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In detail… 
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CEN/TC 205 - Non-active medical devices

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

ISO/TC 76 - Transfusion, infusion and injection, and blood processing equipment for medical and pharmaceutical use

ISO/TC 84 - Devices for administration of medicinal products and intravascular catheters

ISO/TC 106 - Dentistry

ISO /TC 150 - Implants for surgery

ISO/TC 157 - Non-systemic contraceptives and STI barrier prophylactics

ISO/TC 168 - Prosthetics and orthotics

ISO/TC 170 - Surgical instruments

ISO/TC 210 - Quality management and corresponding general aspects for medical devices

Standard ISO 13 485 - Medical devices  
Quality management systems - Requirements for regulatory purposes 

 
Published in 2003 and currently under revision. 
It specifies requirements for a quality management system where an 
organization needs to demonstrate its ability to provide medical devices 
and related services that consistently meet customer requirements and 
regulatory requirements applicable to medical devices and related services.  
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CEN/TC 102 - Sterilizers for medical purposes 

CEN/TC 215 - Respiratory and anaesthetic equipment 

CEN/TC 239 - Rescue systems  

CEN/TC 332 - Laboratory equipment 

CENELEC/TC 62 - Electrical equipment in medical practice 

ISO/TC 48 - Laboratory equipment 

ISO/TC 121 - Anaesthetic and respiratory equipment 

ISO/TC 172 - Optics and photonics 

ISO/TC 173 - Assistive products for persons with disability 

ISO/TC 198 - Sterilization of health care products 

IEC/TC 62 -Electrical equipment in medical practice 

ISO SO/IEC Guide 63 - Guide to the development  
and inclusion of safety aspects  

in International Standards for medical devices  
 
Published in 2012 and prepared jointly by IEC/SC 62A and ISO/TC 210. 
To create a coherent approach to the treatment of safety in the 
preparation of standards, close coordination within and among 
committees responsible for different medical devices is necessary. 
 

Standard ISO 20 857 Sterilization of health care products - Dry heat - 
Requirements for the development, validation and routine control  

of a sterilization process for medical devices 
 
Published in 2010, it specifies requirements for the development, 
validation and routine control of a dry heat sterilization process for 
medical devices. 
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CEN/TC 362 - Project Committee - Healthcare services - Quality management systems 

CEN/TC 394 - Project Committee - Services of chiropractors 

CEN/TC 403 - Project Committee - Aesthetic surgery services 

CEN/TC 414 -Project Committee - Services of osteopaths 

CEN/WS 068 - CEN Workshop - Health care services: Basic quality criteria for health checks 

CEN/EN 15 224 - Health care services - Quality management systems 
Requirements based on EN ISO 9001:2008 

 
In process  to be published. 
This is a sector specific quality management system standard for health care 
organizations based on ISO 9001:2008. The requirements have been modified and 
clarified according to the specific health care context.  
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CEN/TC 140 - In vitro diagnostic medical devices 

CEN/TC 216 - Chemical disinfectants and antiseptics 

CEN/TC 347 - Methods for analysis of allergens 

CEN/TC 367 - Breath-alcohol testers 

CENELEC/BTTF 116-2- Alcohol interlocks 

CEN/WS 055 - Guidance Document for CWA 15793:2008 Laboratory Biorisk Management Standard 

ISO/TC 194 - Biological evaluation of medical devices 

ISO/TC 209 - Cleanrooms and associated controlled environments 

ISO/TC 212 - Clinical laboratory testing and in vitro diagnostic test systems  

Standard ISO 14 155 - Clinical investigation of medical devices for human subjects 
Good clinical practice 

 
Revised in 2011. 
It addresses good clinical practice for the design, conduct, recording and reporting of 
clinical investigations carried out in human subjects to assess the safety or 
performance of medical devices for regulatory purposes.  
It does not apply to in vitro diagnostic medical devices. 

