Funded by

ISIDORe has received funding from the European Union’s Horizon Europe research and

innovation programme under grant agreement number 101046133.

the European Union

NFECTIOUS DISEASE OUTBREAK

NTEGRATED SERVICES FOR
RESEARCH

ISIDORe

ISID,O Re




-
.....
________
A L
.....
.......
-----
-

-
-----
- [
--------------
---------
----------
'''''''''
...........
''''''''
------
-
.........
-----------
rrrrr

A EEEETEA LR LA Y

ISID.otRe -, EERRTIERE

AT e TR

.
-
------------
-----
------
'''''''
""""""""""
...........
-------------------
.......
-------
----------
.........
l“l-‘:‘. -------------
' L -
-----------
'''''''''
..............
lllll

INTRODUCTION TO
ISIDORe

Audrey RICHARD
Director of Operations of ERINHA

This project has received funding from the European Union under Grant Agreement #101046133



|$|Dv<l> Re

"

THE COVID-19 PANDEMIC WAS EXPECTED

A WORLD
AT RISK

ual report o gl balprep aredness
f h alth emergen

World Health
Organization
September 2019

Global Preparedness Monitoring Board

Preparing |
for the worst:

a rapidly spreading, lethal respiratory pathogen pandemic

//{Q;g\\ High-impact respiratory pathogens, such as an especially deadly

“The most probable naturally occurring [global catastrophic biological risk]-level
threat that humans face is from a respiratory-borne RNA virus, and so this class
of microbes should be a preparedness priority.”

Dr Amesh Adalja, 2018

BN PROGRESS, CHALLENGES, ACTIONS: PREPARING FOR THE WORST
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THE COVID-19 PANDEMIC WAS EXPECTED

Infectious disease events during the twenty-first century:

e 2002-2004 SARS (Severe Acute Respiratory Syndrome) outbreak

« 2009 swine flu pandemic

« 2012 MERS outbreak

« 2013-2016 Western African Ebola virus epidemic
« 2015-2016 Zika virus epidemic
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COVID-19: WHAT WENT WRONG?

* Insufficient preparedness and response systems and capabilities
for disease outbreaks to deal with a pandemic

* Insufficient R&D investment and planning for:

* Vaccine development and manufacture

° Broad-spectrum antivirals

* Targeted therapeutics (including monoclonal antibodies)
* Appropriate public health measures

* Sharing sequences

* Sharing limited medical countermeasures(MCM) across countries.
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HEALTH MANAGEMENT IN THE EU

Landscape of health-related EU agencies:

« ECDC: communicable diseases threats

Other-health-threats

« EMA: scientific evaluation, supervision and safety monitoring of
medicines in the EU

MCMs other 4 lici
g | kpiling-distributi : "
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THE FUTURE OF HEALTH
MANAGEMENT IN THE EU

@ § —_— The European

ec Health Emergency
B *x X x ARTEETEIEES S

NNNNNNNNNN * * -
*x HEALTH* Response Authority

* *
* 4 %

e Other health threats ¥
* Procurement, development,
production of MCMs M
« MCMSs other than medicines M
AU  Procurement, stockpiling, distribution
T A T R of capacities M

O
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INCREASING PREPAREDNESS IN EUROPE

The European
Health Emergency

Preparedness and
Response Authority

GOAL: Strengthen Europe’s ability to PREVENT, DETECT, and RESPOND rapidly to
health emergencies

HOW: Ensure the development, manufacturing, procurement, and equitable distribution
of key medical countermeasures
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WHAT IS
ISIDORe? ISIDORE SUPPORTS SCIENTISTS AND THEIR RESEARCH ON

EPIDEMIC- AND PANDEMIC-PRONE PATHOGENS THROUGH
THE PROVISION OF RI SERVICES.

