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Bioequivalence is defined as the absence of a significant difference in the rate and extent to which the active ingredient or active moiety in pharmaceutical equivalents or pharmaceutical alternatives becomes available at the site of drug action when administered at the same molar dose under similar conditions in an appropriately designed study. Any person submitting a full new drug / an abbreviated new drug application to any Regulatory Agencies should include bioequivalence data in the application.
Present abstract summarizes how different regulatory bodies worldwide (USFDA, EMEA, WHO, ASEAN, Health Canada, CDSCO, Saudi Arabia etc.) design, conduct and analyze the comparative bioavailability (bioequivalence) studies and the standards to be met in those studies for different dosage forms.
Apart from individual regulatory agencies’ guidelines, one should consider ICH guidelines (ICH topic E8 (CPMP/ICH/291/95), ICH E6 (R1) (CPMP/ICH/135/95), ICH E9 (CPMP/ICH/363/96), ICH E3 (CPMP/ICH/137/95) while conducting the bioequivalent study.
Several in vivo and in vitro methods can be used to measure product quality BA and to establish BE. In descending order of preference, these include pharmacokinetic, pharmacodynamic, clinical, and in vitro studies.
General format for design, conduct and evaluation of bioequivalence studies of different Regulatory Agencies include -

· Study design-It depends on the physico-chemical characteristics of the substance, its pharmacokinetic properties and composition.
· Study conduct-standardisation, sampling time, fasted/fed condition.

· Characteristics to be investigated.

· Strength to be investigated.
· Bioanalytical methodology.
· Evaluation- Subject accountability, reasons for exclusion, parameters to be analysed and acceptance limits and statistical analysis.
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