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An Overview of Taiwan's Regulations
on Medical Device :

The Focus of Draft Medical Device Act

ZEJkIR Chao-Huan Lee”
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*HR [ BOR R 22 A 28 £ (Doctor of law, China University of Political
Science and Law) : BEAEEHEFT ERF A (Good Fame Law
Firm Attorney at Law) : BfE/ZAZ=ESEES (Director, Taiwan
Drug Relief Foundation) ; B4 @AHRMENEEEBRRM LD
T 15 5 5% © & 2 (Medical Device Safety Assessment Consultation
Committee, Taiwan Food and Drug Administration) ; {37 K2 8|
4 EH AE (Associate Professor Level Technical Staff, Shih Hsin
University )
RA#EEE : N B & FE (adverse reaction) - & B Z ¢ (registration) - B
% 28 M (medical device) * % %) (medicaments) - ZZ = &
( Pharmaceutical Affairs Act )
DOI : 10.3966/241553062018010015002

www.angle.comtw 23



BB

=
=

ST ER - FE [ TBIEEES ] www.angle.com.tw

15 http://www.angle.com.tw/magazine/m_single.asp?BKID=1978

MEHERZE « ASUBRITIRITEE R 2B - o7
E Bl R as i1 8 BRI 2 R BE A - LA R
FRH R BT EEEBTHE LA - FE RS
MR R B R B r PR BL RS T

In Taiwan, the regulations relating to management of
medical device are set forth in the Pharmaceutical Affairs
Act and its sub-laws; where medical devices are defined
as “medicaments.” Given the fact that the management of
medical devices and the risks associated therewith may
not be the same as that of drugs, and that the existing
Pharmaceutical Affairs Act are insufficient to deal with the
complex and diverse needs due to the vigorous development
of the domestic medical device industry in recent years; the
Ministry of Health and Welfare had promulgated the draft
Regulations for Governing the Management of Medical
Device Act on December 5, 2016, taking into account foreign
legislation and the above — referenced development of
domestic industry. This article aims to explore the structure
of the current Pharmaceutical Affairs Act, and to analyze the
current medical device management system and operation,
in comparison to the draft Regulations for Governing the
Management of Medical Device — hoping to provide a
comprehensive view of the transformation in the system and

the proposed changes in law.
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