the ability to drive and use machines

YERVOY has minor influence on the ability to drive and use machines.

Because of potential adverse reactions such as fatigue (see section 6), patients should be
advised to use caution when driving or operating machinery until they are certain that
ipilimumab does not adversely affect them.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Risk Summary
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