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= Title and Acronym:

Building a European strategic REsearch and innovation AREA
in Direct sinergY with other eu-international initiatives for
Pandemic Preparedness (BE READY)

= TOPIC: "HORIZON-HLTH-2021-DISEASE-04-06: Building a
European partnership for pandemic preparedness”

= Budget: 2 Million Euros
» |nstrument: Coordination and Support Action (CSA)
= 25 Partners from 15 European and Associated countries

= General coordination by ANRS | Maladies infectieuses
emeérgentes
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https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-hlth-2021-disease-04-06%3BcallCode%3Dnull%3BfreeTextSearchKeyword%3Dpandemic%3BmatchWholeText%3Dtrue%3BtypeCodes%3D1%2C0%3BstatusCodes%3D31094501%2C31094502%2C31094503%3BprogrammePeriod%3Dnull%3BprogramCcm2Id%3Dnull%3BprogramDivisionCode%3Dnull%3BfocusAreaCode%3Dnull%3Bdestination%3Dnull%3Bmission%3Dnull%3BgeographicalZonesCode%3Dnull%3BprogrammeDivisionProspect%3Dnull%3BstartDateLte%3Dnull%3BstartDateGte%3Dnull%3BcrossCuttingPriorityCode%3Dnull%3BcpvCode%3Dnull%3BperformanceOfDelivery%3Dnull%3BsortQuery%3DsortStatus%3BorderBy%3Dasc%3BonlyTenders%3Dfalse%3BtopicListKey%3DtopicSearchTablePageState
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-hlth-2021-disease-04-06%3BcallCode%3Dnull%3BfreeTextSearchKeyword%3Dpandemic%3BmatchWholeText%3Dtrue%3BtypeCodes%3D1%2C0%3BstatusCodes%3D31094501%2C31094502%2C31094503%3BprogrammePeriod%3Dnull%3BprogramCcm2Id%3Dnull%3BprogramDivisionCode%3Dnull%3BfocusAreaCode%3Dnull%3Bdestination%3Dnull%3Bmission%3Dnull%3BgeographicalZonesCode%3Dnull%3BprogrammeDivisionProspect%3Dnull%3BstartDateLte%3Dnull%3BstartDateGte%3Dnull%3BcrossCuttingPriorityCode%3Dnull%3BcpvCode%3Dnull%3BperformanceOfDelivery%3Dnull%3BsortQuery%3DsortStatus%3BorderBy%3Dasc%3BonlyTenders%3Dfalse%3BtopicListKey%3DtopicSearchTablePageState

®BE
READY CONTEXT

The COVID-19 pandemic illustrated how unilateral research initiatives may lead to a

fragmented research landscape, with substantial room for efficiency gains in the ~
development of the highly needed evidence to guide policy actions when facing an

emergency.

The European partnership for pandemic preparedness is working to improve the EU’s
preparedness to predict and respond to emerging infectious health threats by better
coordinating funding for research and innovation at EU, national (and regional)
level towards common objectives and an agreed Strategic Research and
Innovation Agenda.

The Partnership is expected to continue to build on existing pandemic preparedness
networks and research infrastructures, and work in synergy with the Health
Emergency Preparedness and Response Authority (HERA).
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1. ENGAGE with all prospective partners of the expected future Partnership to support
alignment on its scope, common objectives, governance and ways of
working/operationalisation;

2. ELABORATE an innovative and visionary Strategic Research and Innovation
Agenda for pandemic preparedness ensuring a cross-cutting, interdisciplinary
One Health approach

3. CONSOLIDATE the future European Partnership on Pandemic Preparedness
4. ENSURE complementarities, coordination and collaboration with the future HERA

5. INVOLVE relevant stakeholders and initiatives in the area of pandemic preparedness,
ensuring collaboration and coordination, and avoiding duplication; e.g. GloPID-R,
WHO R&D blueprint, ACT-Accelerator, G7/G20 Health WGs, etc.

6. RAISE awareness of the importance of increased pandemic preparedness both
outside and during epidemic/pandemic episodes
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WORK PACKAGE STRUCTURE
Bilar 4 - Buildir_"lg «WP1 Managementand Secretariat
the Parmerbhlp *WP2 Development of Draft Proposal
*WP3 Research and Health
llar 2 - S
Fiar2 - SEIA *\WPF4 Health (&Bio.)Tech R&l e e e
+«WP5 Cooperation with HERA = e e |
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Filar 3 - Synergies
and Engagement

+«WPE Synergies and ELU-Int. alignment

WP7T Dissemination, Exploitation and Comm.




