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WGs 1+MG

• WG1 Gouvernance / National Mirror Groups – Fernando Martin-Sanchez, Angela Ponce => 

Frédérique Nowak (coordinatrice scientifique), Inês Amado (Point de contact national) & MESR

• WG2 ELSI - Regina Becker 

• WG3 Data standards – Jeroen Belien

• WG4 Quality metrics for sequencing – Ivo Gut 

• WG5 Technical infrastructure – Tommi Nyronen

• WG6 Health Economics – Ilse Custers

• WG7 Private sector – Sandra Liede

• WG8 Rare Diseases – Bruno Dallapiccola

• WG9 Cancer – Giovanni Tonon

• WG10 Common & Complex Diseases - Andres Metspalu

• WG11 Infectious disease use case - Katja Kivinen

• WG12 Genome of Europe – André Uitterlinden
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Background: Scope of 1+MG

• Scope of 1+MG: the what and the who

• Membership
• EEA countries

• Openness of other country of similar ethical values

• Activities
• Scientific research

✔ Open for users worldwide

✔ Potentially more safeguards / limitation of IP for non-EEA countries

• Healthcare reuse
✔ Member countries only

• Policy development
✔ Member countries only unless policies of general interest



Overview compilation of legal landscape workshops
Countries Secondary 

use for 

public 

interest

Act on 

secondary 

use

Consent for 

health data 

to research

RECs 

for health 

data to 

research

Consent for 

research 

data to 

healthcare

RECs for 

research 

data to 

healthcare

Specific 

safeguards 

on DPA 

Anonymizat

ion

or 

pseudonymi

zation

Attention to 

subjects’ 

rights

Need of 

DPIA

Denmark     

Finland      

Norway       

Sweden     

Greece        

Italy        

Malta    

Portugal        

Spain        

Netherlands      

Belgium        

France        

Germany    

Poland    

Czech Republic       

Latvia   

Estonia     Slide: Olga Tzortzatou, Marina Makri, 

Alexandra Ziaka



Topics broached

• Legal base (for analysis, core processing…)

• Definition of roles under the GDPR

• Legal framework applicable
• GDPR 

• “European Digital Infrastructure Consortium” (EDIC)

• Transparency and consent guidance

• Inclusion of special (vulnerable) subjects

• Incidental findings (IFs)

• Communication general research results

• Data protection assessment



Data inclusion policy Data use policy

Contractual 

framework

Legal 

landscape 

analysis

GDPR 

requirements

for processing

Incidental 

findings

background

Use case 

reports
GDPR 

roles 

analysis 

Purposes 

& further 

processing 

analysis

Data protection 

by design and 

default analysis 

IP recommendations

Transp

arency 

& 

consent 

checklis

t

Legal basis 

secondary use
Legal basis 

inclusion

Position 

Paper on 

1+MG Scope

Complex setup of ELSI 
recommendations

Special 

subjects

policy

Data access policy
Recommendations 

legal framework

Transparency 

& consent 

guidance

DPIA 

template

Legal basis 

disclosure

Incidental 

findings

policy

Communication 

results policy



Missing elements and next steps

• Obvious gaps
• Data governance for healthcare reuse, policy development

[not part of B1MG]

• Contractual relations [only possible if overall setup is agreed]

• Content suggestion for information and consent forms
[only possible if overall setup is agreed; not part of B1MG]

• Other elements
• International transfer

• Sometimes no detailed report compiled
E.g. recommendations integrated into data governance 
without producing individual report (IP, data subjects’ rights)

• … 



Merci pour votre attention !
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Composition des Groupes miroir nationaux :

• Groupe de travail de l'initiative à laquelle il appartient.

• Rôle : coordinateur/expert.

• Type d'acteur (partie prenante) :

o Ministère/Agence/Administration/Décideur politique.

o Recherche/Université.

o Communautés cliniques.

o Communautés informatiques/données.

o Communautés scientifiques.

o Groupes consultatifs en matière de politiques.

o Industrie/Secteur privé.

o ELSI (Éthique, aspects sociaux et juridiques de la recherche scientifique et 

technologique).

o Agences de financement.

o Organisations de patients.
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