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Short Abstract: Safety Testing of Drug Metabolites (FDA Guidance June 2005) that
metabolites identified in human plasma that account for greater than 10 percent of drug
related (administered dose or systemic exposure whichever is less) in the case of unique
human metabolite or metabolite presented at much higher levels in human than in the
animals used during standard toxicity testing, need four kinds of safety studies such as
General Toxicity, Genotoxicity, Embryo-Fetal Development and Carcinogenicity. We
can measure unique human metabolite or major metabolite in the microdose clinical
study in early stage of drug development by LC/MS. Microdose Clinical Studies (EU
Guidance 2003) and Exploratory IND studies (FDA Guidance 2006) are current topics
of regulatory Science because Japanese Version will be published near future.
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