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169) C. Jourdain-Fortier, L'affaire PIP ou la difficile réparation en Europe des dommages corporels de masse causés par

un dispositif médical défectueux, Revue Revue internationale de droit économique, n° 1, 2015. 5. ; Paul-Anthelme
Adeéle/Sonia Desmoulin-Canselier, Droit des dispositifs médicaux : vers une réforme ou un simple réaménagement
?, RDSS(la Revue de droit sanitaire et social), 2016. 930.

170) Fouad Tarabah, La réglementation européenne des dispositifs médicaux, Paris: AFNOR, 2008. introduction.
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‘medical device’ means any instrument,
apparatus, appliance, material or other
article, whether used alone or in combination,
including the software necessary for its proper
application intended by the manufacturer to
be used for human beings for the purpose of:

‘medical device’ means any instrument,
apparatus, appliance, software, implant,
reagent, material or other article intended
by the manufacturer to be used, alone or
in combination, for human beings for one
or more of the following specific medical
purposes:
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- diagnosis, prevention, monitoring, treatment
or alleviation of disease,

- diagnosis, monitoring, treatment, alleviation
of or compensation for an injury or
handicap,

- investigation, replacement or modification of
the anatomy or of a physiological process,

- diagnosis, prevention, monitoring,
prediction, prognosis, treatment or
alleviation of disease,

- diagnosis, monitoring, treatment, alleviation
of, or compensation for, an injury or
disability,

- investigation, replacement or modification
of the anatomy or of a physiological or
pathological process or state,

- providing information by means of in vitro
examination of specimens derived from the
human body, including organ, blood and
tissue donations,
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- control of conception,

and which does not achieve its principal
intended action in or on the human body
by pharmacological, immunological or
metabolic means, but which may be
assisted in its function by such means

and which does not achieve its principal
intended action by pharmacological,
immunological or metabolic means, in or on
the human body, but which may be assisted
in its function by such means.
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The following products shall also be deemed
to be medical devices:

- devices for the control or support of
conception;

- products specifically intended for the
cleaning, disinfection or sterilisation of
devices as referred to in Article 1(4) and of
those referred to in the first paragraph of
this point.
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7|& 20kt 22t ES] £20] 12,4001 0|4 REE51A(European Patent Office (EPO))M H4-EAS.
019t 22 2= A 4 A 9] 7.8%E AKXt

EYEY A L S 40%= FEXY U 3= U =290(2 AQA(EU28, Norway and Switzerland) 25
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FATENT APPLICATION IN

MEDICAL TECHNOLOGY FIELD 40%

FILLED WITH EPO IN 2015 r *"f} EU28, Norway
3 | and Switzerland

Other countries

172) http://www.medtecheurope.org/sites/default/files/resource_items/files/Innovation.pdf
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EVOLUTION OF EUROPEAN PATENT APPLICATIONS BY TECHNICAL FIELD (REF. &)
TOP 10 TECHNICAL FIELDS IN PATENT APPLICATIONS.

NUMBER OF PATENT APPLICATIONS FILED WITH EPO, 2015 (REF. 6) 14.000

12.474  MEDICAL TECHNOLOGY 12000 /\//

10.762 DIGITAL COMMUNICATION o

10.549 COMPUTER COMMUNICATION /——'

| H | H H v v v n " B.000

10.198 ELECTRICAL MACHINERY, APPARATUS, ENERGY
s £.000
7.802 TRANSPORT
e o
6.414 ORGANIC FINE CHEMISTRY i
L — 1 2.000
H
6.374 ENGINES, PUMPS, TURBINES :
. - - ; a T T T T T T T T T T T
6.048 ey | 2006 2007 2008 2000 2010 2011 2012 2013 2014 2015
I 1 ] H H
Sai i = H ——— Medical technology
Ao e R i

—— Bioechnology

s Pharmaceuticals Innowation 13
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173) Fouad Tarabah, La réglementation européenne des dispositifs médicaux, Paris: AFNOR, 2008. introduction.
174) Fouad Tarabah, (2008). 18.

