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help to conirol them

Ana Maria Henao-Restrepo MD MSc
Lead WHO R&D Blueprint for Epidemics
WHO Health Emergencies Department

7Y World Health ‘4% R&DBlueprint
\_ 37 ‘1# Organization @ Powering research
“g— ? o prevant ep0 mi



The Constitution of WHO states
that one of WHO'’s key roles is to
promote, conduct, and
coordinate research in the field
of health.

In May 2015, the 68th World Health %
Assembly welcomed the development g

of an R&D Blueprint for Epidemics,
in consultation with Member States and relevant
stakeholders, for accelerating research and
development (R&D) in epidemics or health
emergency situations where there are no, or
insufficient, preventive and therapeutic medical
countermeasures.
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Today, we stand at a crossroads in
shaping global resilience, preparedness,
and response strategies for the next major
epidemic or pandemic.

It is critical that we assimilate the lessons
learned from the pandemic and harness
the wealth of research knowledge,
platforms and collaborative frameworks
forged during the COVID-19 crisis to help
protect the world from future threats.
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Coordinating and accelerating global
research must promote universal values

Regarding a collaborative effort to ensure access to MCMs,
some have emphasized the importance of SpEEd and

sometimes COSt in responding o future pandemics.

It is equally important to take a broader view that recognizes
the primary importance of q ud I |ty, eq U |ty in
availability, and tru St iIn the products safety and efficacy.
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Sometimes
dreams become
reality...

News of Ebola vaccine reaches
a rural village in Liberia in 2015

Local photographer Alphanso Appleton #thankyouscience
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https://twitter.com/hashtag/thankyouscience?src=hashtag_click

In 2014-16, an unprecedented and collaborative WHO-led effort built
on a number of candidate Ebola vaccines that could enter clinical trials

A series of international consultations and activities were led by WHO as a contribution to the
unprecedented global efforts to develop and assess an Ebola vaccine.
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POTENTIAL EBOLA THERAPIES AND VACCINES
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Panel discussion on ethical
considerations for use of
unregistered interventions for
Ebola virus disease

Summary of the panel discussion
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WHO consulted widely and immediately fostered interactions

With the international scientific, ethics, regulatory, vaccine development, public health partners, industry,
and funders' communities. WHO participated in consortia to facilitate Ebola vaccine assessments.
WHO also fostered key activities to ensure the optimal policy and deployment of Ebola vaccines.
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Ebola vaccines R&D

Current Opinion in Virology
Volume 17, April 2016, Pages 138-144

On a path to accelerate access to

Ebola vaccines: The WHO's 3
research and development _ “
efforts during the 2014-2016 s
Ebola epidemic in West Africa

Ana Maria Henao-Restrepo !, Marie-Pierre Preziosi *, David Wood ?, . 20

Vasee Moorthy |, Marie Paule Kieny * =,
the WHO Ebola Research, Development Team
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A novel trial design with the country

In the driving seat and 26 global
institutions collaborating

Efficacy and effectiveness of an rVSV-vectored vaccine 2@ ®
expressing Ebola surface glycoprotein: interim results from
the Guinea rmg vaccination cluster-randomised trial

ros-Rrstrvpo, b M Longs, Masshan [gom, Ne svan, W john [ dmundh, Anfon Camacho, Milirs W Camoll, Blumia Dosniia
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ZEBOV- RCT ZEBOV - Expanded Access
VEBCON & Ca Suffit  Guinea, Sierra Leone, DRC
Guinea 2014-2016 2016 - 2020
Day 1 Da
yl
Aug 2014
PHEIC declared Outbreak declared
Day 7 - 15
Expanded Access
DAY 40 Vaccination starts
Oct 2014

VEBCON P1 Starts

DAY 150
Jan 2015
VEBCON results

Day 210
March 2015
Ca suffit P3 Starts

DAY 330
July 2015

Day 1
Outbreak declared

Day 79

Dec 2022

1st vaccine doses
arrived

AIM

RCT or Expanded Access

NEXT OUTBREAK

Day 1
Outbreak declared
Day 7 - 15

RCT or Expanded Access

Vaccination starts

Ca suffif results

Day 365 |
Aug 2015 I
Non randomized
Deployment starts

Since 2016 all
STUDIES STARTED
PROMPTLY

Previously agreed prioritization of
candidate vaccines

Phasel (and 2 data)

Funded investigational vaccines
already in vials (internationally
transferable)

Previously established trial
platforms

Previously agreed simple protocol
Previously agreed:

LEGAL collaboration,

Insurance and

Liability frameworks

Previously agreed funding
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Expanded Access with rVSV ZEBOV GP  »

(unlicensed doses), for outbreaks reported between 2016 - 2022

12 evp (Zaire) outbreaks and 3,721 EVD confirmed cases reported

over 350,000 people at risk vaccinated

(contacts and contacts of contacts) including >100,000 HCWs/FLWs

Informed consent for all and individual data collection from 250,000

{78, World Health
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COVID-19 Research and Innovation Global Research and Innovation
Powering the world's pandemic response = now and In the future for Health Emergencies

February 2022 Building the world’s resilience against
future outbreaks and pandemics
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A COORDINATED GLOBAL
RESEARCH ROADMAP:

MARCH 2020

COVID-19 RESEARCH AND
INNOVATION ACHIEVEMENTS

disease X epidemic.
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New sirategic components steering future =
global research agenda

