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[ Abstract ] Randomized controlled trials (RCT) have long been considered the gold
standard for assessing clinical efficacy. However, RCT are inappropriate for some diseases due to
related ethical issues and costs, such as rare diseases that are seriously life-threatening but without
adequate treatment. Using real world data (RWD) as external control for RCT could make
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recruitment less complicated and reduce time and cost. This paper introduces common application
scenarios, data sources, study design, basic principles, and statistical methods of RWD as an external
control based on the latest guidelines related to RWD and combined with our team's previous
research experience. This study could provide references for scholars and sponsors who want to
conduct RWD research.
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