175) Sorenson, Corinna, and Michael Drummond. “Improving medical device regulation: the United States and Europe in
perspective.” The Milbank Quarterly 92.1 (2014): 114-150.
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9|27|7|7#%|(Medical Device Regulation, MDR)7?22 £, 2|1 MQIFITHZ7|7|X[R(VD)S EU
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176) Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC

177) Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic
medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU

178) EC, Regulatory Framework » New Regulations on medical devices: The new Regulations in a nutshell, https://
ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en (Last update: 13/11/2017)
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Bundesministerium flr
Gesundheit, Familie und
Jugend

Abteilung llI/A/2
RadetzkystraBe 2

A-1031 Wien

Mr Dr. Martin Renhardt
martin.renhardt@bmgfj.gv.at
Fax +43-1-711004-1590
Phone +43-1-711004-487
http://www.bmgfj.gv.at

Cyprus medical Devices
Competent Authority

Prodromou 1 & Chilonos 17
Corner

CY-1449 Nicosia

Ms Maria Athanasiadou
cymda@mphs.moh.gov.cy
Fax +35-722375120

Phone +35-722867185

Federal Agency for
Medicines and Health
Products

AFMPS/FAGG

Health Products Division
Eurostation

Place Victor Horta 40 b40
B-1060 Brussels

Ms Frédérique Meulders
meddev@fagg.be

Fax +32-2-524-8120
Phone +32-2-524-8322
http://www.fagg.be

Czech Office for Standards,
Metrology and Testing

Biskupsky dv r 1148/5
CZ-11000 Prague 1

Ms Pavla Justova
justova@unmz.cz

Phone +420-221-802-162
http://www.unmz.cz

State Agency for
Metrological and Technical
Surveillance

"Designation of Conformity
Assessment Bodies"
Directorate

21."6-th Septemvri",Str.
BG-1000 Sofia

Ms Mariana Tsaneva
comfass@mail.orbitel.bg
Fax +359-2-986-17-07
Phone +359-2-981-00-89

Danish Medicines Agency
Axel Heides Gade 1

DK-2300 Copenhagen S

Ms Neel Larsen
med-udstyr@dkma.dk
Phone +45-44889542
http://laegemiddelstyrelsen.
dk

179) http://www.nbog.eu/nbog-contact-points/
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Health Board

Pollu 1a

EE-50303 Tartu

Ms Sofia Ratusénaja
mso@terviseamet.ee
Phone +372 744 7425

http://www.terviseamet.ee/
en/medical-devices

Zentralstelle der Lander
fir Gesundheitsschutz
bei Arzneimitteln und
Medizinprodukten

Heinrich-Boll-Ring 10
D-53119 Bonn
Mr Dr. Rainer Edelhduser

rainer.edelhaeuser@zlg.nrw.
de

Fax +49-228-97794-44
Phone +49-228-97794-10
https://www.zlg.de

Directorate of Health
Austurstrond 5

IS-170 Seltjarnarnes

Ms Anna Bjorg Aradottir
annabara@landlaeknir.is
Fax +354-510-1900
Phone +354-510-1900
http://www.landlaeknir.is

National Supervisory
Authority for Welfare and
Health

Lintulahdenkuja 4
SF-00530 Helsinki

Mr Heikki Mattlar
heikki.mattlar@valvira.fi
Fax +358-295-209-702
Phone +385-295-209-506
http://www.valvira.fi

National Organisation for
Medicines (EOF)

Manufacturing and
Marketing Surveillance
Division

Inspection
Sectionlnspection Section
284 Mesogeion Avenue
GR-15562 Holargos

Mr Dr. Haralabos Katsoulas
hkatsoulas@eof.gr

Fax +30-2132040500
Phone +30-2132040280
http://www.eof.gr

Health Products Regulatory
Authority (HPRA)

Kevin O "Malley House

Earlsfort Centre, Earlsfort
Terrrace

IRL-Dublin 2

Mr Dr. Niall MacAleenan
niall.macaleenan@hpra.ie
Fax +353-1-676-7836
Phone +353-1-676-4971
http://www.hpra.ie

Agence Nationale de
sécurité du médicament et
des produits de santé

(National Drug and Health
Products Safety Agency)

143-147 Bd Anatole France
F-93285 Saint-Denis cedex
Mrs Sophie Roques

Sophie.ROQUES@ansm.
sante.fr

Fax +33-1-5587-4052
Phone +33-1-5587-3977
http://www.ansm.sante.fr

National Institute of
Medigines and Nutrition
(OGYEI)

Department of Medical
Devices

Zrinyi u. 3
H-1051 Budapest

Mail: Budapest 1372 P.O.
Box: 450. Hungary

Mr Péter Bunyitai
amd@ogyei.gov.hu
Phone +36-1-886-9329

https.//www.ogyei.gov.hu/
orvostechnika/

Ministry of Health

Directorate General

of medical devices,
pharmaceutical services and
safety in healthcare Office IlI
- medical Devices

