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[ Abstract] Objective: To review the status and methods of pharmacokinetic studies in phase |
clinical trials for liposomes, a new drug-delivery system. Methods: Clinical trials and literatures related to
phase | pharmacokinetic studies of liposomes on ClinicalTrials.gov website and PubMed databases were
included and reviewed. According to relevant guidelines issued by FDA and EMA, and taking liposomal
doxorubicin studies which are published the most and developed well as examples, we summarizes the
research methods of liposomes pharmacokinetic studies. Results and Conclusion: Currently, majority
of liposome preparations are still in the stages of pre-clinical and clinical trials, and increasing on a yearly
basis. It is very important to investigate liposome pharmacokinetics in phase | clinical trials, because
pharmacokinetics and tissue distribution of drugs wrapped in the lipids are changed. In addition to
developing a single-dose/ multi-dose comparative study between liposomal formulation and non-liposomal
formulation , we can carry out mass balance studies, tissue distribution studies and pharmacokinetic/
pharmacodynamic studies etc., to analyze the pharmacokinetic parameters of wrapped or non-wrapped
drugs and its metabolites, so as to provide more information for follow-up clinical trials.
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