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As a result of this research, a new trial design and evaluation method for
SCTs focusing on non-inferiority trials was proposed. In particular, assay sensitivity in
non-inferiority trials must be evaluated from external information, because there is no internal
control that can be evaluated directly. Therefore, we proposed two methods that can evaluate
non-inferiority with the assay sensitivity. One is the proposal of the analysis method and the
sample size calculation for the 3-arm non-inferiority trial including the placebo group. The results
were published in Pharmaceutical Statistics. The other is the consideration of the method to
evaluate the analysis sensitivity indirectly using Network Meta-Analysis, we reported the results at
domestic and international conferences.
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