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Table 13: Interim Boundaries Using O’Brien-Fleming Spending function, Calculation
Based on the PP Set for the Primary Efficacy Endpoint

Information Number of Nominal Efficacy Boundary Cum Prob
Fraction (% of Cases Alpha Rejecting HO: VE < (crossing efficacy
total #cases) 30% boundary if the

true VE = 60%)
IA1 35% 53 0.0002 VE =0.741 4.6%
(HR < 0.259)
1A2 70% 106 0.0073 VE > 0.565 61.5%
(HR = 0.435)
Primary analysis 151 0.0227 VE = 0.495 90.0%
100% (HR < 0.505)

Abbreviations: HR = hazard ratio; IA: interim analysis; LB = lower boundary; PP = per-protocol;
VE = vaccine efficacy.
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