Via G. Ribotta 5Via G. Ribotta 5
[-00144 Roma

Mrs Antonella Colliardo
a.colliardo@sanita.it

Fax +39-06-5994-2523
Phone +39-06-5994-3968

http://www.ministerosalute.
it/dispositivi/dispomed.jsp



Medical Devices Board for
Latvia

Health Statistics and
Medical Technologies State
Agency, MoH Latvia

12/22 Duntes street
LV-1005 Riga
Mr Alnis Dambergs

alnis.dambergs@vsmtva.
gov.lv

Fax +371-7-50-15-91
Phone +371-67-50-15-93
http://www.vsmtva.gov.lv

Ministére de la Santé

Villa Louvigny - alleé
Marconi

L-2120 Luxembourg

Mr Gerard Scharll
gerard.scharll@ms.etat.lu
Fax +352-26-20-32-96
Phone +352-24-78-56-34

http://www.etat.lu/MS/DIV_
MECU/dispositifs.htm

Directorate of Health
P.O. Box 7000

St. Olavs plass
N-0130 Oslo

Ms Ingeborg Hagerup-
Jenssen

meddev-no@helsedir.no
Fax +47-24-1630-21
Phone +47-24-1631-05

http://www.
helsedirektoratet.no

Amt fur Volkswirtschaft

Technische Priif-, Mess- und
Normenstelle (TPMN)

Postfach 684

Stadtle 49

LIE-9490 Vaduz

Mr Thomas Naf
tpmn.avw@llv.li

Fax +423-236-68-89
Phone +423-236-69-03
http://www.avw.llv.li

Malta Competition and
Consumer Affairs Authority

Technical Regulations
Division

Mizzi House

National Road

Blata [-Bajda, Hamrun
HMRS010

Malta

Mr Tristan Camilleri

tristan-charles.camilleri@
mccaa.org.mt

Fax +356-2124-2406
Phone +356-2395-2210
http://www.mccaa.org.mt

Ministry of Health

Drug Policy and Pharmacy
Department

Medical Device Division
15, Miodowa Street
PL-00-952 Warsaw

Mrs Agnieszka Ostrowska

jednostkinotyfikowane@
mz.gov.pl

Fax +48-22-8314354
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State Health Care
Accrediation Agency

Under the Ministry of Health
of the Republic of Lithuania

Zalgirio st. 92

LT-09303 Vilnius

Ms Jolanta Karavackaite
vaspvt@vaspvt.gov.lt
Fax +370-5-2127310
Phone +370-5-2615177
http://www.vaspvt.gov.lt

Dutch Healthcare
Inspectorate

P.O. Box 2680

3500 BS Utrecht

Mr L. W. Meinders
meldpunt@igz.nl

Fax +31-88-12050001
Phone +31-88-120500
http://www.igz.nl

NFARMED, I.P.

National Authority of
Medicines and Health
Products

Paryue de Saude de Lisboa
Av. do Brazil, no 53
P-1749-004 Lisboa

Ms Judite Neves
judite.neves@infarmed.pt
Fax +351-21-79872-81
Phone +351-21-79872-35
http.//www.infarmed.ptl
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Ministry of Health

1-3 Cristian Popisteanu ST.
Sector 1

R-010024 Bucharest

Ms Margareta Mihalache
mdevice@ms.ro

Fax +40-21-307-2585
Phone +40-21-307-2689
http.//www.ms.ro

Ministerio de sanidad,
servicios sociales e igualdad
Agencia Espanola de
Medicamentos y Productos
Sanitarios

