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About CEN & CENELEC

B CENELEC

European Standards Organisations

a European Committee for Standardization
L — | (non-electrotechnical and non-communications)
GENELEC European Committee for Electrotechnical

Standardization

ETS(///C \Sk European Telecommunications Standardization
N 2 [nstitute

The three recognized European bodies for standardization
(Directive 98/34/EC amended by the Regulation 1025/2012)

B CENELEC
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About CEN & CENELEC

« Non-for-profit organisation

« 33 Members:
National Standardization Bodies

28 EU members, 3 EFTA countries,
Turkey & FYROM

Joint CEN-CENELEC Management
Centre in Brussels

Cooperation agreements with ISO
and IEC:

» Vienna agreement (CEN-ISO)
Dresden agreement (CENELEC-IEC)

B Members
I Affiliates

CEN & CENELEC Members

Link to the list of CEN members & CENELEC members

Austria Denmark Hungary Luxembourg Slovakia
® | OVE =p§= ; 1! j ﬁ MD
d ~— - o
g ) Malta Slovenia
Belgium Estonia k %59
Nyt MCCAA i
Iléﬂ Ers' ; —.
— o Netherlands Spain
Finland =
Bugara .. ISTE NEN AENOR
.:."SF§ e Sweden
SESKO @{; i Norway ""
Croatia Frags g;?ggaij E 5
SUHZN o= afmor :a"f — Switzerland
= = UTE o
Cyprus ’-—' w ) lw»E(.w »
@ OGzrmanl Latvia Portugal Turkey
DINPKE fw}ﬁg’ IPO,
Czech — !
Republic Greece Lithuania Romania Ui 'i‘ff’""
-
A
dnmz CIENOT ED ASROg CET

15/05/2015



http://standards.cen.eu/dyn/www/f?p=CENWEB:5
http://www.cenelec.eu/dyn/www/f?p=web:5
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The role of CEN & CENELEC

*  We provide a platform for
stakeholders in a specific area to
come together and reach
consensus at European level

*  We help to ensure that the
system respects the principles
of transparency, openness,
coherence, consensus,...

B CENELEC

European Standards
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A standard is...

An agreed, repeatable way of doing something. It is
a published document that contains a technical
specification or other precise criteria designed to be
used consistently as a rule, guideline, or definition

Standards are reference
documents that can virtually

reflect any agreed issue
between parties

Different types of standards

Test methods and measurement standards
+ Measure content or parameter

,.j [
?z’@ Product standards
M=) - Specify requirements & product

=
B 4

erformance
] q
Management standards ="
+ Models for managing activities ( /
Service standards ()

« Specify requirements for service provision,
good practice... E CENELEC
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Standards are voluntary -

1Z

\
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Added value of standards

e Developed in a neutral platform by all interested parties

e Transparent and open process

e Everybody is entitled to comment on draft standards
through a public enquiry

¢ Reached through consensus

e Common reference document in 33 countries
* Implemented as national standards
» Conflicting national standards are withdrawn

e Possibility of integration with international standardization
work (cooperation agreement between CEN and ISO)

15/05/2015
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Participation

=

EERELEG

Technical
Committee
National National
Mirror National Mirror
Committee Mirror Committee
National opinion Committee National opinion

National opinion

Members mirror committees: Industry, service providers, consumers, patients, academia, public
authorities,...

General standards development
process

Standards L Standards
Bodies Bodies
comments o

Drafting *Enquiry

Duration: ~ 33,5 months

* Under certain criteria it is possible to publish a standard directly after enquiry




Types of publications

« European Standard (EN) — the same everywhere

« Technical Specification (TS) — try it out and/or compete

Technical Report (TR) — give information

CEN-CENELEC Workshop Agreement (CWA) —
agreement between parties

Eurther information on different publications E [:ENELE[:

Activities in the area of
healthcare

B CENELEC
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http://boss.cen.eu/reference material/Guidancedoc/Pages/Del.aspx

Standardization in healthcare sector

e Traditionally: medical devices, eHealth

e Recently: increasing number of initiatives in the area of
healthcare services

e Started at the request of specific stakeholders (health
professionals, patients...)

