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Progress and developments for FDA bioanalytical method validation
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Abstract The First, Second and Third AAPS/FDA Bioanalytical Workshop were held in 1990, 2000, and 2006, respectively. In the

meantime, FDA issued a formal guideline of bioanalytical method validation in 2001.The purpose of this paper is to

represent the progress and developments in analytical methodologies over the last 2 decades. The paper is also intended

to provide guiding principles for validation of bioanalytical methods employed in support of bioavailability,

bioequivalence, and pharmacokinetic studies in man and in animals.
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