Parque Empresarial Las
Mercedes

Edificio 8.C/ Campezo 1.
E-28022 Madrid

Ms Carmen Abad
sgps@aemps.es

Fax +34-91-82252-89

Phone +34-91-82254-99
http://www.aemps.gob.es

Republic of Turkey Ministry
of Health

Turkish Medicines and
Medical Devices Agency

Vice Presidency of Medical
Devices and Cosmetics

Department of Medical
Devices Notified Body and
Clinical Trials

Section of Notified Body

SO Utozu Mahallesi 2176.
Sokak No:5 Kat:6

TR-06520 Cankaya / Ankara
Mr Fatih Topuz
md.nb@titck.gov.tr

Fax + 90312 218-3552

Phone +90312 218-
3058/3069

http://www.titck.gov.tr

Slovak Office of Standards,
Metrology and Testing

Department of Testing
Stefanovicova 3, P.O. BOX 76
SK-81005 Bratislava

Mrs Monika Laurovi ova

monika.laurovicova@
normoff.gov.sk

Fax +421-2-5249-7887
Phone +421-2-5249-1147
http://www.unms.sk

SWEDAC

Styrelsen for ackreditering
och teknisk kontroll

Swedish Board for
Accreditation and
Conformity Assesment

Box 878

SE-50115 Boras

Ms Stina Nylén
stina.nylen@swedac.se
Phone +46-33-177741
http://www.swedac.se

Medicines and Healthcare
products Regulatory Agency

151 Buckingham Palace
Road

UK- London SW1W 9SZ
Mr Rob Higgins

rob.higgins@mhra.gsi.gov.
uk

Phone +44-20-3080-7185
http://www.mhra.gov.uk

Agency for Medial Products
and Medial Devices of the
Republic of Slovenia

Sloven eva ulica 22
SLO-1000 Ljublijana

Mrs Marcia Elena Podbor ek
marcia.podborsek@jazmp.si
Fax +386-82000-510

Phone +386-82000-500
http://www.jazmp.si

Swissmedic,
Schweizerisches
Heilmittelinstitut

Swiss Agency for
Therapeutic Products

Marktkontrolle
Hallerstrale 7
CH-3000 Bern 9

Mr Dr. Michael Kohli

medical.devices@
swissmedic.ch

Fax +41-58-462-76-46
Phone + 41-58-463-22-51
http://www.swissmedic.ch

Therapeutic Goods
Administration (TGA)

Marketing Authorisation
Group

PO Box 100P

Woden ACT 2606
Australia

Ms Andrea Kunca
andrea.kunca@tga.gov.au
http://tga.gov.au
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180) https://ec.europa.eu/growth/sectors/cosmetics/products/borderline-products_en
181) Borderline Manual on the scope of application of the Cosmetics Regulation (EC) No 1223/2009 (Art. 2(1)(a))

(Version 2.1, February 2016) http://ec.europa.eu/DocsRoom/documents/23104

182) Décret n° 2016-1716 du 13 décembre 2016 relatif au résumé des caractéristiques du dispositif médical 20174
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FA JIAEE, httpsi//www.namsa.com/european—market/france imposes—new-registration-requirement-for-
medical-device-manufacturers/
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183) Official Journal of the European Union, 26.7.2016, C272/117. The 'Blue Guide' on the implementation of EU product

rules 2016. 7.5.6. MEDICAL DEVICES: VIGILANCE SYSTEM http://ec.europa.eu/DocsRoom/documents/18027/

% ‘Blue Guide’ = SETHLA7} 7tHste HAZMEM HY2EMO TS JIXX| 3. AEES Mt SUES

YA GU AIZOIM A I 27 5= Al dEoks 2MY. 20163 Blue Guide's= 34HE0] R AL AIZOIA

AREA AH=7] 2ot Ch22 M 71K ZHIEEY-Mgdeel-He|ds)e MAHE. Am, ME0 == Haxl

QTAFRH(EHA AFRF)0] H=tet Zi(Essential requirements for the products involved must be defined), M, XIE0|

SHAL ALSO| ST AHEE MAS = = MAE #E A(Methods must be established to describe how product

compliance with the requirements is addressed). AW, ME2| M= 3 RS0 &H0{sl= ZE AR 255 A5st

e £ Ae MAE 2= Z(Mechanisms to supervise and control the actions of all Economic Operators and others
involved in the manufacturing and distribution of the products must be created) 22 QOF=!.
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Council Directives 90/385/EEC and 93/42/EEC

184) Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing

185) Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic
medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU
186) https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en
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187) kotra SHRAAE A, “Br EU Q2717 71, SHEE7| T Aol 0f2] ChH[SHOF", 2017. 3. 17.At AIKZ|AY, http://news.kotra.or.kr/
user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=244&dataldx=157633
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188) kotra SHRUIAIEFA, “Fr EU 2=717| 7, SHEL7| T A[201 O]2] CHH[SHOF”, 2017. 3. 17 &t AIXHZ AL, http://news.kotra.or.kr/
user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=244&dataldx=157633
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VI. EUQ| 2|2 7|7| #HIZSHRegulatory Harmonization)0]| et S

1. IMDRF2| X191 GHTF
1) GHTF 221 &=

GHTF(Global Harmonization Task Force, 2|27 |7 | RIS EAAH) = Q2 7|7|9] XAl H2HE &
oI5t Q=7 1719 oMY e, Me, B2, 7Is9AE BTI6H| 2o Ql=7|7|2t HEE FHE R3IA7|7]
ot XS 7HX| 10 [, 20|, OFA|OF X|HQ| 574 =7HRE, OI=, ZHLICH L=0] £|X 2]9|0f| &St *oF=

