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Abstract: Sleep disorder mainly manifest as falling asleep disorder, as well as sleep behavioral abnormalities such as bruxism, sleep
walking, sleep startle, snoring, dream speech disorder, and limb movement disorder, which significantly affect children’s physical
development, emotional regulation, attention, behavior, metabolism, immune function, and quality of life. In recent years, there has
been a gradual increase in clinical trials of sleep disorder in children both domestically and internationally. However, the lack of clear
clinical positioning and endpoint indicators has limited the production of high-quality evidence-based medicine evidence. Therefore, a
narrative review method was adopted to systematically sort out the efficacy evaluation indicators for clinical trials of sleep disorder in
children at home and abroad in the past decade. It was clarified that the current efficacy evaluation indicators can be mainly classified
into four indicator domains: sleep quality, quality of life, clinical efficacy, and traditional Chinese medicine symptoms. Specifically,
sleep quality can be further divided into five indicator domains: comprehensive sleep quality, falling asleep and sleep maintenance,
sleep breathing, daytime somnolence, and degree of impaired sleep quality. The application status, applicable populations, advantages,

and limitations of indicators in each domain were analyzed, and specific suggestions for their rational clinical selection were proposed.
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This aims to provide guidance for clinicians and researchers in selecting appropriate efficacy evaluation indicators when conducting

clinical research on sleep disorder in children, and also to offer some reference for the future construction of a core outcome set (COS)

for clinical trials of sleep disorder in children.

Key words: sleep disorder in children; efficacy evaluation indicators; sleep quality; quality of life; clinical efficacy; traditional Chinese

medicine syndrome; core outcome set
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