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The purpose of this study was to propose guidance for the selection of
randomization methods and an to propose analysis methods for comparison of the performance of
screening tests in small-size clinical trials. Regarding the choice of randomization method, we
showed that randomization methods that consider prognostic factors perform better in small clinical
trials, and that there is little difference in performance among randomization methods that take
prognostic factors into account. For analysis methods to compare the performance of screening tests,

we developed exact tests and non-inferiority tests for positive and negative predictive values, as
well as a simultaneous test procedure to demonstrate the superiority of either positive or negative

predictive value, the non-inferiority of the other.
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