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M B ATET - (RHEB] RIER ZABALE -

The draft of the Taiwan Medical Device Supervision
Act (TMDSA), promulgated in December of 2016, is a
landmark proposal in the pharmaceutical regulatory system
of Taiwan. The Taiwan Food and Drug Administration
(TFDA) will now regulate medical devices within the
territory of the Republic of China (Taiwan) under an
individual and separate rules, separate from the current
Pharmaceutical Act. The definition of ‘medical devices’ in
the TMDSA is important as it will determine whether or
not any such device falls under the scope of the TMDSA or
the Pharmaceutical Act. Unfortunately, the wording of the
definition of ‘medical devices’ in the TMDSA remains very
vague and ambiguous — and could use further revision. In
this article, we examine the laws and regulations of first
world countries around the globe and how Taiwan may
better revise its medical device law, and definitions, in

order to improve domestic and global health.

N
— UEZRGERRIMER U EHRES

B NERSMEERERSD ~ FAAN  (FREREKE
mAERR CHAERAR - MR—EERETERERBITE
B A S B R RS B TN B R AR M B S RIR DM
ERHE  EEERSVMEREREBEEXAFRREZSE
R oo SEBI L BERFIERE 0 A (European Union) '~

1 EBREREEBEMIES (directives) fKRAI (regulations) 1EEERFES
Ehttps://ec.europa eu/growth/sectors/medical-devices/regulatory-
framework_enhttps://ec.europa.eu/growth/sectors/medical-devices/
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Ll ANERBESVERZER (UTHREME)
HEZRE > ERmBERENERERSEEBERE B
EPRTEEERERMEERE  HEEXRZRERERR
ik - BEER -

- BEREBAMTERCERMERE L ZEE

BAEIEBR b - BBERSEMEE R RL T EE
B RIBERSBMCER R HERBEMEREESR L ZAIR
2 FEARZEGRERERCRKRE  FR > REREER
BMMZ2MNERE  SE ERERSFRTTEES RERN
MEFEZTFER  BRAREREZERTE At - BE
WM ZEEERE —EREZHE - BRBERSM CREN®

regulatory-framework_en

2 EEHEESMIE (Gesetz iber Medizinprodukte) (The Act on
Medical Device ) 752 Rhttps://www.dimdi.de/static/en/mpg/recht/
index.htm

3 #BEEERME (Medical Device Act) 722003458 29 H 1817 i Z&
ERFIENELFIAENR » 552 Rhttp://www.mfds.go.kr/eng/index.
do?nMenuCode=114

4 Food and Drug Administration, Is the Product a Medical Device?
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
Overview/ClassifyYourDevice/ucm051512.htm (last visited Oct. 2,
2017).

5 BAZ2014F 11 A28 EMARNEETHBERE M
(Pharmaceutical and Medical Device Law, PMDL ) - #B&EEa5H1 4%
NERZH N HRERSMERREEGONER 2R
https://www.pmda.go.jp/english/ - EiE=#IB1TEERLBFTARR » &
BORERBMLUBEYES  RERSVERIRESN - LR —
BRAREYMNMEERE

6 ERIERLBERATERSSAERBMNEZ » OII  RE=F
F£510501688075% ~ fr=57FF£509700844495% » LIKFR=5FFH
09600881025 °
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