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Black Box Warnings

Arterial Occlusion

incl. fatal M, stroke, intracranial large arterial vessel stenosis and severe PVD, occurred in at
least 35% of pts; pts may experience >1 event type; seen in pts w/ and w/o cardiovascular
risk factors, incl. pts <50 yo; monitor for s/sx of arterial occlusion; interrupt or D/C tx
immediately if arterial occlusion develops; weigh risk/benefit prior to restarting tx

Venous Thromboembolism

occurred in 6% of pts; monitor for s/sx of venous thromboembolism; consider dose reduction
or D/C tx if serious venous thromboembolism develops

Heart Failure

incl. fatal cases, occurred in 9% of pts; monitor cardiac fxn and interrupt or D/C tx if new or
worsening heart failure occurs

Hepatotoxicity
incl. liver failure and death occurred; monitor LFTs and interrupt tx if hepatotoxicity suspected
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