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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
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Clinical trials remain core but are
smarter, better and faster
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Real world evidence is enabled,
and its value is established
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High transparency level underpins societal trust
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Building on existing practices, our vision is that by 2030, clinical
evidence generation will be further guided by the patient volce
and informed by existing data and knowledge; study design will
be driven by research questions to be addressed; clinical trials
will be more efficient and impactful; real-world evidence (RWE)
will be enabled and its value fully established; and trust will be
bulit through transparency (Flgure 1).
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https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.3596

Excellent clinical evidence: the heart
of every well-informed decision

Marketing
authorisation

Health technology
— assessment
~

Clinical trials Clinical evidence ]
Long-term efficacy

<> and safety

Randomised clinical trials remain at the core.
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Aligned with WHO activities
to strengthen clinical trials

« In May 2022, World Health Assembly adopted a resolution to
strengthen clinical trial ecosystems

* In response, WHO in collaboration with stakeholders
developed the Guidance for best practices for clinical trials

« Good clinical trials: Guidance fOI’
— are designed to produce scientifically sound answers to relevant beSt praCticeS
questions f | S | 5 |

— respect the rights and well-being of participants or clinical trials

— are collaborative and transparent
— are feasible for context
— manage quality effectively and efficiently

#7235 World Health
LESF Organization
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https://iris.who.int/bitstream/handle/10665/378782/9789240097711-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/378782/9789240097711-eng.pdf?sequence=1

Clinical Trials Regulation (CTR)

« The 3-year CTR transition period ended on 30 January 2025
« All new and ongoing trials in the EU now fall under the CTR

« The CTR fosters innovation and research in the EU, facilitating the conduct
of larger clinical trials in multiple EU / EEA countries

« EU clinical trials in CTIS since the start of CTR implementation (January
2022 - February 2025):

10,867

Submitted clinical trials

8,882

Authorised clinical trials
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The power of data:
finding a clinical trial for me
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Trial Map developed to
empower patients and
healthcare
professionals

Integrated with CTIS
public portal

Easy access to
information on clinical
trials by geographical
region and disease area

Provide your feedback
or suggestions



https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en
https://ec.europa.eu/eusurvey/runner/ACT_EU_Trial_Map_feedback
https://ec.europa.eu/eusurvey/runner/ACT_EU_Trial_Map_feedback
https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en

Strengthening the EU clinical trial ecosystem: What's next

Simplifying and ACT EU Multi- Supporting efforts to
modernising streamline trials of

stakeholder

CTIS platform medicines & medical
Enhancing at the core of devices (COMBINE
harmonisation of clinical BN alle=1Rizt=] programme)
trials authorisation activities

(CTR Collaborate)
Implementing
Supporting collaboration the ACT EU
with ethics committees workplan
(MedEthicsEU)
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