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Introduction of FDA Guidance for Industry Waiver of In Vivo Bioavailability and
Bioequivalence Studies for Immediate-Release Solid Oral Dosage Forms Based on a
Biopharmaceutics Classification System
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Center for Drug Evaluation, China Food and Drug Administration, Beijing 100022, China

Abstract: FDA was released Guidance for Industry Waiver of In Vivo Bioavailability and Bioequivalence Studies for
Immediate-Release Solid Oral Dosage Forms Based on a Biopharmaceutics Classification System (Final version) in December 2017.
The guidance states that BA/BE studies on IR solid oral dosage forms with BCS 1 class (the preparations are rapidly dissolving) and 3
class (the preparation is very rapidly dissolving) may be exempted. The final version made a lot of revision to the 2015 draft. This
article details the final version of the guidance and indicates about 30 revisions. The guidance has important reference value for the
exemption and regulation of IR solid oral Dosage Forms BA/BE studies in China.
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Table 1 Model drugs, zero permeability markers, and efflux substrates
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