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Development of exact tests where the primary endpoint is a categorical variable
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Many analysis methods for categorical variables such as binary variables use
large-sample approximation. However, especially in physician-initiated clinical trials in academia,
the number of patients cannot be large and the sample size is often small. Since methods using
large-sample approximations are often not appropriate in such cases, the present study was

undertaken to develop exact methods that do not use approximations. This study focused on the

following two points:

1. to develop exact tests for the comparison of predictive values between two screening tests

2. to develop a design that simultaneously considers efficacy and safety in clinical trials to

select the best treatment candidate from multiple treatment candidates
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