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Determination of Drug Concentration in Human Plasma using LC/ESI-MS/MS at a
Microdose

(JCL Bioassay Corporation', Graduate School of Pharmaceutical Sciences The
University of Tokyo® Kitazato University Graduate School of Medicine®, Clinical
Investigation Center, Kitazato University East Hospital?)

o N.Yamane', Z.Tozuka, Y.Sugiyama’®, A.Yamazaki®, Y.Kumagai®

Short Abstract: The first clinical trial at a microdose with cold drug, not
radioisotope-labeled drug, has been conducted. For support the determination of drug
concentration in the trial, we validated the analytical method using LC/ESI-MSMS
which was expected high-sensitive analysis. The instrument used generally for
quantitation that gives us prompt analysis and user-friendliness. Therefore we tried to
develop high-throughput methods from the sample preparation to the data acquisition.
In this presentation, we will discuss on the basis of the analytica data how the
determination of drug concentration using LC/ESI-MS/MS is useful and effective in
microdosing study.

Keywords. microdose, LC/ESI-MS/MS, analytical validation
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