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Adaptive design and its application to Clinical New Drug Test

WANG Wei-ting, HAO Chun-hua, TANG Li-da
(State Key Laboratory of Pharmacokinetics and Pharmacodynamics, Tianjin Institute of Pharmaceutical Research,

Tianjin 300193, China)

Abstract: With the increase of investment and cost in clinical research and development, the traditional
designs of randomized control trials become the obstacles for candidates, because of ethical problems, escalating
costs and greater risks. Clinical adaptive design is referred to a modification or a change made to the trial and/or
statistical procedure during a clinical trial based on the accumulated data, without undermining the validity and
integrity of the trial. Compared with the traditional design, adaptive design method is to give the investigator more
flexibility for identifying the best clinical benefits of the test treatment, and to make the trial faster, cheaper, and
more ethical and efficient. This article reviews the background, types, strategies, and implementation of adaptive
design in clinical trials.
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