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Abstract: As part of the " Ethical considerations for subject pain management in clinical trials " series, this paper mainly discusses

the drafting background, formulation basis and application scope of the standard " Ethical considerations for subject pain

management in pediatric population clinical trials", as well as the main source and identification of the burden of pain in pediatric

clinical trials, measures to minimize pain in the design of clinical trial protocols and in the execution of clinical trials in pediatric

populations, in order to provide guidance for pain management of subjects in pediatric clinical trials from the ethical perspective. It

is applicable to the ethical consideration of pain management in clinical trials in pediatric population in ethical review, as well as the

concern of researchers on pain management in the development of clinical trial protocol and trial procedure in pediatric. It is one of

the measures to protect the rights and interests of pediatric subjects to pay more attention to the pain of pediatric subjects in clinical

trials, which is helpful to ensure the smooth development of pediatric clinical trials.
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