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“Without data, you’re just 
another person with an opinion”
Edwards Deming (1900-1993)



European Health Data Space

The way forward in digital health
Our legal framework in transition

Digitalisation Strategy 
for Health and Care

German Digital Strategy

Strategy

Future Strategy for 
Research and Innovation

Digital Act

Health Data Usage Act

In force In progress

gematik Act

Medical Research Act
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Trilogue 
agreement

EHDS 
proposal

Consultation Political processes in Parliament and Council - Trilogue
Approval 
Parliament

Entry into force in 
Q1/2025 expected



Germany on the road to the European Health Data Space
Large-scale European projects (Joint Actions) are supporting the introduction of the EHDS 
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Focus
• Promoting the use of health data for primary purposes in 

the interest of patient care

• Creating guidelines for the development of a 

comprehensive, interoperable and secure electronic health 

data system (EHR)

Framework
• More than 50 organisations from 25 countries

• Project duration: 30 months

Overall objectives
• Improving patient care

• Technical specifications and implementation guides for 

electronic health records and system interfaces

• Preparation of the content of the EHDS

TEHDAS2Xt-EHR MyHealth@EU
(Lable for primary use)

The focus

• Promoting the use of health data for secondary purposes 

such as research, innovation and policy

• Developing guidelines/technical specifications for EU-wide, 

secure access to and use of health data

Framework

• More than 60 organisations from 30 countries

• Duration from May 2024 to December 2026

Overarching objectives

• Strengthening public health,

• facilitate the development of new treatments and 

medicines, and

• enable more efficient use of resources

HealthData@EU
(Lable for secondary use)
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gematik.
Healthy prospects.

Beatrice Kluge

Head of EU & Innovation Partnerships 
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