
EU policies related to 
personalised medicine
UIMP Summer School on Personalised Medicine, 2 July 2021

Marco MARSELLA 
European Commission, DG CNECT



Personalised
Medicine

Regulatory
framework

Citizens’ 
trust

DATA

Technology

Skills

Healthcare 
implementation

Ingredients of Personalised Medicine



• political push – EU Council conclusions of 7 December 2015 (15054/15)

• funding – FP7, Horizon 2020, IMI, Horizon Europe, EU4Health, Digital Europe

• cooperation – facilitation of Member States’ initiatives and exchanges of 
expertise (e.g. 1+ Million Genomes)

• legislation – review or proposals for related legal acts (e.g. orphan medicines, 
HTA, AI framework, health data space)

EU support for advances in Personalised Medicine

https://data.consilium.europa.eu/doc/document/ST-15054-2015-INIT/en/pdf


Collaborations supported by the EU (examples)



• Virtual remote consultations and clinical 
data on individual patients’ cases

• Advise and exchange of expertise
(diagnosis & treatment)

• Established structure with 24 ERNs

• Clear legal basis and institutional setup

• Infrastructure

• Strong political support, example of 
good European cooperation

ERNs: personalised medicine at small scale



Digital transformation of health and care (2018)



1+ Million Genomes 
EU initiative (1+MG)

• 2018 Member States’ Declaration 
signed by 24 countries by now

• Strategic overview: 1+MG Group 
(„special group”) 

• Expert work: 11 working groups

• Coordination support via the B1MG project

• National implementation: National Mirror 
Groups

• The Genome of Europe - complementary
multi-country project



1+MG objectives



Why collaborate on genomics? 

Data and 
expertise
• data dispersed 

across Europe –
sequenced 
genomes

• link, connect, 
protect, collaborate

• secure access
• scale effect

Research
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Healthcare
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• personalised 

medicine
• improved prevention 

programmes
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EU data strategy (2020) - 4 pillars



European Health Data Space
• Timely and simplified exchange of and access to health data for different use cases: 

• Healthcare provision, access and control of patient over their data, (cross-border) exchange of health data
• Digital health services (including telehealth and m-health)
• Research (e.g. on cancer, rare diseases, COVID-19, etc.), pharmacovigilance, public health, policy making 

Capacity buildingQuality of Data InfrastructureLegal/Governance

Better Research 
and Innovation

Better Policy 
Making

Better 
Healthcare

Re-use of 
health data 
(secondary)

Use of 
health 
data 

(primary)

Legislative and 
non-legislative:  

governance 
(review of art. 14 

2011/24/EU), 
interoperability, 

citizens’ rights, re-
use of data. 

Single market for 
digital health 
services. AI 

development and 
deployment

EU-wide infrastructure 
for secondary uses 

(research 
infrastructures, data 
authorisation bodies, 

registries)

Cross-border 
infrastructure for health 

data exchange 
(MyHealth@EU)

FAIRification projects
Other mechanisms

Trainings, cross-
border cooperation, 
best practices, etc. 
through different 
funding sources 

(EU4Health, RRF)



Personalised medicine is an integrated package of healthcare solutions comprising elements 
of medicines and medical devices that are structured to meet an individual patient’s needs. In 
the future, patients may still be prescribed a tablet but that tablet may be combined with a new 
technology to determine the right 
usage, the right schedule and the 
right dosage according to their 
personal situation. This can also 
support treatments in 
multi-disciplinary settings like 
long-term care. Digital therapeutics 
can use app-based platforms 
to help patients manage chronic 
diseases such as diabetes, 
depression and heart conditions, 
and reduce medication. 
(COM(2020) 761 final)

The pharmaceutical strategy for Europe (2020)

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020DC0761


Europe’s Beating Cancer Plan (2021)



promises vs. challenges

EC legislative proposal:
• trust / fundamental rights
• excellence
• risk-based approach
• links with sectorial laws
• foster innovation
• liability and safety issues

Towards a new EU framework on AI

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52021PC0206&from=EN


European Health Data Space:

• Public consultation on digital health data and services (the European health data 
space) – by 26 July 2021

• Public consultation on cross-border healthcare – by 27 July 2021

Pharma strategy and legislation:

• Public consultation on the revision of the legislation on medicines for children and 
rare diseases (medicines for special populations) – by 30 July 2021

• Public consultation on the revision of the EU general pharmaceutical legislation –
upcoming (Q4/2021)

Have your say!

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12663-Digital-health-data-and-services-the-European-health-data-space/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12844-Cross-border-healthcare-evaluation-of-patients%E2%80%99-rights/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12767-Medicines-for-children-&-rare-diseases-updated-rules/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12963-Revision-of-the-EU-general-pharmaceuticals-legislation_en


Thank you very much 
for your attention!

More info: eHealth | Shaping Europe’s digital future (europa.eu)

Contact: Marco.Marsella@ec.europa.eu
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