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Research and Analysis on the Management of
Drugs and Medical Devices in Taiwan, New Zealand,
Australia and Singapore

YU-FEI CHEN', FONG-AN LEE’, YI-TING HUANG’, LAN-CHI LIN',
PI-LIEN SHIEH', HSIN-WEN CHANG' AND CHAO-KAI HSU'

'Division of Planning and Research Development, TFDA ‘Industrial Technology Research Institute, ITRI

ABSTRACT

Global trade liberalization and the development of regional economy to strengthen national
competitiveness are inevitable trends. In the post-epidemic era, the market structure of medicines and
medical devices has changed. The strength of Taiwan’s medical and health care and the promotion of
international harmonization of laws and regulations will help the global layout of Taiwan’s pharmaceutical
industry. This article analyzed and compared the management systems of drugs and medical devices
among New Zealand, Australia, Singapore, and Taiwan, including the competent authorities, legal
basis, classification, manufacturer’s quality inspection systems, and pre-marketing and post-marketing
management. On the whole, the framework of drug regulations for these 4 countries are similar, and their
competent authorities are all members of PIC/S who adopt the PIC/S GMP Guide. They also have pre-
market product registration as well as post-market surveillance and product recall systems. For medical
devices, the classification and grading refer to the principles of the United States, the European Union or
the GHTF, and are divided into 3 or 4 grades. In addition, it is not mandatory, only in New Zealand, to
audit the manufacturing plant because the regulations has not yet established. Products information needs

to be registered after appearing on the market.

Key words: competent authority, legal basis, classification, manufacturer’s quality inspection
system, pre-market and post-market management



