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Special concerns on phase IV clinical trails of new drugs in Chinese materia
medica for children
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Abstract: The author points out some special concerns on the designing, test purpose, diagnostic criteria for choosing, cases of
inclusion, and exclusion criteria, dosage regimen, effectiveness evaluation, observation of adverse reactions, trial continuation process,
statistical analysis, and ethics requirements in phase [V clinical trails of new drugs in Chinese materia medica for children, based on the
relevant laws and regulations, literature reviews, and author’s practical experience, so as to provide evidence for the phase IV clinical
trials and postmarketing re-evaluation of children’s drugs.
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