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Abstract

Given the fact that the use of medical devices has sifinficant implications on the health
and life of human beings, every competent authority, with the aim of protecting human life
and health, usually takes regulatory measures to ensure the safety and effectiveness of
medical devices. In spiteof the legitimate policy objectives, conformity assessment
procedures for medical devices may run afoul of the legal rules of TBT Agreement due to
restrictions on free trade in medical devices. For this reason, striking the balance between
protecting human health and trade liberalization becomes an important task for the
implementation of commormity assessment procedures for medical devices. This article
identifies main types of specific trade concerns over the commormity assessment
procedures for medical devices under the WTO, and then examines whether these alleged
measures comply with relevant rules under the TBT Agreement. In addition, this article
further evulates these trade concerns over the technical barriers to trade in medical devices
can be properly solved under the forum of WTO explore possible options for solutions to
these TBT issues based on the development of other trade arrangements and international
medical device regulatory framework. This artilcle discusses the trade issues on Taiwan’s

medicial device regulationsand offers recommendations for futher reforms.

Analysis of the results showed that because medical devices are related to human life
safety, countries take considerable regulatory measures which restrict the free trade of
medical devices. In terms of commormity assessment procedures for medical devices,
although there is lack of relevant evidence to inadvertently judge the legality of relevant
regulatory meausres in specific trade concerns, it can be confirmed that these medical
device conformity assessment procedures often cause medical device manufacturers to add

repeated trial cost and delay in entering the market; in terms of procedural measures, many



countries often fail to notify the TBT Committee and give other Member States an
appropriate comment period when formulating or amending commormity assessment
procedures for medical devices, and result in a violation of the obligation of transparency.
In order to solve the above problems in commormity assessment procedures for medical
devices, Member States may use MRA and the equivalence agreement as a solution.
IMDEFR further propose the MDSAP plan to harmonize the commormity assessment
procedures for medical devices in recent year. Looking at the commormity assessment
procedures for medical devices, the application for QSD and inspection registration in the
pre-market review process will also cause the costs and burdens on foreign medical device
manufacturers. Learn from international medical device conformity assessment trade
analysis and solution, this study recommended to simplify the pre-examination review
process, approve the audit report issued by MDSAP synchronously, reduce technical trade

barriers and strengthen international cooperation.

Keywords: Conformity Assessment Procedures for Medical Device, Agreement on

Technical Barriers to Trade, MRA, MDSAP
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https://www.chinalawinsight.com/2010/09/articles/intellectual-property/%E4%B8%AD%ES5%9B%BD
%E8%87%AA%E4%B8%BBY%ES5%88%9B%E6%96%B0%E6%94%BF%E7%AD%96%ES5%8F%8 A
%E5%85%B6%ES5%AF%B9%ES5%A4%96%ES5%9B%BD%E7%9F%AS5%E8%AF%86%E4%BAY%A
7%E6%9D%83%E6%89%80%E6%9C%89%E4%BA%BA%E7%9A%84%E5%BD%B1/ ( & & il
p 12019 & 127 3p) -

33 Committee on Technical Barriers to Trade, Minutes of The Meeting of 17, 19 and 20 June 2013, 9
3.31, WTO Doc. G/TBT/M/60 (Sept. 23, 2013).
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3 RRAFTOF R FHARL ML FREHRRLA T LRI A
( Communiqué for Standardization in Foreign Trade Related to Inspection of
Imported Medical Equipment » /4 f§ fri& v F 5 Btttk =4 ) , > 2+ 2008 &

12 % 31 p 7 ?’“’F‘ = 2 3f (Official Gazette) + » &> Fp & 2009 &£ 1 * 1 p

FWATPARE R I DAFP AL B DFREW 2 T F R
L BmE TR AT RN IR T P D o { AR
FERGFRAITEE 2 EAROF R EHFE L EHE K2 35 WTO i€ 4
RELHRFS > 21 4L WIO B ¢ | RIS SAIEM G2 ahg Lo 112 f2idgy