Standard ISO/EN 15 189 - Medical laboratories  
Requirements for quality and competence 

 
Important for the accreditation process to confirm or recognize the quality 
management systems and competence of medical laboratories.  
Published in 2003 and currently under revision. 
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CEN/TC 251 - Health informatics 

ETSI Project EP eHealth  

CEN/CENELEC/ETSI Project - eHealth-INTEROP 

ISO/TC 215 - Health informatics 

ITU/ITU-T Study Group 16 - e-health and standardization 

DICOM - Digital imaging and communication in medicine 

HL7 - Health Level Seven International 

Standard ISO 27 799 - Health informatics – Information security 
management in health using ISO/IEC 27002 

 
Published in 2008.  
The standard specifies a set of detailed controls for managing 
health information security and provides health information 
security best practice guidelines. 

Standard ISO/TS  14 265 - Health Informatics - Classification of 
purposes for processing personal health information 

 
Published in 2011.  
This standard defines a set of high-level categories of purposes for 
which personal health information can be processed. 
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Public 
Institutions 

Hospitals & 
Clinics 

Biobanks 

Medical Labs 

Researchers 

Life Science 
Companies 

Teachers & 
Trainers 

Federations & 
Associations 

Consulting 
Companies 

Payers 

Sector-related 
Companies 

Investors 

Biomedical 
Technologies 

Sector 

e.g.: Ministry of Health, 
Ministry of the Economy and 

Foreign Trade, 
GIE eSanté, etc. 

e.g.:  CHL, CHK, CHEM, CHN, 
ZithaKlinic, Centre François 

Baclesse, etc. 

IBBL 

e.g.:  LNS,  Laboratoires 
Ketterthill, Laboratoires 
Réunis, Laboratoire les 

Forges du Sud, etc. 

e.g.:  Public Research 
Centres (CRPs)  and the 

University of Luxembourg  

e.g.:  DuPont de Nemours 
Luxembourg, Simeda, 

Keyrus, etc. 

e.g.: LTPS, LTPES, 
ALFORMEC, Centre de 

Formation Professionnelle 
Continue Dr. Robert 

Widong,  etc. 

e.g.: AMMD, FLLAM, 
COPAS, Patiente 

Vertriedung asbl, etc. 

e.g.: Big Four firms: 
KPMG, Ernst & 

Young, PwC and 
Deloitte , etc. 

e.g.: Centre Commun 
de la Sécurité Sociale , 

Caisse Nationale de 
Santé, etc. 

Banks, Investment funds, 
Société Nationale de Crédit 

et d’Investissement, etc. 

e.g.: ebrc, CTTL, 
Ceodeux-Meditec, etc. 
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Health 
informatics 

eHealth 

Institutions 

22 

























23 



24 

Subsector 1 

Medical 

devices

Subsector 2 

Medical 

equipment

Subsector 3 

Medical 

services

Subsector 4 

Diagnostics

Subsector 5 

eHealth

Information X X X X X

Performance X X X X X

Services     X

Projects     X

Training      

Investments X X X X X
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Biomedical technologies sector Subsector 1 

Medical 

devices

Subsector 2 

Medical 

equipment

Subsector 3 

Medical 

services

Subsector 4 

Diagnostics

Subsector 5 

eHealth

Public institutions $ $ $ $ $

Hospitals & Clinics     $

Biobanks    $ $

Medical Labs    $ $

Researchers     

Life Science Companies $ $ $ $ $

Teachers & Trainers     

Federations & Associations     

Consulting Companies     

Payers     

Sector-related Companies     

Investors $ $ $ $ $

 Information  Performance  Services  Projects  Training $ Investment
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Biomedical 
Technologies 

Sector 

Creating a national 
forum dedicated to 

standards 
developments 

Supporting national 
delegates involved in 

standardization 

Providing services in 
relation with 

standards evolutions 

Following research 
projects involving 
standardization 

Strengthen the 
existing training 

offers for the sector 

Strengthen the 
image of 

Luxembourg in the 
standardization 

landscape 
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Creation of an 
advisory board 

Creation of a 
national BiomedTech 

standardization 
forum 

Provide answers to 
identified needs and 

demands 

Propose a diagnostic  
to evaluate  

the standardization 
maturity of your entity 

Meet the persons 
interested in our 

approach 

Collection of 
comments and 

feedbacks to improve 
our report 

Provide regular 
updates of the 

standards watch 

Consider your 
suggestions regarding 

standardization 
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