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During the initial phases of the COVID-19 pandemic there were discussions on how Europe Yeosa, o0

best could respond through multi-country clinical trials, including how to collaborate with
the WHO facilitated Solidarity trial

RECOVER and later EU RESPONSE received funding from the Horizon 2020 research
programme to support COVID-19 clinical trials

Both projects developed Adaptive Platform Trials with European REMAP-CAP and the
establishment of EU-RESPONSE with Discovery (European Solidarity sister trial) and the EU
Solid-Act trial

The European Commission (RTD) requested a bridge between Adaptive Platform Trials in
Europe to promote complementarity and avoid duplication and fragmentation

An innovative “shared WP” between RECOVER and EU-RESPONSE was created

This shared WP became responsible for coordination through three mechanisms: the Trial
Coordination Board (TCB), the Joint Access and Advisory Mechanism (JAAM) and the
platform trial Toolbox
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Request by the Commission to integrate two other EU-funded projects in the TCB;
VACCELERATE and ECRAID-Prime (and ECRAID-Prime in JAAM)
ECRAID-Prime to conduct early phase studies on new compounds- has expanded to

syndromic research
VACCELERATE includes three pan-European vaccine trials and an extended network

A separate TCB Vx pillar was created for dialogue with vaccine investigators and

stakeholders

Joint TCB meetings are held when topics are of overarching relevance
Plans for mandate and the benefits of dialogue to outlast Covid-19 pandemic

The TCB secretariat at NIPH has become a beneficiary also in the MPX-RESPONSE project
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Objectives
RECOVER and EU RESPONSE will deliver a comprehensive strategy for delivering adaptive

platform trials
The coordination mechanism led by ECRIN and NIPH, will ensure that the European COVID-19
Adaptive Platform Trials are scalable and sustainable.

The coordination mechanism will establish a dialogue with external stakeholders including the
WHO, ECDC, European Medicines Agency (EMA), the HTAs (EUnetHTA), and the national

competent authorities (CTFG), etc.

The bridge between the clinical trial projects will guarantee complementarity, harmonization
and synergies with other European and international projects, and will avoid fragmentation

and redundancies.

The momentum created by the Covid- 19 pandemic promoted transition in the research
landscape by enforcing collaboration and harmonization through coordination



Methods — composition, structure of dialogue
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Design: how to create
robust and harmonized CT
protocols

(the role of APTs)

Subpopulations: pregnant
women, paediatric and
immunocompromised

repurposed and new drugs

Conduct: regulatory and

ethical approvals. New

systems for multicounty
approvals

Follow-up: existing
platforms for the study of
“long-covid” and secondary
outcomes (PROMS)

Methods — dialogue, discussion and joint approaches

Results: effectiveness and
safety data and implications
for use of care

Outpatient trials:
recruitment and
infrastructure,
combination treatments
and syndromic research
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Guidelines: do the trial
design and results meet
requirements of the
guideline makers

Standardization: early data
sharing. Collection and
standardization of
laboratory assessments
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Dissemination of ideas, results and experiences

accelerated research response to/in the crisis
Inform and promote synergetic initiatives in Europe (GloPiD-R, EU-Pearl, TrialForge, WHO
Science Division, WHO working group on community engagement, EMA stakeholder working
group); how can these initiatives be exploited by trial networks

joint statements on the GloPiD-R roadmap and the WHA resolution on clinical trials
Established a continuous communication channel between the trial networks and the
Commission (incl. RTD, SANTE, HERA)

better exploitation of systems
The WHO wants to explore the feasibility of more global collaboration, can similar coordination

efforts be of interest in other regions and for other diseases?
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Conclusions
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® Coordination as a tool and a goal

e Coordination may be the key to success for the European clinical trials (notion of evidence is
a global public good) -
® What is research success: needs-based, robust, effective and efficient, promotes sustainable

exploitation of resources (harmonization), transferable and equitable in access and
availability

o Keys to coordination are - evidence, stakeholders, trust — trust is built upon reliability,
legitimacy, confidence

® The TCB is not us, it is all of you - the core component of the TCB meetings is the opportunity

for exchange and discussions
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Impact

 The TCB has been a relevant and trusted forum during the Covid-19 pandemic

* Endorsed by investigators and stakeholders in the European research space

* Succeeded in lifting the notion that the research community is stronger together
* Inspired collaboration and new networks

e Can be further exploited as an instrument for communication and dialogue by the
European Commission and HERA

* Could play a role in involving additional research networks and countries (e.g
Eastern Europe) during crisis

 Facillitate for private-public partnerships




Lessons learned and further recommendations

e Coordination is useful in a time of crisis (and in interpandemic times) %,
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* Coordination may be most constructive when prospective

e Coordination effects are linked to funding and authority - need organized
funding mechanisms to ensure timely response

* Coordination is dependent on the willingness to be coordinated, “steering vs
nudging”

e Successful coordination should be maintained and sustained

Further outlook: new funding, additional partners, expanded scope

* HORIZON-HLTH-2023-DISEASE-03-05: Pandemic preparedness and response:
Sustaining established coordination mechanisms for European adaptive
platform trials and/or for cohort networks

* Coordinator: NIPH, Partners: Ecrin, Ecraid, U Verona, Penta, Inserm, U Cologne

* Link to other preparedness initiatives



CoMeCT- Coordination Mechanism for Cohorts and
Trials
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Deliverables
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1- Reports on the coordinated development and operational ECRIM Approved
management of the European COVID-19 Adaptive Platform Trial

)

9.2 1-Report on the strategic vision and deployment of the European MIPH Approved
COVID-19 Adaptive Platform Trials

0.3 Strategic plan for partnership with stakeholders, also including other MNIPH Approved
relevant initiatives and clinical trials beyond the EU

.4 2-Reports on the coordinated development and operational ECRIMN Approved
management of the European COVID-19 Adaptive Platform Trial

9.5 2-Report on the strategic vision and deployment of the European MIPH Approved
COVID-19 Adaptive Platform Trials

.6 Report on tools, methodologies and sustainability model for Adaptive ECRIM Approved

Platform Trial design and management, including blueprint for the
creation and management of Adaptive Platform Trials in other disease
areas beyond COVID-19

II-__

Composition and terms of references of the TCB NIPH Acheived
15 Composition and terms of references of the JAAM ECRIN Acheived
16 Meetings of the platform development strategy board NIPH Acheived
17 OCToPUs webpage activated ECRIN Acheived
18 Adaptive Platform Trial methodology workshop ECRIN Acheived
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