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e Absorption, distribution, metabolism, and excretion
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(ADME) or PK studies of drug metabolites.

e |n vitro or in vivo evaluation of drug metabolites as
substrates or perpetrators (inhibitors or inducers) of
DMET proteins.

e Prediction of PK of drug metabolites in healthy or
special populations using physiologically based
pharmacokinetic (PBPK) models.

e Prediction of the DDI potential of drug metabolites
using basic, static mechanistic, or dynamic PBPK
models.

® Endogenous biomarkers for assessing the DMET-
mediated DDI potential.

e Use of metabolite monitoring in DDI studies to
improve the mechanistic interpretation of results.

e Mechanistic PK and PK/PD modeling of drug
metabolites or parent metabolites.
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