B CENELEC

Published documents

e EN 15927:2010 Services offered by hearing aid professionals
e EN 16224:2012 Healthcare provision by chiropractors

e EN 15224:2012 Health care services - Quality management systems -
Requirements based on EN ISO 9001:2008

e ENISO 15189:2012 Medical laboratories - Requirements for quality
and competence

e CWA 16642:2013 Health care services- Quality criteria for health checks
e EN 16372:2014 Aesthetic surgery services

e CEN/TR 16824:2015 Early care services for babies born with cleft lip

and/or palate
B CENELEC
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Under development

e FprEN 16686 Osteopathic healthcare provision
e To be published by mid-2015

e prEN 16872 Services of Medical Doctors with additional
qualification in Homeopathy (MDQH) - Requirements for
health care provision by Medical Doctors with additional
qualification in Homeopathy

e Enquiry to be launched end of May 2015

e prEN 16844 Aesthetic medicine services - Non-surgical
medical procedures

« Enquiry to end on 26 June 2015
B CENELEC

Context and reasons behind
the proposals

Increasing mobility of patients
o Patients look for better financial deals
e Cheap flights make them mobile

e Increase patient safety
e Build trust and confidence of patients

e Improved service quality
e Minimum requirements, benchmark & best practices

e Mobility of health professionals
e Mutual recognition of qualifications

e Level playing field at European level

» Complement legislation where it exists, or cen
provide reference document where it does not = CENELEC

15/05/2015
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Content of standards

Requirements and/or recommendations

Quality of service provision before, after
& during intervention

&
AP

Good practices

Information to patients, patient management,
safety requirements

Requirements on facilities and equipment
Code of conduct, ethical framework

Education and training, competences

B CENELEC

New activities

SAGS (Strategic Advisory Group on Services) ABHS (Advisory Board for
Healthcare Standards) Ad-hoc group on healthcare services

Purpose: Develop a strategy on how to approach the healthcare
sector by the end of 2015

Identify where European standards can add value to healthcare
services

Exchange of experiences at national level between National
Standardization Bodies

Define priorities/follow-up actions

B CENELEC
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Cooperation with other
organisations and with
EUNETIPS

B CENELEC

How to get involved !

Through national standardization bodies (national
mirror committees)

Participation to the CEN-CENELEC Advisory Board for
Healthcare Standards (ABHS)

Direct liaison with existing CEN and/or CENELEC
technical/Project Committees

Initiate new standardization work

B CENELEC

15/05/2015
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Liaison organisation

* Once request approved by Technical/Project Committee
they can:

Participate in meetings
Access to documents
Submit technical contributions/participation in discussions

+ Without voting rights

+  Procedure: CCMC pre-evaluation ™= TC decision

* Need to pay an annual fee (€500 per year per TC)
« CEN/CLC Guide 25 for further information

B CENELEC

Initiate new standardization work

Does it fit within the scope of existing CEN/TC?

Contact CEN/TC and Propose a new European
propose new work item project/field of work

B CENELEC

15/05/2015
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ftp://ftp.cencenelec.eu/EN/EuropeanStandardization/Guides/25_CENCLCGuide25.pdf

New field of work

* Once a proposal for a new field of work has been
officially proposed it is sent to all the CEN members
for approval for a period of 3 months

e CEN members will vote after consultation with
national stakeholders:

- Important to involve stakeholders in other European
countries from the beginning (e.g. through relevant European
association/organisation) and that they contact CEN national
member as soon as possible once formal proposal has been
made and for the whole duration of the standardization
process (~3 years)

52 CENELEC
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Maitane OLABARRIA Interested to know more?
Programme Manager Www.cen.eu

