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Statistical aspects of safety-related clinical assessment

Hiroe Tsubaki
The Institute of Statistical Mathematics

Abstract

The structure of the null hypothesis differs between safety and efficacy evaluations of new drugs when
there are multiple endpoints. Therefore, for the safety hypothesis, the author shows that no adjustment for
multiplicity is needed even in the confirmatory testing inference. However, for the safety hypothesis, given
the situation where no power-based sample size design is usually used and the probability of producer risk
is close to 1. Therefore, a professional interpretation of the test results for the safety hypothesis or
revalidation experiments shall be required to decrease the producer risk. In this study, we will also review
studies around the journal of clinical evaluation that have examined this type of inference.
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