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Abstract

Every clinical trial starts from the design and planning stage, moves to trial conduct, data
management and monitoring, and finally to the data analysis and conclusions. Each step along the way
calls for statistical methods. While basic research which can be guaranteed a result by reproducibility,
clinical trials which cannot be repeated with the same design must be guaranteed by the validity of design
and procedure. If a biostatistician take part in the planning stage, we can do the high quality of clinical
trials. In recent years, reports insisting on the usefulness of Bayesian statistics in clinical studies have
steadily increased. The development of efficient and ethical design will become important in the future,
from the viewpoint of the best use of resources. In this paper, I will describe the standard methods for
randomized clinical trials, and Bayesian methods which could be useful for the design of exploratory
clinical trials.

Key Words: Technology assessment, Statistical hypothesis, Randomization, Statistical consideration,
Bayesian statistics.
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