DURATION 3 Years

€21 million (European

FUNDING . .
Commission)

SERVICES 300+

PARTNERS 153

COUNTRIES 32
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ISIDORe’S COORDINATOR: ERINHA
nha

European Research Infrastructure
on Highly Pathogenic Agents
3

ERINHA — created in 2017 - is a
non-profit international
organization with currently 10
Members throughout Europe

It iIs a Rl dedicated to the study of
highly pathogenic
microorganisms

| N.Cyprus
R loS-, <
oty Cyprusg
‘
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t‘:Tf\:é‘%ated with paintmaps.com

Maliz



ISID\'/(I) Re

./‘\T

ISIDORe’S COORDINATOR: ERINHA

* Priority pathogens:

Lassa virus

Crimean-Congo HF
SARS-CoV-2
Bacteria

Unknown pathogens

ERINHA’S MISSIONS

* Increasing the understanding of diseases caused by highly pathogenic agents

* Preclinical development & assessment of medical countermeasures

Ebola & Marburg viruses n ha
Nipah & Hendra viruses

European Research Infrastructure
on Highly Pathogenic Agents




ISIDORe EXPERTISE

CORE CONSORTIUM PARTNER

MAIN FIELD OF EXPERTISE

ERINHA

Preclinical research on highly pathogenic agents

EVA represented by AMU

Viral reference materials

VetBioNet represented by INRAE

Veterinary bio-contained research

INFRAVEC represented by IP

Insect vector biology & vector control

TRANSVAC represented by EVI

Vaccine development

BBMRI-ERIC

Biobanking of clinical samples

ECRIN-ERIC

Clinical trials & regulatory expertise

EATRIS-ERIC

Translational medicine

INSTRUCT-ERIC

Structural biology

EURO-BIOIMAGING-ERIC

Biological and Biomedical Imaging technologies

EU-OPENSCREEN-ERIC

Medicinal chemistry, therapeutics development

INFRAFRONTIER GmbH

Mouse disease models

EMBRC-ERIC

Applied marine biology & ecology research

ELIXIR represented by EMBL

Biological data

MIRRI represented by UMinho

Reference materials

SONAR-GLOBAL represented by IP

Social sciences

EMERGEN represented by ANRS

Epidemio-surveillance
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THE ISIDORe PROJECT

OBJECTIVES & MODES OF ACTION

% Contributing to fighting the rise of the SARS-CoV-2 variants

= CHALLENGE-DRIVEN APPROACH

Research response: development or adaptation of countermeasures, evidence-based public health
decision-making, etc.

NEW CHALLENGE SINCE LAUNCH: MPXV

% Contributing to Europe’s readiness to any epidemic-prone pathogen
= PREPAREDNESS-DRIVEN APPROACH
Supporting research projects in the field of infectious diseases in “peaceful times”

Non SARS-CoV-2 respiratory viruses : ]
RG4 pathogens Pri mary focus:
Arboviruses

Arbovirus USER NEEDS
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THE ISIDORe PROJECT

SCOPE OF THE ACTION

** Pandemic preparedness & response, including One Health approach & social sciences

*%* Provision of Rl services to scientific communities through transnational access

X Alignment with the priorities of: HERA, EC (DG RTD), ECDC, WHO, CEPI, EMA,
EFPIA, WOAH (former OIE), FAO, GLOPID-R

% Data management: use of global standards & common data platforms

¥ Cooperation with “FAIR and open data sharing in support to European preparedness for
COVID-19 and other infectious diseases” => BY-COVID PROJECT




Surveillance o000

Phenotypic and target-based small molecule HTS and antibody discovery
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‘2 - —»( Diagnostic development |—
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ONTROL
ISIDORe CONCEPT
CREASED

Offer capacities to cover the R&D pathway to: PAREDNESS

OUTBREAK

« Support the response to an epidemic crisis and/or

Increase our preparedness to epidemic-prone pathogens

<
] o
= Social Sciences
02000 [ EMERGENCE OF
VARIANTS OR
OF NEW PATHOGENS

bl Development of critical tools, methods and reagents
(viral isolates, molecular clones, protein/RNA reagents, ex vivo and in vivo models)

A4

ISIDORe SCIENTIFIC CONCEPT

® WP 07 Reference materials ® WP 10 Diagnostics & Therapeutics discovery services ® WP 14 Access to in vivo models

@ WP 08 Clinical samples & biobanking ® WP 11 Access to state-of-the-art ex vivo models WP 15 Regulatory & clinical services

® WP 09 Structural Biology, Imaging & Analytical services @® WP 12 Immunomonitoring services @® WP 16 Epidemiology & social sciences services
® WP 13 Vaccine-specific services
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THE TRANSNATIONAL ACCESS MODEL

USUAL FUNDING MODEL TNA FUNDING MODEL

CALL FOR PROPOSALS CALL FOR PROPOSALS

Funding provided to
Research Infrastructure

(RI)

