
Classified as internal/staff & contractors by the European Medicines Agency 

The future of clinical 
evidence

Trials@Home closing event
31 October 2025

Peter Arlett 

Head of Data Analytics and Methods Task Force, European 
Medicines Agency

Honorary Professor, LSHTM



Classified as internal/staff & contractors by the European Medicines Agency 

Clinical trials

• Generate evidence to develop medicines, optimise their use and 

address unmet medical needs

• Location matters:

◦ More opportunities for EU patients to access innovative treatments and 

medicines

◦ Faster access to EU market for medicines when clinical trials are 

conducted in the region

• Positive feedback loop: more research – high-quality healthcare 

jobs - better healthcare delivery
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Excellence of clinical evidence: the heart 
of well-informed decisions
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Randomised clinical trials are the core of clinical evidence.

Clinical evidence

Marketing 
authorisation

Health technology 
assessment

Long-term efficacy 
and safety

Clinical trials
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Clinical evidence 2030: vision
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Patient voice guides every step of the way

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

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

Clinical trials remain core but are
smarter, better and faster

Real world evidence is enabled,
and its value is established

High transparency underpins societal trust

https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.3596
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Benefits of decentralised elements

A regulatory perspective

Decentralised elements in clinical trials can:

• Enhance recruitment and representativeness by making trials accessible for 

a wider range of patients, some with no other opportunity to receive 

treatment, from a wider range of geographical locations 

• Increase convenience which enhances patient retention and engagement, 

leading to less drop out rates

• Reduce the burden on patients and the healthcare system, potentially 

reducing costs

• Enable more innovation in their design and conduct
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Strengthening clinical 
trials in Europe
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A turning point for clinical trials in the EU
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CTR becomes 

applicable

31/01/22

End of 3-year 

transition

31/01/25

EU clinical trials at 

an inflection point 

Now

Biotech Act

TBC

Incl. changes to CTR 

and CTIS

Before the Clinical Trials Regulation (CTR):

• Fragmentation, separate trial applications in each 
EU/EEA country

Since CTR implementation in 2022: 

• CTR and CTIS enable a single application for clinical trial 
authorisation in all EU Member States

• Trials transitioning from Clinical Trials Directive to CTR

Now: 

• The transition is over but there is still work to do, to fully 
reap the benefits of the CTR

Next: 

• Working together to optimise processes within current 
legal framework

• Preparing for legislative change
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Accelerating Clinical Trials in the EU 
(ACT EU)

• A joint initiative by the European Commission, Heads of 

Medicines Agencies and EMA, established in 2022

• Building on the momentum of the implementation of the 

Clinical Trials Regulation (CTR), to transform.

• Our vision is to have better, faster and smarter clinical 

trials in the EU, creating a favourable environment for 

clinical research

………..let’s see a few examples of what ACT EU is delivering
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Finding clinical trials on the Trial Map

• Trial Map developed to 

empower patients and 

healthcare 

professionals

• Integrated with CTIS 

public portal

• Easy access to 

information on more 

than 10,000 clinical 

trials by geographical 

region and disease area

• STOP PRESS: now 

available in all official 

EU languages

9 Search for clinical trials – CTIS website 

https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en
https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en
https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en
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Pilots on scientific and regulatory 
advice

• Launched by ACT EU in 

June 2024

• 28 applications 

received so far

• Very positive feedback 

from applicants

• Currently exploring if 

the pilots should be a 

permanent offering
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Pilot I: Scientific Advice 

Working Party (SAWP)-

Clinical Trials Coordination 

Group (CTCG)

Pilot II: Pre-CTA (clinical 

trial application) advice 

from CTCG

17 applications received: 

14 concluded
1 ongoing

2 rejected

11 applications received:

8 concluded
3 ongoing
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Support for non-
commercial sponsors

• Tailored technical assistance on CTIS functionalities 

and regulatory requirements provided under 

regulatory helpdesk

• Up-to-date map of national support initiatives on 

ACT EU website

• National webinars on fostering clinical research by 

non-commercial sponsors delivered in IE, AT, BE, 

with more in 2026
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https://accelerating-clinical-trials.europa.eu/our-work/support-non-commercial-sponsors/national-initiatives-non-commercial-sponsors_en
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Monitoring the EU clinical trials environment

Increased attractiveness of the 

EU

Target: 500 more multi-national 

trials authorised by 2030

Faster access to treatment

Target: 66% of trials start 

recruitment in under 200 days from 

application submission

New targets for clinical trials in Europe | European Medicines Agency (EMA)

https://www.ema.europa.eu/en/news/new-targets-clinical-trials-europe
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ACT EU’s multi-stakeholder platform (MSP): 
What do stakeholders want?
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Faster authorisation of trials

Streamlined ethical input

Only critical questions during assessment

Model contracts
Initiatives to support 
recruitment

Risk based approach

Increased flexibility
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Improving the use of decentralised elements 
in clinical trials

ACT EU’s multi-stakeholder platform (MSP)

MSP can act as a vehicle to further discuss how to improve 
the use of decentralised elements in trials, through:

• Multi-stakeholder workshops on key clinical trial topics

• Consultations and surveys to gather stakeholder 
feedback 

• Regular meetings of the MSP Advisory Group of 
stakeholder representatives

Updated DCT recommendation paper

Includes a disclaimer on cross border trials, and importantly, 
an updated annex of national provisions – published 29 Nov.

• EudraLex - Volume 10 - Public Health - European 
Commission

A screenshot of a document

AI-generated content may be incorrect.
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https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/document/download/2ccc46bf-2739-4b9a-ab6b-6f425db78c61_en?filename=mp_decentralised-elements_clinical-trials_rec_en.pdf
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Legal, policy and technical opportunities

Biotech Act

Boosting innovation and 

competitiveness

Improving and simplifying the 

regulatory landscape, incl. 

through changes to the Clinical 

Trial Regulation

AI

Optimising processes and 

increasing productivity

CTIS modernisation

 Enhancing user experience and 

improving efficiency 

Delivering a more responsive 

system that can adapt to the 

evolving environment
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Clinical trials 2030

Agile regulation
A single entry point for 

clinical trials advice, 
submission, 

fast authorisation

 

Innovation enabled 
novel methods, 
decentralised elements, 
RWD enriched, 
AI-enabled processes. 

Data-driven 
decision making
Access to high quality 
data on clinical trials 
enables stakeholders to 
take decisions

Patients central
engagement 

enabled, 
evidence co-created

better, faster and smarter clinical trials in the EU: 
…….creating a favourable environment for clinical research and 

delivering for the patients of Europe
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Thank you

Follow us

LinkedIn 
icon

YouTube 
icon

Instagram 
icon

Closing slide

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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