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Literatures on the existing designs and related topics for finding and
determining the optimal dose and/or schedule were investigated. Consequently, it was found that
model-assisted designs have gained much attention.

The meta-analytic approach and power prior approach for the use of histrical information were
compared through a simulation study. Consequently, the best approach might be chosen based on the
operating characteristics of each approach.

The novel sample size determination methods, which utilize the posterior probabilities calculated
from predefined efficacy and inefficacy criteria for binary endpoints, were proposed. The proposed
methods could allow for the declaration of worthwhileness or unpromisingness of one treatment
compared as another treatment, with a high probability when the true efficacy probability of the
former group is higher or lower, respectively, than that of the latter group.
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