Funding provided

directly to Pl/consortium

RI provides free of
charge access to services
for researchers

Pl/consortium
conducts research
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ISIDORe MODE OF OPERATION

ISIDORe Instructs
Strategic ISIDORe
Advisory Board
Designs and
launches
App|y pply ISIDORe
messm) CALLS FOR PROPOSALS PARTNER

FACILITIES

l Implemented byI
cvaliste  APPLICATIONS wessssp SELECTED PROJECTS
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SUPPORT YOUR RESEARCH
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ISIDORe SCIENTIFIC STRATEGY

CALLS FOR PROPOSALS

“* 2 CALLS CURRENTLY OPEN

®* SARS-CoV-2 (Open as long as funding remains) — 21 topics
* MPXV (Deadline: 05 August — 23:59 CEST) — 18 topics

=>RAPID RESEARCH RESPONSE CALLS

¢ FUTURE CALLS IN FALL 2022

= PREPAREDNESS CALLS




ISIDORe’S STRATEGIC

[ ]

ISIDORe
SCIENTIFIC
STRATEGY

ADVISORY BOARD
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ENTITY EXPERTISE

EC DG R&l (observer) Research and Innovation action
WHO (observer)

HERA Public health-dedicated agencies

ECDC

EMA Medicinal products

CEPI Infectious diseases, responsiveness and

GloPID-R preparedness

OlE Integrating ISIDORe’s activities to the One
FAO Health approach

EEPIA Assessing the nee;ds of the pharmaceutical

industry
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ISIDORe SCIENTIFIC STRATEGY

SIX SCIENTIFIC SECTIONS

*¢* SURVEILLANCE & EPIDEMIC RISK MANAGEMENT

** UNDERSTANDING PATHOGEN/DISEASE: NATURAL HISTORY
** DIAGNOSTICS

** THERAPEUTICS
** VACCINES

¢ EPIDEMIOLOGY & SOCIAL SCIENCES
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SURVEILLANCE & EPIDEMIC RISK MANAGEMENT

SC1.1: Understanding pandemic emergence, including research into drivers of viral evolution in human and
animal populations

SC1.2: Novel surveillance and monitoring strategies

SC1.3: Optimising responses to prevent or mitigate pandemics

SC1.4: Development or validation of methods to predict antigenic drift based on genetic characterization
SC1.5: *ONE HEALTH?* Potential or established SARS-CoV-2 animal reservoirs

UNDERSTANDING SARS-COV-2 & COVID-19

SC2.1: Understanding SARS-CoV-2 variants of concern and infection: characterization of newly detected
variants of concern

SC2.2: Understanding the mechanisms determining the mild or severe outcome of SARS-CoV-2 and
variants of concern infection

SC2.3: Understanding disease susceptibility in the context of co-infection

SC2.4: Understanding disease susceptibility via the study of biological samples and data from SARS-CoV-2
patients

DIAGNOSTICS

SC3.1: Development of low-cost, reliable diagnostic tools applicable to human population screening and
based on viral infection and/or variant discrimination and/or serological response determination

SC3.2: *ONE HEALTH* Development of low-cost, reliable diagnostic tools applicable to animal screening
and based on viral infection and/or variant discrimination and/or serological response determination
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THERAPEUTICS

SC4.1: SARS-CoV-2 prevention & therapeutic tools: Screening — Chemical optimisation — In vitro and in vivo
evaluation

SC4.2: *CLINICAL* New intervention arm for a therapeutic trial: repurposing or innovative products for
primary care, hospitalised or intensive care unit patients.

VACCINES

SC5.1: Variant-proof and cross-protective SARS-CoV-2 vaccines / pan-coronavirus vaccines / pan-
sarbecovirus vaccines

SCb5.2: Investigating vaccination strategies towards the induction of local tissue-specific immunity and/or
tissue-resident memory immune cells against SARS-CoV-2 and variants of concern

SC5.3: Investigating the impact of repeated boosters, including but not necessarily limited to the impact on
“original antigenic sin” of multiple vaccinations and/or infection with specific SARS-CoV-2 variants

SC5.4: Pathophysiology of Adverse Drug Reactions after vaccination

SC5.5: Alternative immunisation routes and associated vaccine-induced immunity

SC5.6: *CLINICAL* New intervention arm for vaccine trial

SOCIAL SCIENCES & EPIDEMIOLOGY

SC6.1: Understanding the behavioural and social drivers of SARS-CoV-2 vaccine and therapeutics uptake
SC6.2: Understanding community groups, structures and needs for development of inclusive, appropriate
and tailored interventions
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SURVEILLANCE & EPIDEMIC RISK MANAGEMENT

MPX1.1: *ONE HEALTH* Understanding animal-to-human transmission and animal reservoirs: Potential
MPXV animal reservoirs: vulnerability of European rodents and other mammalian species to MPXV;
identification of the reservoir(s) in endemic countries, etc.

