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A Consideration on the Evaluation of Therapeutic Equivalence Based on
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Summary : It is generally recognized that the evaluation of therapeutic equivalence based on pharmacological indicators
and clinical efficacy indices of drugs is carried out when plasma levels of the drugs have no bearing upon efficacy and
safety, and when it is impracticable to measure drug concentration at the site of action or with a surrogate concentration.
The evaluation should, in principle, be made on the grounds of test data generated from studies in humans.

In practice, nevertheless, there are such instances where evaluation of equivalence based on clinical studies has its
limitations or is impracticable. With the view to overcoming this obstacle, an idea of comprehensive evaluation employing
other methods besides evaluation of human test data has been proposed. Details of those proposals will hereinafter be
introduced.

For inhalant powder preparations, it is suggested that evaluation of equivalence in terms of pharmaceutical product
characteristics should be performed side by side with evaluation of equivalence by clinical testing, in order to warrant
therapeutic equivalence even in elderly and pediatric patients who are usually not enrolled in clinical studies. In the
case of ophthalmic preparations, it has been proposed that, when it is difficult to carry out evaluation of equivalence in
clinical trials, a comprehensive evaluation should be made by way of performing evaluation of equivalence by nonclinical
pharmacologic studies with high statistical power to detect inter-product differences, or evaluation of proximity by studies
evaluating efficacy-related physicochemical characteristics together with evaluation of similarity rather than equivalence
in clinical studies in humans.

Key words : bioequivalence, pharmacological indicators, clinical efficacy indices, inhalant powder preparations,
ophthalmic preparations
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