European Health Data Space

Harnessing the power of health data
for patients, research and innovation
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Problems the EHDS seeks to address

Individuals have difficulty
accessing and controlling
their health data
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Healthcare
professionals
have difficulty

accessing

health data
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Providers of digital
| health services and
" products face barriers
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Limited research and
innovation takes
place on the basis of
health data

Policy makers and
regulators cannot
easily access health
data
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European Health Data Space in a

nutshell |

What? Why?

* Primary use: better access to and » Better health outcomes for patients, better
exchange of electronic health data evidence basis for health professionals, saved

costs for patients and healthcare systems

» Conformity: interoperability and » Easier market access across MS, supporting
security requirements for EHR health professionals
systems

« Secondary use: better access to » Unleashing potential of data economy in the
electronic health data for research & health sector, better evidence basis for
innovation and regulatory purposes, regulatory activities and policy-making

with safeguards

European
Commission




European Health Data Space in a
nutshell Il

How?

* Primary use: building on existing voluntary MyHealth@EU infrastructure,
not touching upon national rules on provision of care / management of
healthcare systems

« Conformity: based on new legislative framework (NLF) for product
legislation

« Secondary use: establishing common European rules on permits,
common safeguards

* |In full compliance with data protection rules
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MyHealth@EU

Basic data flow in a face-to-face healthcare service

Health
professional

s

Natural person

EHR system used by
the health professional
(national, regional or
local)

National infrastructure B

National
contact point

Central
services

Secure network

for digital
health B

Translation between
English and Country B
language, based on code
systems

Transfer of data in the
European electronic health
record exchange format

national border

Terminologies,
configuration, etc

National
contact point

for digital
health A

Translation between
Country A language and
English, based on code
systems

Transcoding and mapping
to the European electronic
health record exchange
format (if necessary)
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Overview of a generic data access approval process

disl:c):gt/ae y What health data is available to support my research?
x% apZﬁcr:g]tiiton Can | use this data for my research project?
Researcher
preEaart:tion Issue permit and make data ready for use, ensuring data quality and privacy.
Data : . .
provision Give access to Secure Processing Environment

Analyse and process data
= Results , _ _ o
x’% Publish of results, ensuring privacy and verifiability

Researcher
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What health data exists to

support my research?

Dataset descriptor
(metadata, no health data)

Data sources
(health data)
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Researcher Search in a \

trusted Dataset catalogue

web portal (contains only metadata,
no health data is available)
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Health Data
Access Body

responsible for

EHRs

determinants of health
claims data

genetic and genomic
clinical trials data
medical devices data
research cohorts

biobanks data, ...
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Requests access (single data holder)

HDAB

Public
metadata
catalogue

Looks up available data Reports available data

Requests access Requests data

Application

D ata user Charges fee
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Charges fee Data subjects

handling
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Imports tools and data ’ {
Exports anonymous data only

\akes data available

'~ collection, combination, preparation & minimisation
(anonymisation/pseudonymisation) of data|

Data user / Secure
Processing

Transmits enriched datasets

data subject may be informed
of relevant clinical finding

Datauser |,

Compliance

Monitors and supervises compliance Manitors and supervises compliance

checking and
penalties
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Reports results and outputs
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Mgylti-country
1010 0 requests

EHDS Secondary Use: ]
Data User — HDAB — Data Holder Resuls or ouicomes of raeas
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