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Stepped Wedge Design Methodology and Its Application in Chinese Medicine Clinical Trials
WANG Bin' YAN Shiyan® MA Li'
(1. College of Information Engineering Hubei University of Chinese Medicine Wuhan 430065; 2. Institute of Basic Research in
Clinical Medicine China Academy of Chinese Medical Sciences)
ABSTRACT Stepped wedge design is a special group randomized controlled trial and its main feature is phased
implementation of intervention without setting specific controlled group. This methodology could achieve parallel
randomized controlling and also avoid ethical problems. In the recent decade this design method is attracting
researchers” concern and the relative theory is becoming complete. This article introduces the key points in designing
implementing and statistical analysis and proposes the stepped wedge design which could be used in Chinese
medicine treating and managing chronic diseases including acquired immune deficiency syndrome tuberculosis and
hepatitis.
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