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Background & Context: RWD & RWE

 Real-world data (RWD) are data that describe patient characteristics in routine
clinical practice

o Data relating to patient health status or the delivery of health care from a variety
of sources other than traditional clinical trials

o e.g. claims databases, hospital data, electronic health records, patient registries, etc.
« Real-World Evidence (RWE) is evidence derived from the analysis of RWD

« Use of real-world data (RWD) in regulatory decision-making is rapidly
evolving

o RWD can be used to achieve better informed and more efficient regulatory decision-
making as a complement to existing evidence

o Challenges: data heterogeneity, varying data quality, governance diversity
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Background & Context: RWD Catalogues

« The European Medicines Agency (EMA) and the Heads of Medicines Agencies
(HMA) launched two electronic Catalogues in 2024 aiming to:

- Promote transparency in non-interventional research by providing access to
comprehensive information on RWD studies

o Ensure discoverability of RWD sources

- Enhance the understanding of RWE supporting regulatory decisions

A publicly accessible, centralised resource of metadata on RWD sources
and all types of RWD studies to enhance transparency, reproducibility,
findability and collaboration in RWD research

« The Catalogues publish metadata, which are “data about data” that provide
key information about a data sources (e.g.; data source’s purpose, type of
content, administrative details etc.)

« Important: the Catalogues do not provide access to underlying datasets
and do not share patient-level records

o Transparency and discoverability are supported through metadata (and, where
available, study documents)
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https://www.ema.europa.eu/en/documents/other/list-metadata-real-world-data-catalogues_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-real-world-data-catalogues_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-real-world-data-catalogues_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf

HMA-EMA Catalogues of RWD sources and studies

® EMA | rwo catalogues 2

Catalogue of RWD studies

(The catalogue also includes the studies previously registered in the EU PAS
Reqister®)

See all studies

Add a study to the HMA-EMA
Catalogue of real-world data

studies

You need to log in with your EU-Loginm account to'register a study.

Discover how
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Scan to
access and explore
the RWD Catalogues

0 EMA | rwD Catalogues & Login

Home

Catalogue of RWD sources

(The catalogue also includes the data sources previously registered in the ENCePP

Resource Database)
See all data sources

Add a data source to the HMA-EMA
Catalogues of real-world data

sources

You need to log in with your EU Login account to register a data
SOuUrce.

Discover how
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Key functionalities

Standardised metadata
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Open access

Enhanced search Linkage between data
functionalities sources and study records
A
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Study documents Steady increase of
accessible number of records
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How the RWD Catalogues connect data
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Data flow example

Data source

The Cancer Registry of Norway

First published: 01/02/2024

Last updated: 04/08/2025

(Human) (Cancer registry) (Disease registry)

Administrative details

Page content

Administrative details
Contact details

Data source regions and
languages

Data source establishment

Data elements collected Quantitative descriptors Data flows and management

Administrative details

Data source ID 1111128

Name of data source The Cancer Registry of Morway

Data source acronym CRN

Data holder The Norwegian Institute of Public Health

linked Institution

The Norwegian Institute of Public Health

First published: 01/02/2024 Last updated: 22/07/2024

Institution (Hospital,’clin

ic/Other health care facility)

Page content

Institution identification
Institution description
Institution details
Contact

MNetwork(s) of which the

Institution identification

Institution ID 3331163

Institution full name and acronym  The Norwegian Institute of Public Health

Institution countries Norway
Type of institution Hospital/Clinic/Other health care facility
Other

linked
Study

—

—

linked Network

DARWIN EU® - Prevalence of selected cancers

First published: 15/08/2025 Last updated: 19/08/2025

EU PAS number: EUPAS1000000715

Subscribe

Administrative details Methodological aspects Data management Resources

Page content

Study identification EU PAS number

Research institutions and Study ID
networks

Official title and acronym

Contact details

Study identification

EUPAS1000000715
1000000715

DARWIN EUE - Prevalence of selected cancers

linked Network

Data Analysis and Real World Interrogation

Network (DARWIN EU®)

First published: 01/02/2024 Last updated: 30/04/2025

Network

[ Download as PDF

Network identification

Page

content Network ID
Network name and
Network identification Acronym

Network d ipti
SETMECEERD Network website

Network details

MNetwork countries
Contact

Institutions that are
part of this network

49628

Data Analysis and Real World Interrogation Metwork
(DARWIN EU®)

https: //www.darwin-eu.org/ &f
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B2 Croatia
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Where are we now?

