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Abstract

Novel exploratory clinical approaches to address questions on definitive pharmacokinetics and absolute
bioavailability have come to the fore in recent years. Some of this has been enabled through technological
advances such as the emergence of Accelerator Mass Spectrometry in biomedical science and extensive adoption
of the microtracer design (concomitant administration of an intravenous microdose with a therapeutic level oral
dose). The ease of conducting such studies has been assisted via production of regulations to support the concept
of microdosing to humans. A summary of the applications of microtracer approaches for exploratory clinical
investigations both in early and late stage clinical development will be presented, including assessment of a
variety of ADME (absorption, distribution, metabolism and excretion) endpoints.
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