©
2014 2017

Development of statistical design for small clinical trials
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(1) We proposed an extension of a Bayesian adaptive design denoted by the
PSSD (predictive sample size selection design), to monitor efficacy, adapt the sample size during
the trial and add continuous monitoring safety (Teramukai S, et al. Statistics in Medicine, 2015;34:
3029-3039). (2) | published a textbook for introducing the Bayesian clinical trial design (Teramukai
S. Naze Bayes-wo tsukawanainoka? Kinpodo, 2017). (3) We reviewed the basket trial design and
proposed the new Bayesian design using the similarity measure among posterior distributions
(Teramukai S, et al. Japan Society of Clinical Trials and Research, the 9th Annual Meeting, 2018).
(4) We applied the PSSD to the phase Il clinical trials for high risk rhabdomyosarcoma patients,
sponsored by JCCG (Japan Children’ s Cancer Group).
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