A B AL R AR

f-«}

Z R fovier B EF R B2 TR R

34 Id., 93.30.
PAFERFHERFTARS > R 20F 0 TARFREFEENTHE R ST ISR

EHEAEAETEFEAA D (=) ¥ ARG A SPCHTSR LA R B R A
R LA R i %’“i‘“ﬁﬁ'%mﬁW£%/ﬁ’@\Wm¢ﬁ4§m%1&wrg
£ EL R W EAREP SO AR IARL R FRILA T SIS AP
Bl A SRR A% 2P R A S R 1T A i B _@&Wm%ikl’T“E$%¥
PTRAET L (Z) A SRR HELL LS RS AR K P ERER
o ATERAERTER (Z) VALY AR LR AREY RPN LA B2

SRRl AeEITE, -
36 Committee on Technical Barriers to Trade, supra note 33, 9 3.33.
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3 Committee on Technical Barriers to Trade, Minutes of The Meeting of 18-19 June 2014,
9 2.187, WTO Doc. G/TBT/M/65 (May. 28, 2014).
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PaZEROEH Y R(FREHERF R (Rirks ¥ 2765) ) ¢
B~ VT GRE, AT MY B (FREHEFEREN (K
A F27680) ) ¥ 1 BFERI FRETHFREN BT RAEHFRE
SRR E o FRER CRHRGZEFMTRERSEE A R/E R AH LN
VORER Y B GG LTV EL A WARET LN EF A v AN Y e
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CFDA 4 % 4 %L (FR BHe §32p2) % 1365 > 02 % 55L (42
URAGLY FRyEE) ¥ 15 R T g S ppR g ke PR

BOORAIIALEY FAAFEEAEP B AL AR RTERRS B R A

Id., 92.189.

42 Conllmittee on Technical Barriers to Trade, Minutes of The Meeting of 6-7 March 2013, 9 2.151,
2.152, WTO Doc. G/TBT/M/59 (May 8, 2013).

P ERBHEFEREN (RirRs $2765) ¥ 11 THeraFpEH erie
Bk RO R BRARD S TR RS 2 R MEARSN 2 N A () bk
AA MBI R SRBREST RN M 11“' CARBE T P FE T ok
MY yeRer 24 .

M Commlttee on Technical Barriers to Trade, supra note 42, 9 2.152.
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4 1d, 92.186.

46 1d., 92.189.

47 Committee on Technical Barriers to Trade, Minutes of The Meeting of 5 July 2007,
9 58, WTO Doc. G/TBT/M/42 (Aug. 6, 2007).

15



SAE7 A EATASF R B D MU EBAST N F A5 R EESe s
S R FF T ERE R Y DA S R T Ay R e
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HEREHAS DS ERNT Ao FREFH L 285 0li2 4l 2
ARAAGCESTT R EHRAAFFEHAL R E TG0 Fg 2 @20 7R
F b R R R S R R ARY R A RLIARI RGP R
TAHRIFFAPHL A ARET RAFE R R RS ol g 7
PR TR TR R 0 FiL G 2006 £ % 185 LAkt e & TBT 9 2
& & )0
A HHIE R BN R FREH T

SRPT2014E 10 1P BAEPT S Z R BHE % (YY 05052012 7 %
WRlE R) Az @ b - GRS -FFFEHRT2015E 17 1 pAe wflef
T # 4R ¥ 1 (Electromagnetic Compatibility, EMC) B #iR] » 3 3 & R 5 = 31p
Pt B TRAP PR R Renig Rl £ - EMC feRl &? BF 0 BH
FEB 4 F % R T g g 1—‘»’—-,55)? B HEP W4l iEE YY0505-2012 o
Rt gk 2 R ®R% T 142 R ¢ (International Electrotechnical
Commission, IEC) F*% & 60601-1-2 -
2R R ?ﬁb? ¢OR AR YY0505-2012 0 22 IEC R % &% 60601-1-2 2.

