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Presenter Notes
Presentation Notes
I will give an overview of the HMA-EMA Catalogues of real-world data sources and studies, their aim, key features, how they can be useful to researchers




Background & Context: RWD & RWE
• Real-world data (RWD) are data that describe patient characteristics in routine 

clinical practice*

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

◦ 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

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

◦ Challenges: data heterogeneity, varying data quality, governance diversity

*Reflection paper on use of real-world data in non-interventional studies to generate real-world 
evidence for regulatory purposes 
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Presenter Notes
Presentation Notes
Firstly to clarify some of the terms that are used a lot in this presentation.

When we say real-world data, we mean data describing patients characteristics collected in routine clinical practice—outside traditional randomised clinical trials and not collected with a particular study question in mind.
These data can come from many places: electronic health records, hospital systems, claims data, and patient registries, among others.

Real-world evidence is what we get when we analyse those data to answer a specific research question, about effectiveness, safety, utilisation, or outcomes.

Across EU medicines regulation, use of RWD is evolving quickly because it can complement clinical trials and help make decisions more informed and efficient, especially where trials are difficult or limited.
At the same time, it’s not simple: RWD is heterogeneous, quality varies, and governance and access rules differ widely—so we need better ways to understand what data exist and what studies have been done.
Transition: That brings us to why the catalogues were developed.


https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf


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

◦ 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, 
discoverability and collaboration in RWD research

• The Catalogues publish metadata, which are “data about data” that provide 
key information about a data source or study (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

◦ Transparency and discoverability are supported through metadata (and, where 
available, study documents)
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Presenter Notes
Presentation Notes
The catalogues were launched to aiming to:
promote transparency in non-interventional research,
ensure discoverability of RWD sources, and
support understanding of RWE that may inform regulatory decisions.
The catalogues are a public, centralised resource of metadata—meaning “data about data”: who owns the data source, what it contains, geography, data type, and so on.




RWD Catalogues – Timeline
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(2020) The Big Data 
Steering Group 

(BDSG) workplan 
Recommendation 3: 
Data discoverability 

(2021) MINERVA project 
sets out the foundations of 
the activity in a one-year 

preparatory work

(2021) Data 
discoverability 

multistakeholder 
workshop followed-up 

by wide-reaching 
surveys 

(2022) Adoption and 
publication of the “List 
of metadata for data 

discoverability”

(2022) Publication of 
Good Practice Guide 

on the use of the 
RWD Catalogue

(2023) Migration of 
ENCePP data sources and 

studies. Metadata collection 
for data sources of interest. 
Development of a new IT 

system.

(2024) Launch 
of HMA-EMA 

RWD Catalogue

(2025) The Network Data 
Steering Group (NDSG) 

workplan.
Maintenance, enhancements, 
publication of new resources, 

communication and user 
engagement  

Presenter Notes
Presentation Notes
This timeline shows how catalogues were developed over several years:
Starting from the Big Data Steering group work in 2020—where data discoverability was flagged as a strategic priority—then foundational work through the MINERVA project and multi-stakeholder input.
In 2022, a standard list of metadata was agreed, and guidance began to take shape.
In 2023, legacy records—particularly from ENCePP—were migrated and the new IT system was developed.
And in 2024, the catalogues launched publicly; since then, the focus has been continuous improvement, maintenance, and stakeholder engagement now under the workplan of the NDSG.
Transition: So—what do the catalogues look like today?



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
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Scan to 
access and explore 
the RWD Catalogues

Presenter Notes
Presentation Notes
This slide is essentially your entry point:
If you scan the QR code, you can explore the records directly.
Transition: Let me highlight the key functionalities that make the platform useful.




Key functionalities
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Standardised metadata 
structure

Enhanced search 
functionalities

Linkage between data 
sources and study records

Open access Steady increase of 
number of records

Study documents 
accessible

Presenter Notes
Presentation Notes
This slide highlights some of the main features of the catalogues.
They have a standardised metadata structure and offer enhanced search functionalities.
Users can also view linkages between studies and data sources, and see which institutions and networks are involved.
The catalogues are open access, and where available, study documents can also be accessed directly.




Data source record Study record

Data collected

Presenter Notes
Presentation Notes
This slide shows the types of metadata collected in the catalogues for both data sources and studies.
I won’t go into detail here, but the key point is that the information is collected in a structured and standardised way, and it is comprehensive.
That standardisation is what makes the catalogues practical to use — it allows entries to be compared and searched consistently.

