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Development of new clinical trial _designs and statistical methods to assess
assay sensitivity using external information.

Hida, Eisuke

3,200,000

delayed-start design

In this study, we aimed to develop new statistical methods for evaluating
treatment effects with assay sensitivity in clinical trial designs. Specifically, we aimed to
establish methods for estimating treatment effects with assay sensitivity using both the minimum
acceptable effect value that the trial treatment should have and clinical trial data, along with
external data.

As a result of this study, we proposed 1) a new evaluation method that can obtain additional
evidence without increasing the sample size by introducing a delayed-start design for single-arm
trials, 2) how to quantitatively assess the assay sensitivity from external data by using an
indirect comparison method that adjusts for differences in the distribution of subject backgrounds
with previous clinical trial results in a two-arm non-inferiority trial.
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