Sustainability & Services Unit @Standards4EU
E-mail: molabarria@cencenelec.eu & ) @CEN4Services
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Annex-

List of CEN-CENELEC
Technical bodies

52 CENELEC

Medical devices & Health informatics (active technical bodies)

CEN-CLC/TC 3 - Quality management and corresponding general aspects for medical devices
CEN/TC 55 - Dentistry

CLC/TC 62 - Electrical equipment in medical practice

CEN/TC 102 - Sterilizers for medical purposes

CEN/TC 140 - In vitro diagnostic medical devices

CEN/TC 170 - Ophthalmic optics

CEN/TC 204 - Sterilization of medical devices

CEN/TC 205 - Non-active medical devices

CEN/TC 206 - Biological evaluation of medical devices

CEN/TC 215 - Respiratory and anaesthetic equipment

CEN/TC 216 - Chemical disinfectants and antiseptics

CEN/TC 239 - Rescue systems

CEN/TC 258 - Clinical investigation of medical devices

CEN/TC 285 - Non-active surgical implants

CEN/TC 293 - Assistive products for persons with disability

CEN/TC 316 - Medical products utilizing cells, tissues and/or their derivatives
CEN/TC 367 - Project Committee - Breath-alcohol testers

CEN-CLC/IJWG AIMD - CEN-CENELEC Joint Working Group on Active Implantable Medical
Devices

CEN/TC 251 - Health informatics

15/05/2015
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http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:581003&cs=12109BCAB946EB6FBF0AACA08EE422811
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:581003&cs=12109BCAB946EB6FBF0AACA08EE422811
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:581003&cs=12109BCAB946EB6FBF0AACA08EE422811
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6039&cs=1041A2E7B50ACC322540FC9FE415AC7F6
http://www.cenelec.eu/dyn/www/f?p=104:7:421545323070601::::FSP_ORG_ID,FSP_LANG_ID:1257161,25
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6085&cs=151F3C79490FD205B457978DA1C1FD67F
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6122&cs=1E6FE477DD1CD53BDDE5FF10BAA8ACFB3
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6151&cs=13A5B2DCFC58B99D064A670CA3C2A1BC3
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6185&cs=10A20482E9369B3FEC68A9E396AE72531
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6186&cs=16C7D6EF16EA3A373FAAB2CD443472891
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6187&cs=16EABE915F397ECB3138161E88D152951
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6196&cs=1BFCC0298AB9C82EA48E9372CC1C96853
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6197&cs=1C21F982635037747B259BDC2783DB513
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6220&cs=1815C409DF1C585D625A11020C688A459
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6239&cs=1CDBCF6F83C6ABF4773B314EEE56038DD
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6266&cs=1EC4D21EC9231786C8E89933FC9A9531B
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6274&cs=1CAF6435646F18B87F57F156CBD07FEED
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6297&cs=1600B6637074E0344A5CD6E927B9E9824
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:628904&cs=1A23068E7CA96E0D5C013217424D60681
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:17381&cs=15917E349BC3002486D8FCC864E08E481
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:17381&cs=15917E349BC3002486D8FCC864E08E481
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:17381&cs=15917E349BC3002486D8FCC864E08E481
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6232&cs=18CA078392807EDD402B798AAEF1644E1
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Management systems and healthcare services (active technical bodies)

e CEN/TC 362 - Project Committee - Healthcare services - Quality management systems

e CEN/TC 403 - Project Committee - Aesthetic Surgery and aesthetic non-surgical medical
Services

e CEN/TC 424 - Project Committee - Care services for cleft lip and/or palate

e CEN/TC 427 - Project Committee - Services of Medical Doctors with additional qualification in
Homeopathy
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http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:622707&cs=162CA82D4BD480986B5A52BBB287FF36F
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:766801&cs=108D42F564172D97BF5B73EED34A53014
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:1168907&cs=1523DB40FAA57324CBB55188671355424
http://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:1214414&cs=1222218E88D2FADF16E70CC1B214E2483

