
The European Commission’s

science and knowledge service

Joint Research Centre

The novel EU legislative 

framework for medical 

technology

Pilar AGUAR

Joint Research Centre 



Outline

What is medical technology?

Legislative drivers

Nanomaterials

Future developments



Medical Technology: key facts

ÅMedical technology:
medical devices, in vitro diagnostics, imaging equipment 

ÅWide range of products – ca 500’000 to 1 million on EU market.
ÅCreating jobs: 

> 600'000 people in EU medical technology sector
ÅCompetitive & wealth creating: 100 billion in annual sales
ÅAgile industrial fabric: 95% of companies are SMEs

ΧǊƻōƻǘƛŎ ǎǳǊƎŜǊȅ...diagnosticsΧƛƳŀƎƛƴƎ ΧǇǊƻǎǘƘŜǘƛŎǎΧǇƭŀǎǘŜǊǎ
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Medical Technology: increasing significance 
for modern health care



Medical Technology: a highly innovative area
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Legislative driver

Medical Devices Directive  

Active Implantable  MD Directive

In vitro Diagnostic MD Directive 

Regulation on 
MedicalDevices (MD)
EU 2017/745

Regulation on in vitro
diagnostic MD
EU 2017/746

Issues with the regulatory framework from the 90s:

Å EU fragmentation 

Å Rapid technological advancement

Å Paucity of clinical data 

Å Ineffective vigilance / market surveillance



Co-management by the European Commission

No 'appetite' by Member States 
to set up an agency

DG GROW DG JRC 
(F2, F6, F7)

DG SANTE

Å Lead DG
Å Legislation
ÅManagement of 

key governance
structure

Å Scientific & 
technological
aspects

Å Notified Bodies 
assessment / 
oversight

Commission agreement 2012

MS competent 
authorities

All stakeholders



downstreamupstream
Pre-market space Post-market space

free circulation 
on market

'Conformity
assessment' by
notified bodies

Standards

No authorisation scheme (e.g. drugs) but 
conformity assessment involving notified bodies



Risk classes for medical devices and in vitro 
diagnostic medical devices
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upstream

EU legislation with provisions for nanomaterials

Regulatory framework Definition Approval 
procedure

Safety 
assessment

Content 
labelling

Guidance

REACH (Chemicals)
Regulation 1907/2006 * V

Biocidal Products
Regulation 528/2012 V V V V

Cosmetic Products
Regulation 1223/2009 V V V V V

Novel Food
Regulation 2015/2283 V V V V** V
Food Additives
Regulation 1333/2008 V V** V

Plastic Food Contact
Materials Reg. 10/2011 V V

Active & Intelligent FCM
Regulation 450/2009 V V

Food Info Provisions
Regulation 1169/2011 V V

Medical Devices
Regulation 746/2017 V V V

* Provisions under discussion ** Labelling of novel foods and food additives  
containing nanomaterials is required under 
FIC Regulation 1169/2011



upstream

Special provisions for NM in the MDR

ÅClassification rule 19: all devices incorporating or 

consisting of nanomaterial are classified as: 

Åclass III (i.e. the highest risk class) if they 

present a high or medium potential for internal 

exposure;

Åclass IIb/IIa if they present a low/negligible 

potential for internal exposure



Risk classes for medical devices and in vitro 
diagnostic medical devices
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downstreamupstream
Pre-market space Post-market space

free circulation 
on market

'Conformity
assessment' by
notified bodies

Standards

No authorisation scheme (e.g. drugs) but 
conformity assessment involving notified bodies
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JRC OPEN NANO-LAB



V Nanomaterial characterisation 
V Detection of nanomaterials in complex matrices
V Characterisation of interaction of nanomaterials 

nanomedicines with biological systems

V Biocompatibility studies 
V In vitro assays, uptake studies.
V Cell culture (human cell lines, animal cell lines, 

primary cells, stem cell technologies)

V Bio-interfaces characterisation
V Surface modification and nano-fabrication 
V Environmental and bio-sensors

V Advanced material characterisation for non-bio-
applications (energy, transport ..)

TOPICS

CALL for proposal : June 2017

http://www.fei.com/products/dualbeams/quanta3d.aspx


- 2 Call for project proposals /year,  Selection by external 
expert panel 

V Bio-interfaces characterisation
V Surface modification and nano-

fabrication 
V Environmental and bio-sensors

How will it work? 

V Nanomaterial characterisation 
V Detection of nanomaterials in complex 

matrices
V Characterisation of interaction of 

nanomaterials nanomedicines with 
biological systems

V Biocompatibility studies 
V In vitro assays, uptake studies.
V Cell culture (human cell lines, animal 

cell lines, primary cells, stem cell 
technologies)

V Advanced material characterisation 
for non-bio-applications (energy, 
transport ..)



JRC Science Hub:

ec.europa.eu/jrc

Twitter and Facebook: 

@EU_ScienceHub

LinkedIn: 

european-commission-joint-research-centre

YouTube: 

JRC Audiovisuals

Vimeo: 

Science@EC

Stay in touch!


