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Determining Sample Size of Pilot Trials in Traditional Chinese Medicine
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ABSTRACT A pilot trial is an important prerequisite to ensure the success of high—quality clinical trials and it can
also provide references for future sample size estimate of larger fullscale trilas. This study aimed to explain the pur—
pose and significance of conducting a pilot trial in TCM. By fully considering the characteristics of TCM clinical trials
and taking randomized controlled trials ( RCTs) as an example this study discussed how to determine the sample size

of pilot trials from the perspectives of feasibility precision minimization of total sample size and standardized effect

size.
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Validity of Real-World Data and the Risk Factors
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ABSTRACT As the basis of conducting real-word studies the validity of real-world data ( RWD) should be highly
valued. RWD was characterized by the universality of sources the abundant of data the richness of content and the
diversity of types and was highly dispersed and heterogenized. The risk factors that might lead to bias of RWD were
analyzed from the aspects of data source and data statistical analysis. To improve the RWD validity the quality of
medical records should be improved; patients” education and researchers” training are needed; the system should be
perfected and the data analysis should be standardized.
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