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Study of Taiwan’s pharmaceutical registration regulation with international harmonization using technology foresight methodology
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Investigational New Drug ; Certificate of Pharmaceutical Product ; Bridging Study Evaluations ; Data Exclusivity ; International
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The foundation of the international competitive advantage of Taiwan’s bio-tech industry is our high quality medical manpower that
provides us the outstanding outcome of national health insurance and evidence-based clinical trial practice. Under ICH guidelines,
Taiwan should respect the international cooperation relationship and be an active participant to the international society to transform
this support to our innovative momentum. To protect the safe utilization of medication and upgrade the competitiveness of Taiwan’s
biotech industry, this project will use technology foresight methodology to systematically study the new drug registration structures in
advanced countries (USA, UK, EU) to achieve the international harmonization goal. We will invite experts with local or international
new drug registration practice experience to participate in our discussion panel on the following subjects: (A). Adoption of CPP in the
new drug registration package. (B). Clear interpretation of definition and classification of new drug and generics. (C). Investigation of
the feasibility of inclusion of data exclusivity into the new indication of drugs. The implementation of this project will help other
countries to have better understanding of the characteristics of our pharmaceutical regulation on the new drug registration process and
legislative spirit as well as to provide constructive roadmap and suggestions to TFDA.



