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Abstract: In recent years, how to use real-world evidence to evaluate the effectiveness and safety of drugs has
become one of the hottest topics of common concern among the relevant regulatory agencies, pharmaceutical industry
and academia. Domestic and foreign drug regulatory agencies have carried out a lot of discussions on how to use real—
world evidence to support regulatory decision—making, which is reflected in the relevant guiding principles or
framework documents. Real-world research/study is different from clinical practice. As a type of clinical research, it
still needs to be carried out based on ethics and science, and protecting the rights and interests of subjects is still
the top priority. Informed consent is absolutely the most important way, so appropriate informed consent becomes key
tool. Traditional consent procedures have been said to diminish recruitment numbers and lead to unrepresentative
samples, introducing selection bias. This paper mainly discusses the related issues of informed consent under the
real world research paradigm.
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