Appendix B: Additional examples of Box 13

Box 13. Exemplars on reporting item 7b elements

Example 6. Sample size cap following SSR and treatment selection

“... the IDMC may recommend to increase the sample size at the interim analysis if there is less than 80%
conditional power (CP) (item 3b details) to demonstrate superiority of the selected regimen (or at least one of
the selected regimens in the case where two regimens are chosen) over placebo. The maximum permitted
sample size increase will be fixed at 100 additional patients per selected propranolol regimen and 50 additional
patients on the placebo arm”[1]. Extracted from supplementary material.

Example 7. 2-stage AD; use of non-binding futility boundary

“It has to be noted that, to protect the global type 1 error in case the decision was taken to overrule the futility
rule, nonbinding boundaries would be used adding a very conservative boundary for efficacy. Overwhelming
efficacy would be assessed on the adjudicated primary efficacy endpoint using the gamma (-10) alpha
spending function[2] , in comparing the observed one-sided p-value with 0.00004 during this interim
analysis. With such a conservative alpha spending function, the global alpha level of the study would be
maintained at 0.05 (2-sided).”’[3]. Extracted from supplementary material.
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