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The Current Status and Prospect of Therapeutic
Equivalence Surveillance of Post-Marketing
Pharmaceutical Products

MENG-JU CHAN, PO-WEN YANG, KE-HSIN CHEN, HSUEH-YUNG TAI AND
MEIR-CHYUN TZOU

Division of Drug and New Biotechnology Products, FDA

ABSTRACT

Although TFDA has already reviewed and confirmed the bioavailability and bioequivalence data at the pre-
marketing stage, some health providers or patients may still doubt about the efficacy of generic drugs. Therefore,
TFDA has established the therapeutic equivalence surveillance mechanism of post-marketing pharmaceutical
products since 2009, including founding the “National Drug Therapeutic Inequivalence Reporting System”
and organizing the therapeutic equivalence assessment expert committee. From 2009 to 2011, TFDA received
124 cases via the “National Drug Therapeutic Inequivalence Reporting System”. Among those reported cases,
more than half were central nervous system drugs (approximately 46%) and endocrine/metabolic system drugs
(approximately 19%). Besides, most of the cases (47%) were due to replacement of brand name drugs to
generic drugs. After assessing all the reported cases, only one case was found related to the drug with narrow
therapeutic index. In this case, a small number of the patients had obvious difference in clinical outcome after
drug replacement, and TFDA has already taken the corresponding risk managements. Reviewing those reported
cases, most of them were single cases and lack of clinical data to support the therapeutic inequivalence status. In
order to effectively control the situation of therapeutic equivalence of pharmaceutical products and ensure public
health, TFDA will not only keep working to enhance the number of reported cases but also encourage medical

institutions to provide their analytical data for reference.

Key words: therapeutic equivalence of pharmaceutical products, generic drug, bioavailability and
bioequivalence trail of pharmaceutical products act