MPX1.2: The presence and persistence of MPXV in different bodily fluids

MPX1.3: Infection prevention & control, including viral survival on surfaces, susceptibility to disinfectants,
relevance of wastewater monitoring, etc.

MPXV NATURAL HISTORY

MPX2.1: Deciphering host-pathogen interactions

MPX2.2: Investigating MPXV-induced immune responses

MPX2.3: Studying the virulence of MPXYV, including the role of mutations
MPX2.4: Comparing MPXV clades

DIAGNOSTICS

MPX3.1: The development/optimisation of diagnostic tools and quick responses in human populations,
MPX3.2: *ONE HEALTH* Specific & IgM serological assays for human or animal populations
MPX3.3: *ONE HEALTH* Molecular assays for human or animal populations
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THERAPEUTICS

NO PRIORITY TOPIC

VACCINES

MPX5.1: Vaccine efficacy (pre & post-exposure) and investigating vaccine-induced immunity
MPX5.2: The cross-protection induced by vaccines showing efficacy against POXV and its duration

MPX5.3ldentification of biomarkers of protection

SOCIAL SCIENCES & EPIDEMIOLOGY

MPX6.1: Investigate lay (non-specialist) concepts of MPX and risk among specific social groups, as well as
social stigma associated with illness from MPXV

MPX6.2: Understanding the behavioral and social drivers of POXV vaccine and therapeutics uptake
MPX6.3: Understanding community groups, structures and needs for development of inclusive, appropriate
and tailored interventions

MPX6.4: Improved approaches to communicate and engage communities in affected areas

MPX6.5: Social dimensions of containment and response in evolving current situation.
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ISIDORe FUTURE ACTIONS

FOCUS OF FUTURE CALLS FOR PROPOSALS (FALL 2022)

¢ Risk Group 4 pathogens

¢ Respiratory pathogens with pandemic potential (other than SARS-CoV-2)
“* Arboviruses

¢ Other pathogens with pandemic potential (Disease X, etc.)
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ISIDORe FUTURE ACTIONS

Key actions by disease

R&D Blueprint and Ebola/Marburg
R&D Blueprint and Lassa Fever
R&D Blueprint and MERS-CoV
R&D Blueprint and Nipah Virus

R&D Blueprint and Zika

R&D Blueprint and COVID-19

R&D Blueprint and the Pandemic Response
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ISIDORe FUTURE ACTIONS
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WHO Africa Countries Ghana News

Search n

Ghana reports first-ever suspected cases of Marburg virus disease

07 July 2022

Accra — Ghana has announced the preliminary finding of two cases of Marburg virus disease and if confirmed these would the first such
infections recorded in the country. Marburg is a highly infectious viral haemorrhagic fever in the same family as the more well-known Ebola virus
disease.

Preliminary analysis of samples taken from two patients by the country’s Noguchi Memorial Institute for Medical Research indicated the cases
were positive for Marburg. However, per the standard procedure, the samples have been sent to the Institut Pasteur in Senegal, a World Health
Organization (WHO) Collaborating Centre for confirmation. The two patients from the southern Ashanti region — both deceased and unrelated -
showed symptoms including diarrhoea, fever, nausea and vomiting. They had been taken to a district hospital in Ashanti region.

Preparations for a possible outbreak response are being set up swiftly as further investigations are underway.

“The health authorities are on the ground investigating the situation and preparing for a possible outbreak response. We are working closely with
the country to ramp up detection, track contacts, be ready to control the spread of the virus,” said Dr Francis Kasolo, World Health Organization
(WHO) Representative in Ghana.

Click image to enlarge

For Additional Information or to Request
Interviews, Please contact:

Meenalkchi Dalal
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