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The Food and Drug Administration (FDA) requires extensive mathematical and statistical analysis of data before ap-

proving new drugs. Biotechnology and pharmaceutical companies use additional analysis for internal decision making. I

will discuss some of the types of standard analyses of drug concentration data (pharmacokinetics) and drug effect data

(pharmacodynamics). I will also mention some open questions and opportunities for new mathematical and statistical

approaches to advance drug development. (Received September 26, 2012)

1


