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Domain-Centered Approach (including laws)



5

Many aspects to take into consideration...

© Eko Rahmadian, 
March 2024
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How to make choices?
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Questions and decision trees

© Eko Rahmadian, 
March 2024



8
Provisional agreement on a new law

Health Data 
Access Body

https://www.consilium.europa.eu/en/press/press-releases/2024/03/15/european-health-data-space-council-and-parliament-strike-provisional-deal/
https://www.consilium.europa.eu/en/press/press-releases/2024/03/15/european-health-data-space-council-and-parliament-strike-provisional-deal/
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1. Background and Topic (IV)
CBS LEGISLATIVE PICTURE 

10Spajic, 2023, p.49

Confrontation of Legal Schemes (OS and CEDS)



Research Question and Methodology

RESEARCH QUESTION

How do the possible legislative frameworks for the establishment of the secure 
processing environment of the Dutch HDAB adhere to good governance principles and 
how do they affect access to health data by the pharma industry? 

METHODOLOGY

Evaluative framework  for Good Governance, based on seven principles:

1) Transparency; 2) Responsibility and Accountability; 3) Participation, Engagement 
and Collaboration; 4) Effectiveness and Efficiency; 5) Privacy and Data Protection; 6) 
Security; 7) Trust
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Rules of legislative schemes for 
secondary use of data (II)

Consequences for pharma industry as health data users

•EHDS Proposal: broad opportunities for secondary use of health data 
• Various purposes, i.e. develop products that contribute to public health or evaluate medicinal

products
• Apply for access via application form and state for instance intention of health data reuse and 

measures taken to safeguard data  

•CBS Act: restrictive conditions for the secondary use of health data
• Only authorized for data access if conducting statistical or academic research (follow strict research 

design)
• 60% of workforce is solemnly dedicated to conducting research or there is a separate research 

department 
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Conclusions  
•Both legal schemes fulfill good governance. Decision on the most apt framework depends
on interests of decision-makers and weighing the challenges. 

•Lack of adequate, pre-established EU principles that would guide data governance
frameworks

•Complexity of the interplay of legal frameworks: 
• EU level ambiguity between EHDS and DGA. 
• New legal initatives implemented without resolving issues with existing frameworks like the GDPR. 
• Interplay between ESS and DGA underexplored. 
• Extensive research conducted on the GDPR given its revolutionary nature but little attention has 

been given to the ESS and pre-existing frameworks that also govern access to data for research 
purposes. 
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Another case: The Green Deal Data Space
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Not only in Europe 
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- A lot of activity, often domain-specific
- Many stakeholders involved
- What’s in it for us?
- Data spaces lead to broader strategic questions
- When modernizing statistical legislation, need to

consider broader developments like data spaces
- Not just Europe!

Take-aways
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