272

Data sources

+40%
since launch

78

194

m Post-launch = Pre-launch

10 *Data cut-off 1 February 2026

U
3283

Studies

T +199%
since launch

523

‘

2760

m Post-launch Pre-launch

Proportion of Studies by Region: EU vs. Non-EU

both

14% non-European

23%

European
63%

Distribution of Study Scope

Other
12%

Assessment of
risk minimisation
measure
implementation or
effectiveness

Safety study (incl.
comparative)

12% 25%
Disease
epidemiology
12%
Effectiveness
study (incl.
comparative)
20%

Drug utilisation

19% EMA



Where are we now?

Geographical distribution of RWD sources registered in the RWD Catalogues
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Powered by Bing
© Australian Bureau of Statistics, GeoNames, Microsoft, Navinfo, Open Places, OpenStreetMap, Overture Maps Fundation, TomTom, Zenrin

Proportion of Data sources by Region:
EU vs. Non-EU

both non-European
11%

5%

European
84%

*Data cut-off 1 February 2026 E MA



Use cases for Patients & Healthcare
professionals

Identify studies or data

Find studies in a disease Find data sources for a sources by organisation

area disease area type

patient organisations, hospitals, clinics,
networks
including studies led/co-led by a patient
organisation

by medical condition, medicine, by disease, key characteristics,
population, country population, country

Identify responsible parties Connect using listed contact
for a data source or study details

institution, network, sponsor/lead
investigator, contact point(s)

for studies, data sources, institutions
and networks
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Use cases for researchers

13

Identify suitable data
sources for study
planning

Compare data sources

Use standardised
metadata to streamline
study documentation

Understand how a data
source was used in a
study

Classified as public by the European Medicines Agency

EMA



Guidance & Resources

Related to the RWD Catalogues:

« Good Practice Guide for the use of the Metadata Catalogue of Real-World Data
Sources

« User quide

« List of metadata for the HMA-EMA Catalogues of real-world data sources and
studies

Other useful resources:

« Guideline on regqgistry-based studies - Scientific guideline | European Medicines
Agency (EMA)

« Draft of Data Quality Framework for EU medicines requlation application to real-
world data | European Medicines Agency (EMA)
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/documents/other/list-metadata-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/guideline-registry-based-studies-scientific-guideline
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/data-quality-framework-medicines-regulation
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/data-quality-framework-medicines-regulation
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/data-quality-framework-medicines-regulation
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/data-quality-framework-medicines-regulation

Improvements delivered and ahead - guided by user

feedback

9% e
-
Survey 2024

» Stakeholders: Industry,
EU regulatory network,
Academia

» Feedback shaped 2025
improvements

* Main areas:
- search
- navigation
- communication
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Delivered 2025

e Comparison
functionality for data
sources

e Studies page
restructured (all docs in
one place, all protocol
versions visible)

e Links of studies to EMA
product pages

e Improved free-text
search & filters

e User notifications &
subscriptions

v/

Planned
iImprovements

e Advanced search
capabilities &
notifications on saved
searches

e Dashboards

e Record completeness
score

@ EMA



Help enhance the RWD Catalogues

- Data holders and study investigators are
invited to contribute information on data sources
and studies to improve transparency and
collaboration

« Promote submissions to the catalogues
through your networks

- Suggest data sources for inclusion

EMA
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Stefania.simou@ema.europa.eu
Katerina-christina.deli@ema.europa.eu

RWDCatalogues@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu

Engagement with European & Global Initiatives

IC I I S EUROPEAN HEALTH DATA SPACE

harmonisation for better health

ICH E23 Working Group TEHDAS2 Joint Action
International convergence and where possible, + Development of guidelines & technical
harmonisation on: specifications to support the practical
implementation of the EHDS framework for the
. RWD and RWE terminologies secondary use of health data

S35 GIF (GBI (I «  EMA provides input in public consultation of draft

. General principles for assessment of RWD/RWE deliverables & participates in HealthData@EU EC
(focus on effectiveness studies) Advisory Board

. EC, Europe rapporteur of the WG

’ EMA
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