199349 112 =R0M JHAIE X 22| 2 2RE FO) 7t =0 OFE 3|9JHIZ 19920 ZXZUS™

SOEIH S EHRE MA 2=717] AN 2 ML AHZESE SEZ 29| 27717 A|7 |2 3 MA 7
ootz =AMl HHMAS 22 BH0| tFE. 12510 =7t 2t 9|E7I7I4EII1IE | XIO|Z SHaotLl,
21-517 2S0f| Ptel= HISRES 20N, FAS0] MVIE YYo| HEE dEs Z7|0| &2 + A==

N
SF7| 9160 ‘Q=27|7| A2z SHxe} 2te SHE 4N
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H2|7|Z(GMP)0] 2919 =2 FHIRS. SHFE UAH 0= GMP, = GMP 3! L= GMPOI| CHSH] et
SYUMES WHLE ot SHEZ M40 =7|7] O?M@% Z7Fot EC 7| 0e] Feol A&
A2 H|7|E. 0|9 LI 3|20 sish FHZZ2 TS EA810(Study Group 1), GMP =S MAE
SH0(Study Group 2), §% o SEHZAARC] HIIRt 0| JhM6H| et 7t0[HA K= 2| 7HH(Study
Group 3)2 @lot ¢S TGRS

._,__,_

19932 118 =R0IA 7H2/E H2AF 2|0l A A AHaudit)oll 26t XIES DFASH| I8 ZEh(Study
Group 4)2 712 T+oIRE. 0| 2l0ll= FEBMARAISEFTAY| 2l H=, REEELSHCEN)S| EEAL,
71712 BESHRI9|(CENELEQ), 2RIEZES|(IS0), MARZ7|THWHO) A< SR A0IE ™

2) GHTF9| 7|5
GHTFO| BE BAS2 OJ2717/9} BRASI0 R8T 71Z02 BREIKITH HIZLH, OIHEAR % )
S| BBAXOI HI2A HXT|EOR B8
GHTFI Bx2 9|27)7|9 FH P TS o %, 224, 45 T2/ B, 7|a8I8 A6t
B3 I SHS FX517| Y. GHTFS SX LY 7|=x0l FH| M2 B2t 2AE ZHoi0f
N6 BREC2M MHIHSICIT MAGHL, T 710l MR ETEHStudy Group)oll 28 e 241

189) GHTF Archive ) History of GHTF, ‘Inception’. http://www.imdrf.org/ghtf/ghtf-history.asp
190) GHTF Archive ) History of GHTF. “1993-1994’
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1y =1

2. IMDRF"®”

20129 28, 1992 02 20 S2F 2F=UE GHTF= IMDRF(International Medical Device
Regulators Forum, 2| 9|27|7| FHY2A Z&)O 2 M2ks12.'" IMDRFL| H|14t 32 I" AT E0|A
THAIE. " Sz QB(EU), O, A0, QAEYU2|0t, HatE FHLiC B3, U= AJIEE2 X 9IH= 1A
YRS A E TR FoM Y

IMDRF &'
» 2| 2J8717| 7Rl HYsiel Tt

o
» 71 7H BEHES AP
» TS T SAIEQ! AN
» FHIZRRIE Tt T Qo s A7

> 23 TR0 T2 Y HEAIR) X/ 82 U AT

191) GHTF Archive ) History of GHTF. ‘1994-1996’

192) GHTF Archive ) History of GHTF. “1994-1996

193) GHTF Archive ) History of GHTF. “1999-2000’

194) Ol LI ZEi7, 22 A oA HAE UM 2ot HIWHN H7-0|=27|7| 20, SH=HEMATY, H| WA ATE 1A,
201112 &=

195) GHTF, GHTF Closing Statement, November 2012.

196) IMDRF, Media Statement : Successful Launch to the IMDRF. 2012.3. http://www.imdrf.org

197) ZEi?4, (2011.12).
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[Figure 1] Near-Term Medical Device Export Market Rankings'*®

1. Germany 5. Belgium 9. France 13. Norway 17. Denmark
2. Japan 6. Switzerland 10. Australia 14. Sweden 18. Singapore
3. Netherlands 7. UK 11. Mexico 15. ltaly 19. Ireland

4. Canada 8. China 12. Austria 16. Korea 20. Israel
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198) 0|= ARE 2H23|(International Trade Administration), 2016 Top Markets Report Medical Devices, https://
www.trade.gov/topmarkets/pdf/Medical_Devices_Executive_Summary.pdf

199) IMDRF, IMDRF Strategic Plan 2020. 2015. 10. http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-151002-
strategic-plan-2020.pdf

200) id.
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