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Two interim analyses for the primary end point were planned in this study. The first interim analysis
took place at 25 months after study initiation, with 100 events—one fifth of the planned number of
events. Early study termination was planned on the basis of the efficacy or futility at the second
interim analysis with 170 events—two thirds of the plan—approximately 34 months after study
initiation. Interim analyses were conducted by the independent JACCRO Statistical Analysis

Department in accordance with the interim analysis plan.
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