Beyond studies and data sources, the catalogues also include structured information on organisations and networks, in the next slide  I’ll show how everything connects.




Networks

Studies

RWD 
Catalogues

Institutions

Data sources

Possibility to view 
information about data 
sources used in a study and 
vice versa

Studies that use
a data source

Institution that 
owns the data 

source

Network(s) 
conducting

the study

Institutions that 
form a network

How the RWD Catalogues connect data

Presenter Notes
Presentation Notes
The catalogues are designed as an interconnected system of records, covering four primary entities: data sources, studies, institutions, and networks.
Institutions and networds, there are two auxiliary catalogues that provide structured information on relevant organisations and networks.

Here’s a simple “data flow” example of how the catalogue links these pieces together.




linked Network

Data flow example
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linked Institution

linked 
Study

Data source

linked Network

Presenter Notes
Presentation Notes
This slide shows a real example from the catalogue.

So a user can navigate in either direction: start from a study and find the underlying data source(s), or start from a data source and see what studies have used it.
Transition: Now—where are we today in terms of content and coverage?




Where are we now?
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86

194

Post-launch Pre-launch

+44% 
since launch

+21%
since launch

567

2760

Post-launch Pre-launch

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

Assessment of 
risk minimisation 

measure 
implementation or 

effectiveness
25%

Effectiveness 
study (incl. 

comparative)
20%

Drug utilisation
19%

Disease 
epidemiology

12%

Safety study (incl. 
comparative)

12%

Other
12%

Distribution of Study Scope

*Data cut-off 21 April 2026

non-European
24%

European
61%

both
15%

Presenter Notes
Presentation Notes
This slide gives an overview of the current content of the catalogues, with data up to 21 April 2026.
The catalogue content is growing steadily since launch.
The distribution of studies by region a quick sense of coverage—what proportion is EU vs non-EU, and the distribution of studies based on their scope.
Transition: In the next slide, we look at the data sources side of the picture.




Where are we now?

11

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

non-European
5%

European
82%

both
13%

*Data cut-off 21 April 2026

© Australian Bureau of Statistics, GeoNames, Microsoft, Navinfo, Open Places, OpenStreetMap, Overture Maps Fundation, TomTom, Zenrin
Powered by Bing

Geographical distribution of RWD sources registered in the RWD Catalogues

0 75
Series1

Presenter Notes
Presentation Notes

Here we focus on the data source records and you can see the balance between EU and non-EU sources 


Transition: Turning now to practical application, I’ll briefly highlight the main use cases




Use cases for researchers

• Good Practice Guide for the use of the HMA-EMA Catalogues of real-world data sources and studies

• European Network of Centres for Pharmacoepidemiology and Pharmacovigilance (ENCePP) special Interest Group: Supplement 
to the Good Practice Guide with practical examples

12

Compare data sources

Identify suitable data 
sources for study planning

e.g., Find studies in a disease 
area searching by medical 

condition, medicine, 
population, country

Understand how a data 
source was used in a 

study

e.g., Find studies in a disease 
area searching by medical 

condition, medicine, 
population, country

Use standardised 
metadata to streamline 
study documentation

Get inspired by previous 
study (designs or output) 
for own (follow-up) study

Identify responsible 
parties for a data source 

or study

institution, network, 
sponsor/lead investigator, 

contact point(s)

Connect using listed 
contact details

for studies, data sources, 
institutions and networks

Presenter Notes
Presentation Notes
In the next part we turn into some practical use cases relevant to researchers conducting or assessing a study:

When designing a study, the catalogues can be used to perform an initial screening to find data sources that fit the research need. It is possible to data sources related to a disease area, medicine population, country using search functionalities or the export.

It is also possible to compare data sources to understand differences in population, variables, and coverage.

Investigator, statisticians or analysts can benefit from the experience of others for by looking at previous studies performed with the same data source

The catalogue entries could be referenced directly in protocols and reports, ensuring consistent and transparent description of the data sources used.

The catalogue allows to see who is responsible for a data source or study and connect using the listed contact details.

Find opportunities to collaborate as you can connect with others using the listed contact details.

The use cases are detailed in a document we have published the Good practice guide and at the moment there is a dedicated ENCePP SIG working to supplement this guidance with practical examples.

Transition: In the next slide we have listed all relevant supporting resources.




