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BACKGROUND
The use of warfarin reduces the rate of ischemic stroke in patients with atrial fibril-
lation but requires frequent monitoring and dose adjustment. Rivaroxaban, an oral
factor Xa mbhibitor, may provide more consistent and predictable anticoagulation than

warfarin.
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METHODS

In a double-blind trial, we randomly assigned 14,264 patients with nonvalvular atrial
fibrillation who were at increased risk for stroke to receive either rivaroxaban (at a
daily dose of 20 mg) or dose-adjusted warfarin. The per-protocol, as-treated primary
analysis was designed to determine whether rivaroxaban was noninferior to warfa-
rin for the primary end point of stroke or systemic embolism.
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As-treated primary analysis
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Table 1. Charactesistics of the Intention-to-Treat Population at Baseline.
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Table 2. Primary End Point of Stroke or Systemic Embolism.*
Hazard Ratio
Study Population Rivarcxaban Warfarin (95% CI)f P Value
No.of MNo.of Event No.of MNo.of Event
Patients Events  Rate Patients Ewvents Rate Moninferiority Superiority
no. f100 no. /100
patient-yr patiemt-yr
Per-protocol, as-treated 6958 188 1.7 7004 241 2.2 0.79 (0.66-0.96) <(.001
populationg
Safety, as-treated population 7061 189 1.7 7082 243 2.2 0.79 (0.65-0.95) 0.02
Intention-to-treat population§ 7081 269 21 7050 306 2.4 0.88 (0.75-1.03) =0.001 0.12
During treatment 188 1.7 240 2.2 0.79 (0.66-0.96) 0.02
After discontinuation 81 4.7 66 43 1.10 (0.79-1.52) 0.58
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