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Summary and reflections on the interim analysis of confirmatory clinical trials
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Abstract: Objective

in clinical trials both domestically and internationally, designing interim

With the release of guidance for adaptive design

analyses in clinical trials has great guiding significance for the success of
clinical trials. It not only helps to improve research and development
efficiency , but also has important preventive significance for clinical trials
that have chosen incorrect statistical methods, resulting in serious issues
such as type I error inflation and introduction of bias, which may lead to
the failure of clinical trials. This article combines three cases that have
occurred in current clinical trials to analyze and summarize the statistical
issues related to confirmatory clinical trial interim analyses, promoting a
deeper understanding of interim analyses and providing references for the
high — quality design, implementation, analysis, and interpretation of
results of confirmatory clinical trials. .
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