EU ®BE ecraid . 7‘ (.) e an g
=\, READY nnnnnnnnn

Outbreak Response Mechanism:

what did and what did not work in the PREPARE and
RECOVER projects?



PREPARE Outbreak Response Mechanism and Modes,
tested in three Table-Top exercises
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Overview of the PREPARE Outbreak Response Mode activation during disease outbreaks.
The COVID-19 pandemic led to the activation of the highest Outbreak Response Mode (Mode 3)

and the funding of RECOVER
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Decision making process in PREPARE and response to SARS-CoV-2 outbreak
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Cumulative time (minimum) from trigger to PREPARE decision

©

EC objects
to GA
decision
within 48
hours

Food Chain Safety

trigger l Commission, DG RTD or PREPARE partner) in relation

Trigger: E-mail EDP on

> 3 . Friday 17.1 at 14:37 Hrs
PREPARE Coordinator is contacted (by European

to possible response to a specific ID Outbreak.
Meeting planned by HG of

PREPARE Coordinator convenes / ITS_C/REMAP'CAP and OMC by
Outbreak Mode Committee (OMC) meeting to perform  18:53 Hrs on the same day
an assessment of the appropriate outbreak mode.

OMC advice
Meeting of ITSC/REMAP-CAP at
10:00 AM CET (SW,CG,SM,HG,LD)
and OMC (PH,MK,MdJ,HG +LD,NG)
PREPARE Coordinator convenes Extraordinary at 19:00 CET on Sunday 19.1.
GA conform article 6.2.2.9 of the CA to vote on Outcome: Mode 1; Draft Response

the decision as advised by the OMC.\ trigger and Response assessment
A Decisi document; draft Press Release
GA Decision (approved by GA on 20.1 by 10:00

Hrs)

PREPARE Coordinator informs HG organized meeting with EC on Monday 20.1,
European Commission, V at 16:00 Hrs CET (AvH,EDP,SS,HG,MK).
RTD of the GA decision.

> BRERPARE Mode Press Release announcing
Mode 1 on Tuesday 21 Janua
0 y21 January
No response from EC
within 48 hours/ EC

agrees with GA decision Press Release announcing Mode 2 on 7.2
(decision: 6.2) and Mode 3 on 6.3 (decision: 3.3)




Summary

* The PREPARE outbreak research modes constitute an important mechanism to coordinate
the clinical research activities and ensure a timely response. It worked!

* However, these modes did not take sufficiently into account the inherent characteristics and
limitations of the European and global clinical research ecosystem.

* The multiplication of clinical studies at national level, coupled with the lack of research
prioritization strategies increased the competition for sites and has been detrimental to the
rapid implementation of European clinical studies.

* Fundamental issues inherent to the clinical research ecosystem resurfaced during the
pandemic (clinical research not sufficiently embedded in practice; public health and clinical
research are siloed).

* Criteria of public funding of clinical research not sufficiently aligned with the concept of
preparedness; this requires an understanding of publicly funding of clinical trials at the level
of the Member States (Belgian EU Presidency).
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Multi-step approach for developing an Outbreak
Funding Mechanism (OFM)

July 2023 Oct 2023 March 2024 14-15 May 2024 By end 2024

[ ] | | | |
Outbreak Response Mechanism
(ORM) and Outbreak Funding

Mechanism (OFM) should be
linked in this final step

*EU-FUTURE-ID database : EUropean FUnders of clinical studies, Trials and Urgent REsearch for Infectious Disease outbreaks
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Questions
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Question of the plenary session on funding
mechanism(s)

* Question1

Do you have suggestions on how to coordinate effectively and timely at the
European level the funding of multinational clinical studies and trials durlng
infectious disease outbreaks? What factors influence your preference(s)?

* Question 2

Which key elements should be considered and integrated in your organisation
(and in your procedures) to facilitate at the European level the timely
coordination of funding multinational clinical studies and trials during
infectious disease outbreaks ?

* Question3

Which approaches do you propose for coordinating the monitoring and
evaluation of clinical studies & trials being funded through a coordinated
funding mechanism during infectious disease outbreaks? What are the main
challenges?
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