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In this presentation

• Background on the programme
• Key outputs from 2022
• 2023 planning
• Multi-stakeholder platform
• Key messages
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Evolution of EU clinical trials regulation 

Pre 2004: No 
harmonisation

National rules, different 
processes in each Member 

State.
Resulted in delays and 

complications

Clinical Trials Directive 
(EU 2001/20/EC)

Some harmonisation, but 
national systems & 
processes varied

Entered into application 1 May 
2004

Clinical Trials Regulation 
(No.536/2014)

Full harmonisation, 
collaborative assessment of 

multinational trials, single EU 
portal & database (CTIS)

Applies as of 31 January 2022

Accelerating Clinical Trials in the EU (ACT EU)
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The European clinical trials environment

New tools 
and methods

Decentralised 
and complex 

trials

Modern regulatory 
supervision 

Digitisation and 
future-proof 

guidance
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• Absence of EU impactful multi-state trials 

• Non-commercial trials (40%) primarily 
mono-national (1.2 average MS/trial)

• Split responsibilities across multiple actors, 
with multiple initiatives across network

• EU seen as less friendly for clinical 
research

Problem statement
• Transform EU clinical trials environment 

for Europe to flourish as a global focus 
for clinical research

• Through excellent scientific advice and 
optimised regulatory oversight enable 
the conduct of large impactful clinical 
trials in the EU that deliver decisional 
evidence 

• Improve health of European patients 
through faster access to innovative 
medicines and optimised use on the 
market. 

ACT EU vision
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Accelerating Clinical Trials in the EU (ACT EU)

ACT EU is business change initiative to transform the EU clinical research 
environment in support of medical innovation and better patient outcomes.

• Builds on the momentum of the Clinical Trials Regulation and CTIS

• Driven by the Network Strategy to 2025 and the EU Pharmaceutical Strategy 

• Launched 13 January 2022

• 10 priority actions with a focus on:

• enabling clinical trials (in particular multinational trials) 

• innovative trial methods

• GCP modernisation

• engaging all stakeholders

• Read the press release and paper
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https://www.ema.europa.eu/en/news/accelerating-clinical-trials-eu-act-eu-better-clinical-trials-address-patients-needs
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/accelerating-clinical-trials-eu-act-eu-delivering-eu-clinical-trials-transformation-initiative_en.pdf
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Programs within the different Priority Actions

Example: PA02 - successful implementation of CTR

• Key Performance indicators

• Survey on the implementation of CTR (sponsors CTIS)

• Non-commercial trial support

• Transparency rules

• Transition clinical trials 
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ACT EU is delivering: Key outputs in 2022

Q2 2022 Complex clinical trials Q&A

Complex clinical trials Q&A Recommendation paper DCT

Q4 2022 EU DCT recommendation paper

ACT EU in 2022
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ACT EU 2023 focus

• Reinforced focus on successful implementation of the Clinical Trials Regulation, 
including use of Clinical Trials Information System (CTIS): change management 
including stakeholder engagement, surveys, training, communication

• Launch a scheme to support academic sponsors conducting large multi-national 
clinical trials 

• Creation of the Multi-stakeholder platform
• A sustainable platform that enables all stakeholders to collaborate for better clinical trials
• Kick-off meeting: 22-23 June 2023

• Revise workplan informed by learnings and Network needs and priorities (CTR)
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ACT EU keeps delivering

ACT EU in 2023
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Optimise the EU environment for clinical research in Europe by:
a) Strengthening leadership and coordination on clinical trial authorisation and execution.
b) Optimising ethical oversight and further integrate ethics committees into the clinical trial and

medicines regulatory lifecycle.
c) Supporting the conduct of large-scale multinational clinical trials
d) Reducing administrative burden and increasing efficiency.

Strengthening clinical trials for unmet medical needs, rare diseases, and vaccines and therapeutics for
public health crises, ensuring support for HTA bodies as well as for academic and SME sponsors.

3 Heighten the impact of European clinical trials through excellent and coordinated scientific advice as a
complement to trial authorisation and to support marketing authorisation.
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Engage all stakeholders to proactively deliver inclusive patient-oriented medicines development and
delivery across populations.4

Ensure a clear and unified European position on clinical trials in strategic matters at the international
level.5

Build capacity in all aspects of drug development and regulatory science through, amongst others, research
collaboration and training with academia.6

ACT EU objectives
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Accelerating Clinical Trials in the EU (ACT EU)
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ACT EU for all of us
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Bigger, better, faster clinical trials: guiding principles

• Acknowledge the problems we face

• Guided by patients

• Plan and re-plan

• Travel together

• Harness the resources we need 
(people, data, technology, knowledge)

• Global perspective with EU as leader

• Remain focused on benefits
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Thoughts to guide our journey
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ACT EU: Key messages

• ACT EU is the EU initiative to modernise and invigorate clinical trials in Europe

• ACT EU brings a change management focus that complements and supports 
implementation of the Clinical Trials Regulation 

• Binds EC/HMA/EMA to deliver for EU innovation and better medicines for 
patients

• Steady progress in 2022 including on communications, training, decentralised 
and complex trials and supporting the CTR

• Focus in 2023: supporting CTR, academic CTs and the multi-stakeholder 
platform
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Any questions?

ACTEU@ema.Europa.eu
Accelerating Clinical Trials in the EU (ACT EU) | European Medicines Agency (europa.eu)
Newsletters | European Medicines Agency (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 on ACT EU

Follow us on @EMA_News

mailto:ACTEU@ema.Europa.eu
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/accelerating-clinical-trials-eu-act-eu
https://www.ema.europa.eu/en/news-events/publications/newsletters#clinical-trials-highlights-section
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