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Disclaimer

The views expressed in this presentation are my personal views and may not be
understood or quoted as being made on behalf of or reflecting the position of the
European Medicines Agency or one of its committees or working parties.

These PowerPoint slides are copyright of the European Medicines Agency. Reproduction
is permitted provided the source is acknowledged.

The presenter does not have any conflict of interests.



European Health Data Space - User perspectives
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Classified as public by the European Medicines Agency
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https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en
https://ehds2pilot.eu/

HealthData@EU - a v

® New infrastructure for
secondary uses of health data

® Connecting health data access
bodies and data sharing
infrastructures
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Several health data access bodies
are established, or in the process,
across Member States

CORE Services
provided by EC

GENERIC Services
provided by authorized participants

Secure Processing Environments

LOCAL Services
provided by/to local partners
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The User Journey

Data What health data exists to support my project (research, public policy, innovation)?
SRR ERE  \What supplementary data (e.g., demographic) exists and how can it be linked?
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Permit ) _
x . Can | use this data for my project?
Data user i 2pplication

Data Issue permit and make data ready for use, ensuring data quality, privacy and
S EleU [inkability.
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% E m Data

provision

Give access to Secure Processing Environment.

Health Data Health Data

Holders Access Body

9 Data use Link, analyse and process data.

& Results Publish results, ensuring privacy and verifiability,
transparency.

output

Data user



HealthData@EU pilot
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A 2-year pilot kicked off in Oct 22 - Five use cases to inform design, development, and deployment
of HealthData@EU frameworks (secondary use of data)
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Identifying the risks of coagulation é Test use, hospitalizations and

Antimicrobial resistance
surveillance disorders in patients with Covid-19 vaccination adherence in

vulnerable sub-populations
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Expected results

Data transfer protocol

Single access (if applicable) 8
application form and ;
conditions of use . . ) )
Informing citizens and ; [
respecting GDPR rights \
Data permit = :
re ueSt i i
d ... building on the IT

infrastructure
connecting the
data platforms and
EU central services
in a network
allowing
information
exchange (WP5)

Data discovery Data preparation

Metadata standards Interoperability o
| (Health DCAT-AP) + standards, quality Publlcathn ofthe study
implementation T e Gt and valorisation
preparation

I Federated queries

Slide extracted from the EHDS Pilot GA Oct 2023, Courtesy of M. Jendrossek, European Projects Lead, HDH




Connection with ENCePP Guide on Methodological Standards O
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1
- Checklist for protocols :
- Development of study protocol i - Statistical analyses (chap 12)
1
1

| 1
I I
- Study design (chap 3-4) | - Data protection & ethical aspects (chap 15) .
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|- Approaches to data collection (chap 8) H
| - Research networks for multi-database |
| studies (chap 9) .
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- Quality management (chap 13) i |- Dissemination and .
b- Research networks for multi-database studies (chap 9) : : communication of study |
; | - Methods (exposure, bias & confounding, effect modif. — chap 5-7) : . results (chap 14) .

*ENCePP Guide on Methodological Standards



https://www.encepp.eu/standards_and_guidances/index.shtml
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EHDS & HealthData@EU

Opportunity to enable a Rapid, Wide and Deep access to healthcare data ?

Opportunities

* Increased EU representativeness in studies
(geographic coverage, care settings, size of
studies...)

* Rapid, Wide, Deep access to healthcare data
to support better and faster decision making

Enabled by

Implementation & readiness - potential tensions
between common EU vs each MS interpretation and/or
timelines

Transparency & trust — adopted mechanisms need to
remain compatible with the need for rapid, wide and
deep secure access

Data access - smooth governance & interoperable
infrastructures

Data protection & data security — balancing
anonymisation and pseudonymisation with possible
tensions related data linkage
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Closing

» EHDS has the potential to strengthen observational research and the use of RWD/RWE
> Rapid, Wide and Deep access for secondary use of healthcare data

» Transparency, trust and collaboration are key instruments

> ENCePP work has been paving the way in many areas of the user journey

> Monitor progress and ensure connection and input in the implementation
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Any questions?

Further information

Denise.Umuhire@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News


mailto:Andrej.Segec@ema.Europa.eu
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