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Common problems and solutions in sample size estimation of acupuncture clinical trials

HAN Fang"?, ZHOU Tian-tian"*, ZUO Jia-xin'*, WANG Hong"*, HU Jing"® ('Beijing Hospital of Traditional Chinese
Medicine, Capital Medical University, Beijing 100010, China; *Beijing Huairou District Hospital of Traditional Chinese
Medicine, Beijing 101400; *Beijing Institute of Chinese Medicine, Beijing 100010)

[ABSTRACT]

reproducibility of research findings. Researchers currently face several methodological challenges when estimating

Sample size estimation is a crucial step in clinical trial design, directly impacting the reliability and

sample sizes for acupuncture clinical trials, such as: whether sample size estimation is necessary for pilot trial; what
parameters are required for sample size estimation; whether sample size estimation methods differ among various
types of hypothesis tests; how to perform sample size estimation with multiple primary outcomes or multiple groups;
and how to standardize the reporting of sample size estimation. Based on these, this article addressed common
problems of sample size estimation in acupuncture pilot trial and confirmatory trial, put forward solving strategies
accordingly, in order to provide reference for clinical researchers in acupuncture clinical trial sample size estimation.
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