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The European strategy for data aims at creating a single market for 
data that will ensure Europe’s global competitiveness and data 
sovereignty. Common European data spaces will ensure that more 
data becomes available for use in the economy and society, while 
keeping the companies and individuals who generate the data in 
control.

- European Commission, “A European Strategy for data”
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The European Health Data Space & in political context

A European political-economic project: “a single market for data”

Health data as a (mostly) precompetitive good: “as open as possible, as closed
as necessary”

A precondition for well-functioning (markets for) data services, products, 
evidence, …

Footer text
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The EHDS & secondary use of health data for research

Footer text

Data 
availability

• An obligation to make 
data available in 
principle

• Applies to all kinds of 
health data

• Collected by all kinds 
of public/private 
“data holders”

Data access

• Responsibility of 
nationally designated
Health data access 
bodies
• Governing

secondary use
• Approving “data 

permits”
• Informing data 

subjects abt 
secondary uses

Secondary use

• Any kind of health 
research

• Prohibitions on 
processing that is 
harmful or 
detrimental to data 
subjects

• To be conducted in 
“secure processing 
environments”
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The EHDS proposal & challenges relating to secondary use of health 
data for re-use: providing or only incentivising solutions?

Footer text

Data availability

• FAIRification
• Fragmented health 

data landscapes

Data access

• National public 
health data access 
bodies as prime 
re-use mediators

Secondary use

• Data 
protection 
issues



As shown by the study assessing EU Member States’ rules on health 
data in light of the GDPR, the uneven implementation and 
interpretation of the GDPR by Member States creates considerable 
legal uncertainties, resulting in barriers to secondary use of electronic 
health data.

- Proposal for a European Health Data Space Regulation, 
explanatory memorandum 

Zooming in: data protection issues
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How does the EHDS proposal address data protection issues?

• Possibly, partially…

• Provides a legal basis for health data access bodies’ “access mediation”

• “Data altruism consent” launched as a promising concept

• Re-use of health data: member states’ consent requirements

• An incentive for legislative change – certainly in NL!

Footer text
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“Data altruism”



11

Initial response from Dutch health research (Health-RI, COREON 
and others)

• A stimulus for removing obstacles for re-use (cf. Health-RI)

• A push towards FAIR data stewardship, opening up data for research

• National health data access: build on ongoing efforts! 

• National legislative reform is urgently needed

• Cf. the Gedragscode & debate over consent and opt-out for re-use 

• Data altruism is good, data solidarity needed as well – ideally nationally

• Data infrastructures for research and care: bridging the gap

• Strong national coordination of efforts for re-use needed: involve the field!

Footer text
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National governments: “get your data act together!”

Likely game-changing for policy and legislation of secondary use of health data

A proposal with much to be critical and sceptical about

• "Institutional solutionism"

• Data protection issues still loom large

Yet offering many incentives and opportunities

• A stimulus for FAIR data stewardship & national infrastructures

• A call to action for member states

Footer text
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