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D rug-drug interactions (DDI) can be a very important aspect during drug development as an important factor for drug action
and safety. During the past 2 decades the background knowledge about DDI has greatly increased, in particular regarding
the mechanisms of drug transport. This in turn has evoked new regulatory guidance on DDI studies in 2012 by both the FDA
and the EMA in large documents of 79 and 60 pages, respectively. Both guidance are scientifically driven and provide a well-
structured overview on the complex field on DDI via drug-metabolizing enzymes and drug transporters with valid examples
given. Much detailed information is contained for specific inhibitors, inducers and probe drugs to ease the selection of well-
known drugs to be used in specific DDI studies. Guidance also addresses the impact of genetic polymorphisms of enzymes and
transporters. This talk will 1) provide an overview on the scientific background and how to read and understand these large
documents, 2) explain the decisions whether at all, why and when a DDI study will become necessary, 3) explain the impact
of DDI studies with historical examples including their scientific background, and 4) provide an overview how to plan a DDI
study in view of well characterized probe drugs. This talk will also include recent strategies such as “drug cocktails”, population
pharmacokinetics or modeling approaches.
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