"l E, » 228328 £ CFDA BRES Z % F % 208 P (International

48 Committee on Technical Barriers to Trade, Minutes of The Meeting of 9 November 2007, 9109,
WTO Doc. G/TBT/M/43 (Jan. 21, 2008).
¥ 1d.
30 Committee on Technical Barriers to Trade, Minutes of The Meeting of 20 March 2008,
9214, WTO Doc. G/TBT/M/44 (June 10, 2008).
31 Committee on Technical Barriers to Trade, Minutes of The Meeting of 17, 19 and 20 June 2013,
supra note 33, 93.37.
2 1d.
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Wil Flimper 1Y R FREH e 2B IEC iR iTiRie ¥ il
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B AHE TP R T P RGY M EF TBT 2% 5.1.2 7R %2
5‘71},%54"
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‘—i\
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Btepl & ) cr T % 482 59 B2 HE R Wit
AR R R R R BT Bl p a0 e
SNCTT LT RS EE 2

B R B % 7451138 (Ministry of Health and Family Welfare) & &0 T ¢ &

£ $o 4538 4 By ((Central Drugs Standard Control Organization, CDSCO ) | #

-
=

N
ETTRS

B

FIAF R BEHer g B4 Gt - CDSCO Rt § LE &~ 2473 |
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33 TBT Agreement, art. 5.1.2, (“[Clonformity assessment procedures are not prepared, adopted or
applied with a view to or with the effect of creating unnecessary obstacles to international trade. This
means, inter alia, that conformity assessment procedures shall not be more strict or be applied more
strictly than is necessary to give the importing Member adequate confidence that products conform
with the applicable technical regulations or standards, taking account of the risks non-conformity
would create.”).

% Committee on Technical Barriers to Trade, Minutes of The Meeting of 17, 19 and 20 June 2013,
supra note 33, 93.37.

55 Committee on Technical Barriers to Trade, Minutes of The Meeting of 30-31 October 2013, 9 2.180,
WTO Doc. G/TBT/M/58 (Feb. 6, 2013).

% 1d.
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ATy e 2590
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58 pf’)itfl%“?‘ﬁ/z R@PA O FHHEFRF 02016 £ 37 10p 0 ept:
https://www.sipa.gov.tw/home.jsp?mserno=201001210001&serno=201001210002&menudata=Chines
eMenu&contlink=ap/information_1_view.jsp&dataserno=201603100004 (£ s f p : 2019 & 12
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TR ARRBHES CFHEFRER -

00 3 = ~gndh o FRLS5T F 440

1" Committee on Technical Barriers to Trade, Minutes of The Meeting of 7-9 June 2006, 9 40, WTO
Doc. G/TBT/M/39 (Jul. 31, 2007).
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62 Id

63 Id

% Committee on Technical Barriers to Trade, Minutes of The Meeting of 17, 19 and 20 June 2013,
supra note 33, 9 3.34.

% TBT Agreement, art. 5.6.2, (“[N]otify other Members through the Secretariat of the products to be
covered by the proposed conformity assessment procedure, together with a brief indication of its
objective and rationale. Such notifications shall take place at an early appropriate stage, when
amendments can still be introduced and comments taken into account.”).

 Committee on Technical Barriers to Trade, Minutes of The Meeting of 17, 19 and 20 June 2013,
supra note 33, 93.37.

7 Committee on Technical Barriers to Trade, Minutes of The Meeting of 9 November 2007, supra note
48, 99 107-1009.
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2

£ 17 1P A2 @ 0 fFP AL EROPRRFR S g3 AMFHPER

AP ELED BEE D (LR B3 FL PR EY ER D B
REp 1 D gl ha B I DAL FHNE & E DGR R T T

PR ARG - ERTER R R A TR P A RR A AT IR TTE Y DA R
& &40 07 o & iz il 40 WTO™ -
L AT HEE WTO ¢ B REAFBRY R

FR WP ST E o0 R 2000 EF FF (FREHERFLEN
(FF% 2 % 276 55) ) » %814 &2007 & ~ 2010 & 22 2012 & (7i337 > K¢

RS 1995 TBT $4 2% 1.6 #4571~ % 2.9 157211 2 & 5.6 (5P el s R A T #-

% Committee on Technical Barriers to Trade, Minutes of The Meeting of 7-9 June 2006, 39, WTO
Doc. G/TBT/M/39 (July. 31, 2007).

