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Health data and basic and
translational research

Current practices and consequences of the EHDS
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Intentions of the EHDS

1. Give data subjects more control over their care/health data

2. Facilitate the harmonization and cross-border exchange of primary care/health
data

3. Facilitate the secondary use of care/health data
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Scope EHDS extends beyond care/health data

* ‘Data holder’ includes research institutions

* ‘Electronic data for secundary use’ include:
» ‘relevant’ pathogen genomic data
» Human genetic, genomic and proteomic data
» Electronic health data from biobanks and dedicated databases
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Biomedical research: the interplay between hospitals and research
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Biomedical research: the interplay between hospitals and research
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Introducing the Electronic Health Data Space
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Biomedical research <-> EHDS
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Biomedical research is drawn into the EHDS

i

social/health
insurers

hospitals \

Electronic health data

*  Medical records

*  Electronic presciptions

*  Healthrelated
administrative data

*  Medical images

+  Treatment data

-
o =
.
—

Electronic health
data catalogue

permit

Patient care
-diagnostics
-therapies

S
Clinical trials

Experiments
involving humans

Medical records

[ Biobank \

p
229
-

fthical review board

A

Samples + patient

~

University / Resealch

institute

[ Re-use ymta )

Basic research

H24

i

-samples

\—gatlent metadata j

o)
WVIB

Secondary use to
improve health and care

metadata  (fffi

/

N

Improvement of care

v

Applied
research

-q Research data

new technologies
contributing to.
new diagnostics

and therapies

~

J

- Research data also have to appear in the health data catalogue

SCIENCE MEETS LIFE



The EHDS does not replace current biomedical research practices
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Open science requirements remain to exist

Publisher requirements on accessibility of data remain to exist
Law on experiments involving humans remains to exist
Biobank law remains to exist
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Sharing of data for secondary use of human genomic
data in current biomedical research
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Consequences of the EHDS:
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Consequences of the EHDS: 1. Same dataset can be accessed via two different routes where two different entities decide on
access
2. EHDS requires additional agreements for the Data Holder
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Sharing of data for secondary use of pathogen genomic
data in current biomedical research
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In current biomedical research

1. Approvals for (secundary) use of data are given by ethical committees
2. Data are being shared in a GDPR compliant manner

3. Contracts are in place between hospitals — biobanks — research institutes,
dealing with:

Ownership of data

Use scope allowed

Privacy — GDPR

Intellectual property

Publications, and sharing of data
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4. Data access committee procedures exist

5. Data access [ transfer agreements for secundary use are in place
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How many infrastructures do we need?
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Should the HDAB be determining for which research

o) the data in all these infrastructures can be used?
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Questions from a research organisation’s perspective

* Is there a need for the EHDS in order to facilitate secundary use of biomedical
research data?

* Does the EHDS truly facilitate the secondary use of biomedical research data, or
do things become more complex?
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