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SUNITINIB (AS MALATE) 12.5 mg; SUNITINIB (AS MALATE) 25 mg; SUNITINIB (AS MALATE) 50 mg

Indicated for:

Sutent is indicated for the treatment of gastrointestinal stromal tumor after disease progression on
or intolerance to imatinib mesylate.

Sutent is indicated for the treatment of advanced renal cell carcinoma.

Treatment of unresectable or metastatic, well differentiated pancreatic neuroendocrine tumours
(pPNET) with disease progression.
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4.4 Special warnings and precautions for use

Cardiac disorders

Cardiovascular events, including heart failure, cardiomyopathy, left ventricular ejection fraction decline to
below the lower limit of normal, myocarditis, myocardial ischaemia and myocardial infarction, some of
which were fatal, have been reported in patients treated with sunitinib. These data suggest that sunitinib
increases the risk of cardiomyopathy. No specific additional risk factors for sunitinib-induced
cardiomyopathy apart from the drug-specific effect have been identified in the treated patients. Use sunitinib
with caution in patients who are at risk for, or who have a history of, these events (see section 4.8).

Patients who presented with cardiac events within 12 months prior to sunitinib administration, such as
myocardial infarction (including severe/unstable angina), coronary/peripheral artery bypass graft,
symptomatic congestive heart failure (CHF), cerebrovascular accident or transient ischaemic attack, or
pulmonary embolism were excluded from all sunitinib clinical studies. It is unknown whether patients with
these concomitant conditions may be at a higher risk of developing sunitinib-related left ventricular
dysfunction.

Physicians are advised to weigh this risk against the potential benefits of sunitinib. Patients should be
carefully monitored for clinical signs and symptoms of CHF while receiving sunitinib especially patients
with cardiac risk factors and/or history of coronary artery disease. Baseline and periodic evaluations of
LVEF should also be considered while the patient is receiving sunitinib. In patients without cardiac risk
factors, a baseline evaluation of ejection fraction should be considered.

In the presence of clinical manifestations of CHF, discontinuation of sunitinib is recommended. The
administration of sunitinib should be interrupted and/or the dose reduced in patients without clinical
evidence of CHF but with an ejection fraction < 50% and > 20% below baseline.

Infections

Serious infections, with or without neutropenia, including some with a fatal outcome, have been reported.
Uncommon cases of necrotising fasciitis, including of the perineum, sometimes fatal, have been reported
(see section 4.8).

Sunitinib therapy should be discontinued in patients who develop necrotising fasciitis, and appropriate
treatment should be promptly initiated.
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