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Assessing Bioequivalence with Two New Drug

Formulations and a Reference Formulation

Hyun-sook Oh ? Seoung-gon Ko ? Jeung-il Kim ® Sang-gue Park *

ABSTRACT

In recent years, the developments of the drugs with the different dosage containing
same active ingredients are increasing in pharmacokinetic area. Since assessing bioequiv-
alence of a generic drug with the innovator is required prior to distribute in markets,
bioavailablity /bioequivalence studies in comparing several generic drugs simultaneously
with the innovator is highly interested. In such circumstance, the Korean Drug Adminis-
tration announces officially the partial acceptance regulation for the bioequivalence with
the results from 3x3 Latin-squared crossover designs when the generic drugs which con-
tain same active ingredients and are produced by a same company are compared with
the innovator in a experiment. Lee et al.(1998), motivated from this new policy, try to
assess bioequivalence of Ondensetron drugs using 3x3 latin squares. In this research,
we statistically consider their analysis of the design, particularly, with possibilities of
dropout subjects. A new analytic method to assess bioequivalance which is more useful
and medically ethical is proposed.
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