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Discussion

In this trial, patients with advanced hepatocellu-lar carcinoma who 
received sorafenib treatment had nearly a 3-month median survival benefit, as 
compared with those who received placebo. At the time the study was 
stopped, after the second prespecified interim analysis (conducted when 
321 

patients had died), patients in the sorafenib group had a median survival of 10.7 
months, as compared with 7.9 months in the placebo group. The effect of 
sorafenib on overall survival remained signifi-cant after adjustment for baseline 
prognostic fac-tors that were found to influence survival, thus supporting 
the primary analysis. The benefit of sorafenib was also consistent among all 
prespec-ified stratification groups, including patients with the worst prognosis, 
such as those with an ECOG performance status of 1 or 2 or with macroscop-ic 
vascular invasion or extrahepatic spread.
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