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Exploration on Phase 0 Clinical Pharmacokinetics Trial in Traditional Chinese Medicine

Yu Xuefeng, Li Guoxin, Liang Lizhe, Li Dinglei
(The Second Affiliated Hospital of Liaoning University of Traditional Chinese Medicine, Shenyang 110034, China)

Abstract: This paper was aimed to explore the possibility for pharmacokinetics experiment of phase 0 clinical trial in

traditional Chinese medicine (TCM). The plasma concentration of volunteers after being injected with micro— dose

Shuxuening Injection was tested. According to multiple distributions, the minimum detectable dose was explored by
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increasing single dose, in order to calculate the pharmacokinetics parameters and to find out the law in the
pharmacokinetics experiment by comparing with the clinical dosage. The results showed that in the micro—dose group,
concentrations cannot be detected. In the single—dose climbing group, the concentration was tested out above 1/25 of
clinical dosage. It was concluded that compared with the clinical group, low—dose has similar metabolic tendency of
drugs. It is possible to conduct pharmacokinetics experiment of phase O clinical trial in TCM.

Keywords: Traditional Chinese medicine, phase O clinical trial, pharmacokinetics experiment, Shuxuening Injection
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