®BE APPROACH TOWARDS THE DEVELOPMENT
READY OF THE SRIA

O It has to be a guideline for research on preparedness

O The main articulation is around:
* Prepare and understand
* Prevent and anticipate
 Respond and control

U 2 timeframes:

« Basic science and applied research in between epidemics:
prepare a response to future crises, and to analyse the
determining factors of the development and spread of emerging

events.
« Response during the acute crisis phase ;
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READY PREPAREDNESS

® BE DRAFT SRIA ON PANDEMIC

V. RESEARCH AND INNOVATION PRIORITIES AND ACTION

Identified through lessons learned and a gap analysis

PRIORITY 1:

PRIORITY 2:

PRIORITY 3:

PRIORITY 4:

PRIORITY 5:
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ACCELERATE KNOWLEDGE IN A COORDINATED AND
INTEGRATIVE MANNER

BOOST HEALTH INNOVATION OR EARLY DEVELOPMENT OF
INNOVATION POSSIBLY UP TO HUMAN PROOF OF PRINCIPLE

PREPARE FOR THE MANAGEMENT OF RESEARCH DURING A
CRISIS

REINFORCE INFRASTRUCTURES AND NETWORKS

TRAIN, EDUCATE AND COMMUNICATE ON EMERGING
INFECTIOUS DISEASES
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READY PREPAREDNESS

V. RESEARCH AND INNOVATION PRIORITIES AND ACTION
Focus on clinical trial issues

PRIORITY 4:

PRIORITY 5:
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PRIORITY 1:

PRIORITY 2:

PRIORITY 3:

ACCELERATE KNOWLEDGE IN A COORDINATED AND
INTEGRATIVE MANNER

BOOST HEALTH INNOVATION OR EARLY DEVELOPMENT OF
INNOVATION POSSIBLY UP TO HUMAN PROOF OF PRINCIPLE

PREPARE FOR THE MANAGEMENT OF RESEARCH DURING A
CRISIS

REINFORCE INFRASTRUCTURES AND NETWORKS

TRAIN, EDUCATE AND COMMUNICATE ON EMERGING
INFECTIOUS DISEASES
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READY PREPAREDNESS

V. RESEARCH AND INNOVATION PRIORITIES AND ACTIONS

3 - Prepare for the
management of
research during crisis

1 - Accelerate knowledge in a coordinated and 2 — Boost health innovation

integrated manner

Experimental
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4 — Reinforce infrastructure, platforms and networks

= Scientific N ™ ldentification O Pharmacokine f._lo Production of |/~ Phase 2 PO Phase 3 clinical Launching
EI review of EI design, testing EI of preliminary tics and g 2 pilot under clinicaltrials trials for risk and
= knowledge |= hypothesis = candidate(s), = pharmacodyn||j= GMP, begin of | ||= for preliminary|ji— Penefit marketing of
base and data preclinical amicsof phase 1 evidence, assessmentand the new
collection studiesfor candidate clinicaltrialsin|| collection of n;epaDratm" of pharmaceutic
proof of drug a small safety, toxicity|ll p:'" c::i% N al product
concept formulations number of and (NDA) for and post-
under GLP; humansand immunogenicit submissionto marketing
begin of GMP submission of y data, the regulatory surveillance
product Investigational submission of authority
development New Drug updated IND (EMA/FDA)
(IND) application

5 — Train, educate and communicate and EID

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

6/8/2023
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READY PREPAREDNESS

V. RESEARCH AND INNOVATION PRIORITIES AND ACTIONS

Priority 3: Prepare for the management of research during a crisis

1 Develop standard protocols and procedures easily
adaptable at the time of a crisis

O Participate in the development of harmonized & central
regulatory and ethical approval procedures

 Participate in the development of flexible framework
(can be adapted to an evolving understanding about a
disease for which there is poor pre-existing knowledge)

O Participate in the development of standardized EU-
endorsed contracttemplates
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READY PREPAREDNESS

V. RESEARCH AND INNOVATION PRIORITIES AND ACTIONS

Priority 4: Reinforce infrastructure, platforms and networks

O Cohorts and clinical platforms can be consideredin
these categories

O For an efficientresponse at the time of a crisis, they
have to be created and maintained operational during
peaceful time:

O First through national funds in the frame of clinical trials
O With participation to EU/Int clinical trials
O With integration to EU/Int networks

O Over time through support from the partnership on
preparedness

Funded by
- the European Union 6/8/2023 1 1

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




C"@®BE
READY

AGENDA

Start CSA y >

l

- \ mm Mid 2023

- \ - 2024-2025

sFirst draft « Strategic R&|

partnership proposal e Partnership proposal agenda finalised and e Adoption of the work
submitted for review finalised and published adopted including programme including
e Start developing «Draft Strategic R&I consultation process the calls related to the
Strategic R&l Agenda agenda presented partnership

s han Mid 2024

B e
tri iy o
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Hervé Raoul, Deputy Director of the ANRS|Emerging Infectious Disease,
Coordinator of the CSA Be Ready
herve.raoul@inserm.fr

Laurent Jaboeuf, Project manager, CSA Be Ready
laurent.jaboeuf@inserm.fr
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THANKS FOR YOUR ATTENTION
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