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DARWIN EU®

• Coordination Centre launched 
February 2022

• Onboarded first 10 data 
partners 

• First studies finalised 

• Additional 10 data partners are 
foreseen to be added each 
year for 2023-2025

EMA studies using in-house 
databases

• Primary care health records 
from the France, Germany, 
UK, Italy, Spain and
Romania. Some data 
sources include data on 
specialist.

Regulatory authorities also have access to national databases e.g., Nordic registries, SNDS, BIFAP, …

Towards delivering the 2025 RWE vision
A tale with three pathways… 

Studies procured through 
EMA FWCs

• New framework contract 
(FWC) since September 2021: 
services of 8 research 
organisations and academic 
institutes

• Access to wide network of 
data sources: 59 data 
sources from 21 EU countries

• Ability to leverage external 
scientific expertise

Countdown to 2025

Enabling use
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RWE report
published, 

with infosheet

RWE needs 

Suitability of data sources 

Process for RWE studies 

• the needs for RWE of 
CxMP and SAWP; 

• the ability and capacity
of the current RWE 
framework;

• the usefulness of the 
RWE provided.

• receiving study 
requests;

• proactively offering and
conducting RWE studies;

• identify opportunities 
for improvements.

• the suitability of 
available RWD sources 
and pathways;

• the methodological
challenges of data 
collection, study design 
and reporting.

61 
research topics 

49 
In-house

8 
DARWIN

EU

4
FWC

https://www.ema.europa.eu/en/documents/report/real-world-evidence-framework-support-eu-regulatory-decision-making-report-experience-gained_.pdf
https://www.ema.europa.eu/en/news/use-real-world-evidence-regulatory-decision-making-ema-publishes-review-its-studies
https://www.ema.europa.eu/en/documents/leaflet/infosheet-ema-review-real-world-data-studies_.pdf
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DARWIN EU® is a federated 
network of data, expertise
and services that supports 
better decision-making 
throughout the product 
lifecycle by generating 
reliable evidence from real 
world healthcare data 

SAWP

CHMP

PRAC

FEDERATED NETWORK PRINCIPLES

• Data stays local
• Use of Common Data Model (where applicable) 

to perform studies in a timely manner and increase 
consistency of results
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Germany
10. IQVIA Germany 

Disease Analyser

UK
1. Clinical Practice 

Research Datalink 
(CPRD GOLD)

France
3. Bordeaux University 

Hospital

Spain
4. IDIAPJGol
5. Parc Salut Mar 

Barcelona, Hospital 
del Mar (IMIM)

5

Belgium
2. IQVIA Belgium 

Longitudinal Patient 
Data

Finland
6. Auria Clinical 

Informatics at 
Hospital District of 
Southwest Finland 
(HDSF)

Netherlands 
8. Integrated Primary 

Care Information
9. Netherlands 

Comprehensive 
Cancer Organisation

Estonia 
7. University of Tartu

(Biobank)

~26 million active patients

Data Partners – Phase I 

Currently selecting Phase II DPs after open call for expression of interest

https://darwin-eu.org/index.php/data/how-to-join-the-network


Classified as public by the European Medicines Agency 

RWE use across the medicinal product lifecycle
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Orphan 
designation

Scientific 
advice

Paediatric 
investigation 

plan

Marketing 
authorisation 
application

Post-
authorisation

Pre-authorisation Evaluation Post-authorisation

COMP CHMP
SAWP
CAT

PDCO CHMP
CAT
PRAC

CHMP
PRAC
CAT

HMPC
CMDh

RWE

RWE

RWE

RWE

RWE



Classified as public by the European Medicines Agency 

Milestones completed in 2023  

 Phase II in progress, delivery on target, according to plan

 Focus on selection of further DPs and study conduct (various use cases)

 Establishment of analytical pipelines and codes

7
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DARWIN EU Coordination Centre website launched 
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www.darwin-eu.org

http://www.darwin-eu.org/
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Cohort of newly diagnosed patients or new users of a 
medicine followed over time. Studies used to characterise 
disease, patients or use of medicines

Used for incidence/prevalence studies. All 
subjects in the database are eligible based on 
minimal inclusion criteria. 

