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Abstract: The establishment of appropriate bioequivalence ( BE )
approaches for locally acting gastrointestinal drugs has been a challenging
issue. This article introduces available approaches for BE studies, and
further, taking specific drugs as examples, discusses general
considerations for BE approaches for generic solid oral drug products
acting locally within gastrointestinal tract, based on technical
requirements and studies carried out for generic drugs in China, as well
as referring to experiences of advanced regulatory agencies.
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Table 1 Mesalamine modified — release oral products approved for marketing in the United States and BE criteria recommended for these

products by FDA
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Table 2 BE approaches for representative locally acting gastrointestinal drugs and factors considered for selection of respective approaches
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