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Phase O clinical trials and post-marketed re-evaluation of clinical safety in injection of traditional
Chinese medicine

Abstract: Adverse drug reaction induced by injection of traditional Chinese medicine(TCM) often occurs. Post-marketed re-evaluation of

clinical safety in injection of TCM i: order to ical safety problems. It is necessary to conduct Phase O clinical
trials for wmanng toxic medicine and injection of TCM. PhEOcllncd tridsinvolving very limited human exposure,and using microdose
of dru to collect the y safety and ic datain limited period. Microdose reflects alergies of injection of

TCM. Phase 0 clinicdl trials provide a new method for post-marketed re-evaluation of safety in injection of TCM. Its use depends on
whether there is a safety problem for injection of TCM,and the determination of initial dose and sample size are key questionsin study
design.
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