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Abstract

The objective of microdose (MD) clinical study is to obtain human pharmacokinetics data at earlier phase of drug development, which is more

informative than animal data to screen new drug candidates and improve success rate of drug development. Currently the MD study is a new

approach for clinical study, which is examined actively in Europe, the USA and Japan. In the MD study, an ultratrace dose of less than one

hundredth of the therapeutic dose of drug is administered to human subject, hence it requires the measurement technology with high sensitiv-

ity. The purpose of this report is to represent the methodologies of high sensitive quantification by LC/MS/MS (liquid chromatography—tan-

dem mass spectrometry) for a microdose clinical trial and we try to mention about availability for cold MD study using LC/MS/MS analysis.
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