Catalogue of standard data analyses
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Studies comparing risk of health outcome 
in exposed vs unexposed cohorts

Studies comparing risk of health outcome in 
exposed vs unexposed periods in cohort of cases

Studies to assess the impact of 
restrictions in the use of medicines

Catalogue of standard data analyses
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Studies started in 2022 (year 1/ phase I)

Type Studies Data Partners Planned RWE use 

Off the Shelf Population level epidemiology study on 
prevalence of rare blood cancers from 2010
EUPAS50800

NL, ES, UK, BE, DE Support COMP in orphan 
designation decision 
making & useful as 
background rates for other 
committees 

Off the Shelf  Patient level drug utilization study of valproate-
containing medicinal products in women of 
childbearing potential from 2010
EUPAS50789

NL, ES, UK, BE, DE, FI Assess the use of 
valproate after safety 
referral

Off the Shelf Patient level drug utilisation study of antibiotics
on the Watch list of the WHO AWaRe
classification, 2010-2021
EUPAS103381

NL, FR, ES, DE, UK Inform PRAC/CHMP 
decision making, AMR 
strategy  

Complex Background all-cause mortality rates in patients 
with severe asthma aged ≥12 years old
EUPAS103936

NL, ES x2, UK, EE Support CHMP post-
authorisation inform future 
decision making

Additional 16 studies to start in 2023 (Phase II) – including HTA/payers, ECDC, EHDS2 pilots 

https://www.encepp.eu/encepp/viewResource.htm?id=50801
https://www.encepp.eu/encepp/viewResource.htm?id=50790
https://www.encepp.eu/encepp/viewResource.htm?id=103382
https://www.encepp.eu/encepp/viewResource.htm?id=103937
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More 
detail in
protocols 
+ study 
reports
in EU 
PAS 

Register

+shiny 
apps
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Incidence rates of azithromycin

Ref. EUPAS50800
and EUPAS103381

https://www.encepp.eu/encepp/viewResource.htm?id=50801
https://www.encepp.eu/encepp/viewResource.htm?id=103382
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Macrolide (ATB group) use stratified by age/gender
See also shiny app: https://data-dev.darwin-eu.org/EUPAS103381/

15

https://data-dev.darwin-eu.org/EUPAS103381/
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EUPAS50789
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New user valproate use incidence in women 12 to 55 yrs
(all databases)

https://www.encepp.eu/encepp/viewResource.htm?id=50790
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Studies in progress (various stages)
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CHMP
Complex

Background all-cause 
mortality rates in 
patients with severe 
asthma aged ≥12 
years old 
[EUPAS103936]

HTA/Payers
OTS

Multiple myeloma: 
patient characterisation, 
treatments and survival 
in the period 2012-2022

EC/EHDS 
Complex 

EHDS coagulopathy 
of COVID-19

CHMP
OTS

Drug utilisation study on 
co-prescribing of 
endothelin receptor 
antagonists (ERAs) and 
phosphodiesterate-5 
inhibitors (PDE-5is) in 
pulmonary arterial 
hypertension. 

NCA
OTS

Erythomycin use 
as prokinetic

PRAC
OTS

Drug utilisation study 
of prescription 
opioids.

CHMP
OTS

Naloxone use in 
treatment of opioid 
overdose.

ECDC/VMP 
Complex

Effectiveness of COVID-
19 vaccines against 
severe COVID-19 and 
post-acute outcomes of 
SARS-CoV-2 infection.

