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he US-FDA’sregulations define bioequivalence as thelack of asignificant difference

in the rate and extent to which a drug becomes available at the site of action when
administered at the same dose under similar conditions in an appropriately designed
study. For systemically active drugs, bioequivalence between a test and reference
product is generally determined in an in vivo bioequivalence study in which drug
rate and extent of absorption are determined from plasma pharmacokinetic profiles.
However, bioequivalence evaluation is more challenging for drug products intended
for local activity, such as drugs to treat diseases of the gastrointestinal (GI) tract. This
presentation will address the use of studies with pharmacodynamic, clinical, and / or
in vitro endpoints to determine bioequivalence of locally-acting GI drug products.
Several case studies will be presented to illustrate the application of these various novel
bioequivalence approaches.
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