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Abstract: Objective To establish a clinical comprehensive evaluation index framework for children’s Chinese patent medicine.
Methods Using the literature review method and brainstorming method to establish an indicator pool, and preliminarily formulate
an indicator framework. By Delphi method, two rounds of questionnaire survey were conducted among experts in related fields to
select evaluation indicators. Combined with the results of expert letter consultation and group discussion, the clinical comprehensive
evaluation index framework of children’s Chinese patent medicine was established. Results A 3-level index framework was
established with six dimensions of safety, effectiveness, economy, suitability, accessibility and innovation, including six first-level
indicators (i.e., dimensions), 20 second-level indicators and 52 third-level indicators. Conclusion This index framework, from the
perspective of health system, has the characteristics of traditional Chinese medicine and children, provides methodological suggestions
for the implementation of clinical comprehensive evaluation of children’s Chinese patent medicine, provides reference for the
establishment of clinical comprehensive evaluation system of Chinese patent medicine in other fields, and enriches the technical system
of clinical comprehensive evaluation of drugs in China.
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Fig.1 Construction of clinical comprehensive evaluation

index framework for children’s Chinese patent medicine
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Table 1 Basic information of experts
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Table 2 Security dimension index framework
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Table 3 Validity dimension index framework
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Table 7 Innovative dimension index framework
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