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Pharmacoeconomic aspects on prescription of off-patent proprieties and the generics
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Background: One of the reasons associated with irrational medication in Taiwan is the lack of pharmaceutical intellectual property right (IPR) in
regulating the behavior of proper drug use. Unlike the US Hatch-Waxman Amendment in speeding up the launch of generic drugs, the amendment
of Pharmaceutical Affair Law 40-1 and 40-2 (PALs, R.O.C., 2005) only regulates patent restoration based on the definition that the proprietaries
should be classified as generics upon patent expiration. Actions toward fair competition (drug pricing and reimbursement), however was not
regulated. Therefore, price protection on the off-patent proprietaries caused National Health Insurance (NHI) extra payment to proprietary
companies. Moreover, everlasting high payment granted to the off-patent proprietaries in association with non-transparent reimbursement
mechanism not only caused unfair competition in drug market but also challenged the global trend on implementing pharmacovigilance planning
for safe medication (ICH E2E, 2005). Goal: This project intended to conduct a research using NHI Research Database (NHIRD) to analyze the
consumption and competition profile of the off-patent proprietaries and the other generics. Methods: The top 8-15 widely used off-patent
proprietaries, especially with narrow-therapeutic index (antihypertensive, diabetic, antidepressant, antiarrythmia, anticonvulsant,
immunosuppressants), listed in the NHIRD 2002-2007 will be the target for analysis. Aspects of the analysis will be (1) the conceptual
understanding of pharmaceutical IPR, bioequivalence and relation between IPR and pricing, by stake holders of drug use; (2) the acceptance of
stake holders on shifting from the off-patent proprietaries and the other generics; (3) the frequency of shifting from the off-patent proprietaries to
the generics by healthcare settings; (4) reason of shifting (financial management, risk management, public relation); (5) factors in effect of the
shifting (pro and con of management level decision, professional practice and patient compliance); (6) the impact of the shifting (resistance,
patients’ compliance). Comparison between public-owned and private-owned healthcare settings will be especially emphasized. Anticipated
Results: Research results of the pros and cons of prescription on the off-patent proprietaries and the other generics will be shared with stake hoders
(policy makers, management staff of healthcare settings, professionals and consumers). Outcome from the consensus-forming conference will be
provided to the policy maker for adopting pharmceutical IPR in implemeting drug pricing policy. Most importantly, the research outcome should

be educational to the general public a rationale in justification of taking medicine toward pharmacovigilance.



