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Disclaimer

I have no conflict of interest to disclose.

The views expressed in this presentation are mine and should not be understood or quoted 

as being made on behalf of or reflecting the position of the European Medicines Agency or 

one of its committees or working parties.

These PowerPoint slides are copyright of the European Medicines Agency. Reproduction is 

permitted provided the source is acknowledged.
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Clinical evidence 2030: Real world evidence

Real world evidence

• Establish value across use cases

• Build business processes

• Set standards

• Enable access

• Validate methods

• Train

• Internationalise (build on ICMRA and ICH)
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Demand: Three main areas for which RWD analyses can 
support EMA committees' decision-making

Support the planning and 
validity of applicant studies

Understand the clinical 
context 

1 2

Investigate associations and 
impact

3

3

Clinical management and 

unmet need

Drug utilisation

Disease epidemiology

Representativeness and 

validity of completed studies

Design and feasibility of 

planned studies

Effectiveness and safety 

studies

Impact of regulatory actions
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Demand: RWE use across the medicinal product lifecycle

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
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Supply: Real-world evidence

5

• Performs studies using 
in-house databases

• Procures studies through EMA 
framework contracts

• Conducts studies via DARWIN EU

Submit RWE/RWD to support 
efficacy/effectiveness claims on:
• Medicines and disease epidemiology 

within initial marketing authorisation 
applications  

• Extension of indication applications 

• Direct access to national data sources e.g.  
DKMA (Danish registries), ANSM (SNDS 
database), AEMPS (BIFAP database)

• EHDS foresees that national 
Health Data Access Bodies 
will facilitate access to 
national databases

• Perform independent studies that are 
registered in the EU PAS Register (with 
the study protocol and report)

• Participate in consortia
involved in studies carried out via
EMA framework contractors

EMA Medicine developers

Independent academiaNCAs
RWE generation
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DARWIN EU® is a federated 

network of data, expertise

and services that generates 

evidence from real world 

healthcare data 

SAWP

CHMP

PRAC

NETWORK PRINCIPLES

• Data stays local

• Use of Common Data Model (where applicable) 
to perform studies in a timely manner and increase 
consistency of results

Data Analysis and Real-World Interrogation Network 

By 2025 DARWIN EU will deliver 

150 RWE studies annually
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What will DARWIN EU® do?

Conduct scientific studies and analyses on behalf of the EMRN and EMA 
scientific committees

Provide scientific expertise in formulating and executing studies and analyses

Maintain & expand the federated network of data partners, assisting new data 
holders in conforming with required standards for usage in regulatory context

Deliver training, governance, support of business services

Enable the EMRN, EMA and the scientific committees to make use of the 
EHDS in the context of medicines regulation, acting as EHDS ‘pathfinder’
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Who will benefit from DARWIN EU®?

– Drug development – disease 
epidemiology, unmet need, historical 
controls, planning 

– Authorisation – contribution to benefit-
risk, controls, extrapolation to general 
and/or special populations

– Post-authorisation – benefit-risk 
monitoring, extension of indication, risk 
minimisation measures

DARWIN EU® will increase the capacity of 

the EMRN to undertake high-quality 

observational studies based on RWD and 

reduce the time per study

EU patients and healthcare professionals 
Faster access to innovative medicines and safe and effective 
use

European Commission
Key use case for the European Health Data Space

National competent authorities 
Support health policy and delivery of healthcare systems

HTA bodies and payers
Support better quality decisions including on cost-
effectiveness

EU and international health agencies
Use cases specific for other EU Agencies such as ECDC

Academia and research organisations
Increase use of RWE, methodology development, and better 
data quality 

Industry
Enable better evidence supporting decision-making, increase 
receptiveness for RWE in MA submissions, and reduce time & 
cost of drug development

EU medicines regulators
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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)9

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 patients0

Supply: DARWIN EU Data partners – Year 1

10 data partners in year one: additional 10 in year 2 
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EHDS pilot: DARWIN EU use case

• EC proposed legislation to establish a European 
Health Data Space (EHDS): aims to enable the 
effective use of health data in the EU 

Covers two aspects:

• Primary use of health data for care (MyHealth@EU)

• Secondary use of data: a pilot phase 
(HealthData@EU pilot) kicked off

• Five use cases selected to inform the design, 
development, and deployment of HealthData@EU

• DARWIN EU® - use case on blood clots in Covid-19 
patients

• Contributors: research teams and data nodes from 
Finland, France, Denmark and Croatia 

• Integration of DARWIN EU® will be tested EHDS: we need Rapid, Wide and 
Deep access to healthcare data

Testing 

DARWIN EU®

as a node 

within EHDS
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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 subject to 

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



Classified as public by the European Medicines Agency 

Studies – Examples, Year 1

13

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
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61 
research topics 

Requested Offered

Feasible Not Feasible 

44 17

36  19  6  

Ongoing 
feasibility/ 

on hold 
27 

Completed 

6  

Not accepted 

3  

Ongoing 

14

Main results – overview of RWE studies

12

Supportive

Not used for 
decision making 

3 12

No survey sent (7), no 
response (2), not applicable (3)

Survey on 
study impact 

49 
In-house

8 
DARWIN

EU

4
FWC

Research 
topics

Studies

24 3

In-house DARWIN EU® 
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Clinical evidence: a vision for 2030

• Evidence generation is planned and guided by 
data, knowledge and expertise

• Research question drives evidence choice; 
embraces spectrum of data and methods

• Clinical trials remain core but are bigger, better 
and faster

• Real world evidence is enabled, and value is 
established

• The patient voice guides every step of the way

• Healthcare systems are supported in their choices 

• High levels of transparency underpin societal trust

15

“At the core of a successful MA dossier is excellent clinical evidence”

Clinical 
evidence

Plan

Data

Methods

Evidence

Decision

Transpar
ency

Communi
cations

Impact
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Any questions?

steffen.thirstrup@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:steffen.thirstrup@ema.europa.eu
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