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Data Identification:
Initial population and annual updating of the 
metadata catalogue (EHDS-Regulation; Article 60) 

Data Assessment:
Preparation of cost estimation
(EHDS-Regulation; Article 62) 

Data Delivery:
Provision of requested data, including data 
cleansing and research identifier generation 
(EHDS-Regulation; Article 60, GeDIG Article 7 §3) 

Coordination Processes:
Target-driven communication with 
responsible health data access body 
(HDAB) and key stakeholders (implicit) 

1

2

3

4

What are the key 
explicit and 
implicit duties 
required of 
health data 
holders?
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The European Health Data Space (EHDS) provides the legal, technical, and organizational framework 
for the EU-wide exchange of health data and enables the innovative use of health data (e.g., for AI applications). 

Timeline: Phased implementation of the EHDS Regulation by 2035

2025 2026 2027 2028 2029 2030 2031 2032 2033 2034 2035

Implementing Acts 
become effective

EHDS Regulation
becomes effective

Participation of 
non-EU countries

26.03.2025 26.03.2027

26.03.2029 26.03.2031

2035

Conception phase Implementation phase I Implementation phase II Implementation phase III

Data categories I
First EU-wide data 

exchange

Data categories II
Integration of additional 

data categories

§

Seite 3 06.10.2026 | Data Holders and the EHDS | Lynn Strunk



Ergebnispräsentation Datenexplorationsphase 

The EHDS defines 17 data categories 
EHDS-Regulation; Article 51

10

9

Medicinal product/
device registries11

EHR data 1

2 Aggregated 
data

3 Pathogen 
data

4

Post-publication 
research cohort 
data

17

Biobank and
associated 
database data

12

Clinical trial/study/
investigation data16

Administrative & 
reimbursement 
data

5
Medical 
device-generated 
health data

6
Wellness 
application 
data

7
Health 
professional 
status

8

Health 
determinants13

Human 
genetic &
genomic data

14

15 Other omic 
molecular data

Data provision from 26 March 2029 Data provision from 26 March 2031

Data categories I Data categories II 

Population-based 
public health 
registries

Medical and 
mortality 
registries

Other medical
device health 
data
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Data holders need to proactively prepare their EHDS data provision 
structures and map out the required operational processes.
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Practical insights: Key challenges and unresolved questions for 
data holders
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How can data holders 
safeguard their trade 
secrets and IP rights?

How can existing data 
delivery structures be 

seamlessly integrated into 
the EHDS framework?

What activities can health data 
intermediation entities (HDIE) 

consolidate to reduce the operational 
burden on individual data holders?

How can we prevent duplicate 
or redundant data delivery 

structures?
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What should data holders do now to prepare 
for the EHDS?
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A structured data exploration phase is essential for guiding future decisions on 
data delivery and governance structures.

Conduct an initial 
assessment of data 
quality

Analyze data 
inventories

Anticipate governance, 
processes, and costs

Analyze data 
delivery structures

Working draft

Example Assessment 

Data Exploration 
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If you are interested in this approach, please feel free to get in touch. 
We are still looking for partners to help us validate the processes, responsibility allocations, and costs.Seite 8
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The PKV is actively shaping the EHDS

Practical data provision structures

Creating added value
Reducing implementation burden
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