Objectives:
Develop Use Cases and Examples: Use the Good Practice Guide as the foundation for defining use cases, expand with additional relevant use cases to cover broader scenarios, and identify concrete study examples to illustrate Catalogue application
Test the Catalogues: Agree on a methodological approach for testing the Catalogues using the defined use cases, and test the use cases with real examples to identify best practices, optimal use, and existing gaps
Translate Findings into Guidance: Develop clear guidance and training materials based on testing outcomes, identified gaps, and deliver recommendations to inform future improvements
Chairs: Pierre Engel (IQVIA), Martín Solórzano (Fundació Institut Universitari per a la Recerca a l'Atenció Primària de Salut Jordi Gol i Gurina, IDIAPJGol)


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/good-practice-guide-use-hma-ema-catalogues-real-world-data-sources-studies_en.pdf
https://encepp.europa.eu/about-us/working-groups-and-special-interest-groups_en
https://encepp.europa.eu/about-us/working-groups-and-special-interest-groups_en
https://encepp.europa.eu/about-us/working-groups-and-special-interest-groups_en
https://encepp.europa.eu/about-us/working-groups-and-special-interest-groups_en


Guidance & Resources
Related to the RWD Catalogues:

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

• User guide

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

Other useful resources:

• Guideline on registry-based studies - Scientific guideline | European Medicines 
Agency (EMA)

• Data Quality Framework for EU medicines regulation application to real-world 
data | European Medicines Agency (EMA)
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Presenter Notes
Presentation Notes
Resources that support users:
- the Good Practice Guide, with recommendations on how to make best use of the catalogues;
the User Guide, with practical instructions on how to navigate the catalogues and how to add or update records.;
and the List of Metadata, which defines the information captured for each type of record.

And there are related RWD/RWE resources that sit alongside this work—like guidance on registry-based studies and work on data quality considerations.



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/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf


Engagement with European & Global Initiatives

ICH E23 Working Group

International convergence and where possible, 
harmonisation on:

• RWD and RWE terminologies

• List of core metadata

• General principles for assessment of RWD/RWE 

(focus on effectiveness studies)

• EC, Europe rapporteur of the WG

TEHDAS2 Joint Action

• Development of guidelines & technical 
specifications to support the practical 

implementation of the EHDS framework for the 
secondary use of health data

• EMA provides input in public consultation of draft 
deliverables & participates in HealthData@EU EC 

Advisory Board 
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Presentation Notes
It’s also important to see the catalogues in the wider context.
At international level, the list of metadata used in the catalogues is being utilised as input to the ICH E23 WG work on the use of real-world data in regulatory decision-making. This ensures that the experience gained in Europe contributes to international harmonisation.
At the European level, EMA is also drawing on this knowledge in the work on the European Health Data Space. While EHDS has a broader scope, the catalogues provide concrete experience on how metadata can be structured and applied.




Improvements delivered and ahead - guided by user 
feedback
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Survey 2024

• Stakeholders: Industry, 
EU regulatory network, 
Academia

• Feedback shaped 2025 
improvements

• Main areas:
- search
- navigation
- communication

Delivered 2025/2026

•Record completeness score 
for data sources

•Comparison functionality for 
data sources

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

•Links of studies to EMA 
product pages

• Improved free-text search & 
filters

•User notifications & 
subscriptions

Planned 
improvements

•Advanced search 
capabilities & 
notifications on saved 
searches

•Dashboards
•Record completeness 
score for studies

Presenter Notes
Presentation Notes
We’ve taken a continuous improvement approach.
Improvements include better search, better linking and navigation, and practical enhancements like notifications/subscriptions.
Looking ahead, planned work focuses on making it easier for users to find what they need quickly by improving search and including dashboards.

Transition: And this leads to our final slide for today



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

Contact: RWDCatalogues@ema.europa.eu

Presenter Notes
Presentation Notes
To keep the catalogue comprehensive and useful, we rely on contributions from data holders and study investigators.
And your role is important here. You can support this work by:
encourage submission of information on data sources and studies,
promote the catalogues through your networks,
and suggest data sources or even studies that you are aware of and should be included in the catalogues.

You can contact us in the email address in this slidefor any questions or if you are aware of any initiatives, data sources anything that we should take into consideration.

Transition: With that, can move to do a short demonstration.




Thank you

Follow us

g 

RWDCatalogues@ema.europa.eu

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
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