% Committee on Technical Barriers to Trade, Minutes of The Meeting of 18-19 March 2009, 463,
WTO Doc. G/TBT/M/47 (June 5, 2009).

0 Id., 9§ 64.

"1 Agreement on Technical Barriers to Trade, Apr. 15, 1994, Marrakesh Agreement Establishing the
World Trade Organization, art. 1.6, 1868 U.N.T.S. 120, [hereinafter TBT Agreement], (“[A]ll
references in this Agreement to technical regulations, standards and conformity assessment procedures
shall be construed to include any amendments thereto and any additions to the rules or the product
coverage thereof, except amendments and additions of an insignificant nature.”).

72 TBT Agreement, art. 2.9, (“ W]henever a relevant international standard does not exist or the
technical content of a proposed technical regulation is not in accordance with the technical content of
relevant international standards, and if the technical regulation may have a significant effect on trade of
other Members..."”).

3 TBT Agreement, art. 5.6, (“[ W]henever a relevant guide or recommendation issued by an
international standardizing body does not exist or the technical content of a proposed conformity
assessment procedure is not in accordance with relevant guides and recommendations issued by
international standardizing bodies, and if the conformity assessment procedure may have a significant
effect on trade of other Members...”).
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74 Committee on Technical Barriers to Trade, Minutes of The Meeting of 30-31 October 2013, 9 2.172,
WTO Doc. G/TBT/M/58 (Feb. 6, 2013); Committee on Technical Barriers to Trade, Minutes of The
Meeting of 17, 19 and 20 June 2013, 9 3.72, WTO Doc. G/TBT/M/60 (Sept. 23, 2013); Committee on
Technical Barriers to Trade, Minutes of The Meeting of 30-31 October 2013, 9 2.98, WTO Doc.
G/TBT/M/61 (Feb. 5, 2014).
75 Committee on Technical Barriers to Trade, Minutes of The Meeting of 17, 19 and 20 June 2013,
supra note 33,9 3.72.
76 Committee on Technical Barrier to Trade, Note by the Secretariat: Decisions And Recommendations
Adopted by the Committee Since I January 1995, WTO Doc. G/TBT/1/Rev. 8 (May 23, 2002).
77 Committee on Technical Barriers to Trade, Minutes of The Meeting of 18-19 June 2014,

9 3.14, WTO Doc. G/TBT/M/63 (Sept. 19, 2014).
8 1d., q3.15-3.16.
®d.
80 Committee on Technical Barriers to Trade, Minutes of The Meeting Of 15 and 17 March 2006, 9 45,
46, WTO Doc. G/TBT/M/38 (May. 23, 2006).
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81 Committee on Technical Barriers to Trade, Minutes of The Meeting of 10-11 November 2016, §2.37,
WTO Doc. G/TBT/M/70 (Feb. 17, 2017).
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8 Devin McDaniels & Marianna Karttunen, Trade, Testing and Toasters: Bringing Conformity
Assessment Procedures into the Spotlight, 50(5) J.World Trade 755, 779 (2016).
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1 Agreement on Technical Barriers to Trade, Apr. 15, 1994, Marrakesh Agreement Establishing the
World Trade Organization, Annex 1.3, 1868 U.N.T.S. 120, [hereinafter TBT Agreement].

2 TBT Agreement, Annex 1.3 Explanatory note, (“[C]onformity assessment procedures

include, inter alia, procedures for sampling, testing and inspection; evaluation, verification and
assurance of conformity; registration, accreditation and approval as well as their combinations.”).

