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Background & Context

The European Medicines Agency (EMA) and Heads of Medicines Agencies (HMA) set up a joint task force to describe the big data 
landscape from a regulatory perspective and identify practical steps for the European Medicines Regulatory Network to make best 
use of big data in support of innovation and public health in the European Union (EU). 

The HMA-EMA joint Big Data Task Force, also known as the Big Data Steering Group, was established in December 2018. It 
developed Priority Recommendations to advance the use of big data in the European regulatory network, it advises EMA and HMA on 
prioritisation and planning of actions to implement the Ten Priority Recommendations in the Big Data Task Force Final Report. 

• Identify Key Metadata for 
regulatory decision-
making on the choice of 
data source 

• Strengthen the current 
ENCePP Resource Database

Recommendation 3:
Enable data discoverability

Catalogue of real-world 
data sources

Catalogue of real-world 
data studies
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Catalogue of RWD sources
the European Network of Centres for 

Pharmacoepidemiology and Pharmacovigilance 
(ENCePP) Resources Database will migrate to the 

EMA corporate website

Catalogue of RWD studies
will enhance the European Union electronic register 
of post-authorisation studies (EU PAS Register®)
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HMA-EMA Catalogues of real-world data sources and studies

The HMA-EMA Catalogues of real-world data (RWD) sources and studies will describe real-world data sources and 
studies through a set of collected metadata to help pharmaceutical companies and researchers identify and use such data 
when investigating the use, safety and effectiveness of medicines.

• Efficient and user-friendly platform for 
researchers, regulators, and pharmaceutical 
companies

• Centralised and enhanced resources that 
contribute to the transparency of observational 
research

• Promotion of good practices aligning with 'FAIR' 
data principles for Findable, Accessible, 
Interoperable, and Reusable data

• Facilitation of search and evaluation of data 
sources and studies related to medicines, 
ultimately supporting evidence-based decision-
making

• Integration with other catalogues, EHDS and 
similar initiatives (to be further developed in coming 
years)

https://www.encepp.eu/encepp/search.htm
https://www.encepp.eu/encepp/search.htm
https://www.encepp.eu/encepp/search.htm
https://www.encepp.eu/encepp/studiesDatabase.jsp
https://www.encepp.eu/encepp/studiesDatabase.jsp
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A user would like to identify suitable data source(s) 
for a planned study

A study protocol submitted uses a data source. The 
user needs to understand the suitability of the data 

source proposed

A user reads a study report for which they need to 
evaluate the data source(s) used in the study

The catalogue of data sources offers information (metadata) 
on the data source content (e.g.: capturing of medicinal 
product information, disease, demographics), availability, 
contact points to help the choice of data source. It allows 
benchmarking of different data sources referring to similar 
population when planning a study.
 

The study can be retrieved using the studies catalogue; the 
protocol is available. Other similar studies can be 
retrieved using studies structured metadata, and a  
comparison of data sources used in similar research is 
possible. 

The study report is available in the catalogue, along with 
details on the data source used. Other studies conducted 
using this particular data source can be consulted using the 
catalogues and provide orientation on the suitability of the 
data. The information on proposed data source used can be 
easily retrieved and assessed in the same context.

Use of the catalogues: Examples
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Integration with EMA website content: studies will be visible in 

the relevant medicines overview page, on the EMA website 

connection to summary of RMP, EPAR, PI*

*This feature will be released after go-live in a second phase. 

Use of the catalogues: Key improvements
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Use of the catalogues: add a data source
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Use of the catalogues: Add a study and linkage functionality

Link between data sources and 
associated studies
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Use of the catalogues: add an institution

Institutions

Metadata on any contributor to the 
catalogue, its role and expertise (e.g., 
institution country, etc.)
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Use of the catalogues: Add a network

Networks

Metadata describing networks/consortia linking to 
institutions and studies in the catalogue (e.g., 
network name, website, etc.)
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Use of the catalogues: My dashboard and Co-authorship

New platform enables users to easily access 
and manage content as well as collaborate 
on editing content
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Use of the catalogues: content moderation flow
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Use of the catalogues: Search functionality 

Enhanced search & export 

functionalities possibility to filter, sort and 

export search results and records
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Use of the catalogues: Search functionality 



Classified as public by the European Medicines Agency 

14

Patient registries: examples of specific data
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- Go live: 15 February 

- Multistakeholder webinar for the launch: 4th March

- Continue communication activities and raising awareness 

- Finalise the integration of information with EMA website content (e.g.: EPARs, 
product information, qualification opinions, PRAC decisions)

- Follow actively the maintenance process and collection of new data

- Continue refinement of the fields collected, look-up values and the search criteria

- Integrate characterisation of data-quality elements 
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What’s next?
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Go-Live
in February 2024 
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Take home messages

Be publicly available

Data sources and studies integrated

The RWD Catalogues will:

https://catalogues.ema.europa.eu/ 

Once launched, support is available here: Support | HMA-EMA Catalogues of real-world data sources and studies (europa.eu)

https://catalogues.ema.europa.eu/
https://catalogues.ema.europa.eu/support
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