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Disclaimer

The owner of copyright and other intellectual property rights for this presentation is
EMA. The information made available in this presentation may be reproduced in
accordance with the EMA Legal Notice provided that the source and the author is

acknowledged.

The presenter does not have any conflict of interests.


https://www.ema.europa.eu/en/about-us/about-website/legal-notice

By 2025 the use of Real-World
Evidence will have been enabled
and the value will have been
established across the spectrum of
regulatory use cases

- European Medicines Regulatory Network (EMRN)


https://www.ema.europa.eu/en/documents/other/european-medicines-agencies-network-strategy-2025-protecting-public-health-time-rapid-change_en.pdf
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Demand: RWE use across the medicinal product lifecycle
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Crisis planning & response ¢

* Monitoring the use of medicines to predict demand and shortages

» Understanding the disease natural history - development of vaccines and therapeutics

* Provide evidence for repurposing existing medicines

+ Monitor the safety and effectiveness of vaccines and therapeutics post-authorisation
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Use cases: How RWE can support decision-making?
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EMA Scientific European Health

DARWIN EU® is a federated committecs pata Space
network of data, expertise
and services that supports
better decision-making
throughout the product lifecycle
by generating reliable
evidence from real world
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Off-the-shelf studies

These are mainly characterisation questions that can be executed with a generic protocol. This
includes disease epidemiology, for example the estimation of the prevalence, incidence of
health outcomes in defined time periods and population groups, or drug utilization studies at the
population or patient level.

© Patient-level characterisation Cohort of newly diagnosed patients or new users of a
medicine followed over time. Studies used to characterise
© Patient-level DUS analyses disease, patients or use of medicines
© Population-level DUS analyses Used for incidence/prevalence studies. All
subjects in the database are eligible based on
© Population-level descriptive epidemiology minimal inclusion criteria.


http://www.darwin-eu.org/
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Study protocols and reports made public
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https://catalogues.ema.europa.eu/search?f%5B0%5D=content_type%3Adarwin_study&search_api_fulltext=darwin
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Examples of the breadth of DARWIN EU® studies
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https://catalogues.ema.europa.eu/node/3794/administrative-details
https://catalogues.ema.europa.eu/node/3796/administrative-details
https://catalogues.ema.europa.eu/search?f%5B0%5D=content_type%3Adarwin_study&search_api_fulltext=darwin
https://catalogues.ema.europa.eu/node/3800/administrative-details
https://catalogues.ema.europa.eu/node/4013/administrative-details
https://catalogues.ema.europa.eu/node/4141/administrative-details
https://catalogues.ema.europa.eu/node/4155/administrative-details
https://catalogues.ema.europa.eu/node/4181/administrative-details
https://catalogues.ema.europa.eu/node/4223/administrative-details
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Closing remarks

» RWE use is being enabled and established across regulatory use cases =

informing regulatory decision making on medicines across their lifecycle

» DARWIN EU completed establishment and scale-up enable this: focus on Data

Partners, studies, pilot use cases and developing standard analytical pipelines

» As of 2024: bigger network and higher study volume and shorter timelines for

studies

10
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Data Analysis and Real World Interrogation

Network (DARWIN EU) | European Medicines

¥

Agency (europa.eu)

Coordination Centre website: www.darwin-eu.org

For questions to the Coordination Centre, please
contact: enquiries@darwin-eu.org

Subscribe here to receive future issues

of the Big Data Highlights

Related, Reflection paper on the use of Artificial

Intelligence (AI) in the medicinal product lifecycle

March 2024

Big Data Highlights o EMA

Quarterly update on implementing the joint EUROPEAN MEDICINES AGENCY
HMA-EMA Big Data workplan

S > I = Jin)

The Heads of Medicines Agencies and the European
H MA Medicines Agency set up a joint Big Data Steering Group
Ao to implement the European medicines regulatory
network’s Big Data workplan. The aim of the plan is to
help prioritise and prepare concrete actions to make best

use of big data in support of innovation and public health
in the European Union.

Featured topics

Now available: HMA-EMA catalogues of real-world data
sources and studies

The new electronic catalogues were | L
launched on 15 February 2024 and have re- m



https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
http://www.darwin-eu.org/
mailto:enquiries@darwin-eu.org
https://ec.europa.eu/newsroom/ema/user-subscriptions/3127/create
https://ec.europa.eu/newsroom/ema/newsletter-archives/51878
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
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Thank you for your attention

Further information

Contact me at Andrej.Segec@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Follow us on % @EMA_News


mailto:Andrej.Segec@ema.europa.eu
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