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Ethical review strategies for pediatric traditional Chinese medicine clinical research
based on principle of risk proportionality
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Abstract: The ICH E6 (R3) issued by the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use has injected new vitality into global drug clinical trials, including those in China. This principle will officially apply to
new clinical studies in China as of March 31, 2026. It clearly stipulates the principle of risk equivalence, providing a methodological
framework for ethical review of drug clinical research to shift from a “compliance-oriented” approach to a “risk-oriented” one. The
clinical research of traditional Chinese medicine for children not only takes children as the research subjects, but also incorporates the
complexity of traditional Chinese medicine preparations and the particularity of traditional Chinese medicine theory, presenting many
challenges for the relevant ethical review. This article first explains the connotation and regulatory basis of the principle of risk
equivalence, then analyzes the ethical risks and characteristics of clinical research of traditional Chinese medicine for children, and
focuses on systematically exploring the ethical review strategies and methods for clinical research of traditional Chinese medicine for
children based on this principle from dimensions such as scientific review, risk-benefit assessment, informed consent design and
implementation, recruitment of children participants, conflict of interest management, and follow-up review, in order to provide
reference and guidance for building an ethical review technical system featuring children and TCM.
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