3 Devin McDaniels & Marianna Karttunen, supra note 84, at 759.
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124 Arthur E. Appleton, supra note88, at 94.
125 Id

126 Id. at 95.

127 TBT Agreement, art 5.5, (“[ W]ith a view to harmonizing conformity assessment procedures on as
wide a basis as possible, Members shall play a full part, within the limits of their resources, in the
preparation by appropriate international standardizing bodies of guides and recommendations for
conformity assessment procedures.”).
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131 Appellate Body Report, European Communities—Trade Description of Sardine, § 240, WTO Doc.
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133 Appellate Body Report, EC-Sardine, q 248.
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135 Enrico Partiti, What use is an unloaded gun? The substantive discipline of the WTO TBT Code of
Good Practice and its application to private standards pursuing public objectives, 20(4) J. INT'L. L.
829, 853 (2017).

136 WORLD TRADE ORGANIZATION, THE WTO AGREEMENT SERIES TECHICAL BARRIERS TO TRADE 24
(2014), https://www.wto.org/english/res_e/publications_e/tbttotrade e.pdf.

137 Committee on Technical Barriers to Trade, Decisions and Recommendations Adopted by the
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159" ORGANIZATION FOR ECONOMIC CO-OPERATION AND DEVELOPMENT [OECD], THE CONTRIBUTION
OF MUTUAL RECOGNITION TO INTERNATIONAL REGULATORY CO-OPERATION 14 (2016),
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165 The U.S.-EU Recognition Agreement: Its Implications for the U.S. Medical Device Industry,
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17! Helen Churchman, supra note 160, at 282.
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173 TTMRA, art. 4.1.1, (“[U]nder this Arrangement, a Good that may legally be sold in the Jurisdiction
of an Australian Party may legally be sold in New Zealand and a Good that may legally be sold in New
Zealand may legally be sold in the Jurisdiction of any Australian Party. Goods need only comply with
the standards or Regulations applying in the jurisdiction in which they are produced or through which
they are imported. The understandings entered into under this principle are confined to the laws of each
Party.”).
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175 Arthur E. Appleton, supra note 88, at 281.
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% JAF MLA 7R % AL ey JAF e ) Zx IAFAB = f 4 il Gl
w32 g (peer evaluation) H & (e ;mis » 4 st Azulk 5 IAFMLA chE % < F o
-2 - AB= 5 IAFMLA % % = B >Rl F-k3ind H s TJAFMLA & % = B 0@

2. CABs *isf @ cinazg o 2 IAFMLA e F < R > 32¢€ 403 K3L3 © Wi
RAENREA & I A MBI S Re s AR R F S 0 B R g E e

sl I R R

P FREHIE- PR
GFREH G § MRA %> MDSAP 7 % f i if # & H3% i 42 o

> %2 - - MDSAP #%d IMDRF #7387 » g fod 307 ehfir e 7= T

176" AF MLA, INTERNATIONAL ACCREDITATION FORUM, https://www.iaf.nu//articles/IAF MLA/14 (last
visited Dec. 4, 2019).

7T ORMEAR G PR A 2RRERALE 02019E 17 229
https://www.taftw.org.tw/wSite/ct?xItem=2100&ctNode=581 (E S F p 2019 & 12 7 4 p ) o
178 JAF Members & Signatories, INTERNATIONAL ACCREDITATION FORUM,

https://www.iaf.nu//articles/IAF MEMBERS SIGNATORIES/4 (last visited Dec. 4, 2019).
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180 JAF/ILAC Recognition, EA EUROPEAN ACCREDITATION,
https://european-accreditation.org/mutual-recognition/iaf-ilac-recognition/ (last visited Dec. 4, 2019).
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81 Medical Device Single Audit Program (MDSAP), International Medical Device Regulations Forum,

http://www.imdrf.org/workitems/wi-mdsap.asp (last visited Dec. 4, 2019).

182 Medical Device Single Audit Program (MDSAP), BSI,

https://www.bsigroup.com/en-GB/medical-devices/our-services/Medical-Device-Single-Audit-Progra

m/ (last visited Dec. 4, 2019).
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