OTS = off-the-shelf study

https://www.encepp.eu/encepp/viewResource.htm?id=103937
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DARWIN EU®

• Coordination Centre launched 
February 2022

• Onboarded first 10 data 
partners 

• First studies finalised 

• Additional 10 data partners are 
foreseen to be added each 
year for 2023 and 2024

EMA studies using in-house 
databases

• Primary care health records 
from the France, Germany, 
UK, Italy, Spain and
Romania. Some data 
sources include data on 
specialist.

Regulatory authorities also have access to national databases e.g., Nordic registries, SNDS, BIFAP, …

Towards delivering the 2025 RWE vision
A tale with three pathways… 

Studies procured through 
EMA FWCs

• New framework contract 
(FWC) since September 2021: 
services of 8 research 
organisations and academic 
institutes

• Access to wide network of 
data sources: 59 data 
sources from 21 EU countries

• Ability to leverage external 
scientific expertise

Countdown to 2025

Enabling use
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EMA-funded studies – the process
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• Identify research 
topic

• Draft Technical 
Specifications (TS)

• Consult Committee 
Rapporteurs

• Present to Scientific 
Committee

• Finalise TS

Invitation to tender 
(reopening of competition 

among framework contractors) 

Receipt of proposals 
(tenders)

Evaluation

Award 
Decision

Contract signature

Study start

Research results

Regulatory Decision-
making

Approx. 2-3 months

Approx. 12-18 months
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EMA funded study based on 
registry data in collaboration 
with Aetion and TREAT NMD
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EMA priority topics on Registries for 2023/2024

Priority topics

 Leverage the existing CHMP guideline on 

registry-based studies (Oct 2021)

 Assess needs for further guidance on 

registries (Methodology Working Party)

 Better understand the barriers to data 

access and collaboration

 Promote data quality and discoverability

 SAWP qualification procedure on registries

 Multi-stakeholder workshop Q1 2024

21

Direct actions

 Survey on Guideline on registry-based studies 

• To assess stakeholders’ awareness on guideline

• To identify specific topics requiring clarification

• To understand training needs

 Stakeholder communication, engagement and 

training through webinars/educational videos with 

concrete use cases; Q&A

 PCOs/HCPs to be consulted on annexes to DQF

and engaged in populating the EMA catalogue

 Patient angle and patient-experience data to 

be a central theme of the workshop

https://www.ema.europa.eu/documents/scientific-guideline/guideline-registry-based-studies_en-0.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
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Main results of survey on Guideline on registry-based studies

Awareness of the 
guideline (total: 111)

22

How?: EMA website and through interactions with EMA
Who?: Regulatory, epidemiology and research teams
Who else should know?: Clinical (medical/operational) + analysts

2
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Priority topics for multi-stakeholder workshop on registries (denominator 111)

23

Also consider

• Clear roles and responsibilities of all 
involved; expectation management

• Feasibility of using a common data 
model to improve interoperability and 
collaboration

• Rare disease registries 
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Take home messages

 Patients and HCPs are the end-users of medicines and are experts on their disease / condition / treatments 

 Patient data are instrumental in optimising medicines development and regulatory decision-making

 Need to increase patient/HCP involvement at each step of the way  Reinforcing patient relevance in 

evidence generation is a key priority in EMA’s Network Strategy and the Regulatory Science Strategy 

 Understand patient/HCP needs in terms of training, consult / integrate their input on key 

deliverables  Identify challenges / opportunities for enhancing optimal and impactful use of PED and 

establishing their value in regulatory assessment and decision-making

 Priority topics on Registries: volunteers to collaborate in development of patient communication and 

engagement strategy + preparation of workshop

24
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Any questions?

Andrej.Segec@ema.europa.eu, Kelly.Plueschke@ema.europa.eu, 
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

Further information

Follow us on @EMA_News

mailto:Andrej.Segec@ema.europa.eu
mailto:Kelly.Plueschke@ema.Europa.eu
mailto:Denise.Umuhire@ema.Europa.eu
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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 

26

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://www.ema.europa.eu/en/documents/newsletter/big-data-highlights-issue-1_en.pdf
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