(@)L4ss  HealthTopicsv  Countriesv  Newsroomv  Emergenciesv  Datav  AboutWHOv
y D ‘ &l _’a e :ﬂ
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L \A J \1 & & 7
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Countries begin negotiations on il &
global agreement to prOtec.t WHO to identify pathogens that
world from future pandemic could cause future outbreaks
emergencies and pandemics
3 March 2023 | News release | Geneva [Reading time: 2 min (464 words) Madia Fantarte 2\ Nveies 2002 | Nt reese. | Geneia feaing A wor) Media Contacts
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Core activities of the WHO R&D Blueprint for Epidemics toward a robust

and coordinated global research response to emerging disease threats

o R&D Roadmaps and Target Product

Viral and Bacterial famillies prioritization

Profiles (TPPs) for each prioritized viral

and bacterial family
evaluation.

pandemics

Pipeline monitoring and prioritization for
Research in the context of outbreaks and

Promotion of building capacities to conduct

clinical trials and research in accordance

with international standards.

Figure 1 shows progress on the delivery of key activities within the R&D Blueprint up to
May 2023

Pathogen  [Remimes

Vacclnes

Therapeutlcs

Diagnostics

uuuuuu
mmmmm
uuuuuu

nnnnnn
uuuuu

avwiible | consumassns | hespautics

.........
...................

conunations

cccccc
mmmmmm

nnnnnnnnn

..........
nnnnnnnnnnnnnnn

......

uuuuuuu
---------

nnnnnn
innovation.

covip-19

MERS-CaV

Lassa faver

Ebola ZEBOV

Ebola SUDY

Marburg

n-Congo
fa haql c fever

Rift Valley fever

Chikungunya

Pathogen X

{’ % World Health
,_, Organization

HEALTH

EMERGENCIES

programme

iR R&DBlueprmt
- F -. P
“‘l" tl'.il:lrl""l'l""\ e

res
14 l."'I:l .'.|I"'|"'|ll: 5




Global collaborative research approach to prevent

Vaccines and

therapeutics Epidemiology

Research in the
interepidemic
period

Human-animal- . I_-lealth
environment intelligence and

interface surveillance

Virus natural
history,
transmission and
diagnostics

Tackling
infodemics

and tackle outbreaks, e

Vaccines and
therapeutics

Clinical
management

Research

integrate

the outbreak
response

Public health and

Good Community-
participatory centred readiness
practice (GPP-EP) and response

Enabling research

social measures
(PHSM)

Regulatory
science

Infection
prevention and
control (IPC)

Biological
standardization
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Many countries across the globe participated in WHO-coordinated research activities between,
May 22 and May 2023. Activities have been diverse and include a range of countries that took part
in large global clinical trials to test vaccines and treatments for COVID-19.

Activities and outputs
of the global research 7 75 T
community to prevent

(estimate)

and combat _outbreaks T N

and pandemlcs ganerated canferences, meetings
and tralning sesslons
held

Delivered between May
2022 and May 2023 and

coordinated by the WHO
R&D Blueprint

estimal tE
The number of WHO [

publications, raviews and
assets produced

The number of global
sclentists, researchers and
pollcy, engagement and
ragulatory experts that have
participated in the events
outlined above

B Countries that participated in research activities, coordinated by WHO, to prevent or combat outbreaks
and pandemics between May 2022 and May 2023
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N / J!{:‘\ .o . f Research undertaken before an epidemic is critical
- . i 7‘ < . - with one key focus being the global prioritization,
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Research in the

interepidemic
period

Vital vaccines and therapeutics research in the interepidemic period

Human-animal-environment interface
Epidemiology
Health emergency intelligence and surveillance
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herapeutics researct
in the interepidemic
period

Building protection and readiness in
preparation for outbreaks

Norld Health
rganization

Health emergency
intelligence and sur

an-animal-
Mvironment
iterface

The interaction of humans, animals and
thie environment in a changing world

.'ﬁlmiolog, g

Producing key evidence and standardizing
protocols to underpin the world’s readiness
and response to dangerous pathogens

Introduction

The epidemiology research area has focused on two key initatives in this period: arborne risk
indoor assessment (ARIA) and the WHO Unity Studies.

Follows are the objectives, achievements and future priorities for these pivotal initiatives.

EMERGENCIES
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During a disease outbreak, different plans and strategies
across all the research areas are rapidly enacted.

A core focus of this phase is delivering major clinical
trials of promising vaccines and treatments quickly
and robustly.

Research integrated
in the outbreak
response

Vital vaccines and therapeutics research in the outbreak response 48
Clinical management 54
Infection prevention and control (IPC) 58

Public health and social measures (PHSM)

Y World Health
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therapeutlcs research

inthe outbreak
response

At the heart of the global response against

deadly outbreaks

L World Health
7 Organization

scale health emergencies

Clinical management l

Optimizing clinical management of :
COVID-19 patients and clinical care in large- 1 4

(PHSM)
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The delivery of effective medical countermeasures
and wider policies to combat a disease outbreak is
underpinned by a wide range of research areas. They
all coordinate and work together enabling the global
research effort before and during an outbreak.

i : “ .

Enabling research

Regulatory science 70
Biological standar o] 74
Ethics 78
Community-centred readiness and response 82
Tackling infodemics 86
WHO Initiative on Trust and Pandemic Preparedness 90

Good participatory practice (GPP-EP)
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public health response: workmg togethet

to ac.celerate equitable access tovital Helping increase access to life-saving | Prioritizing pivotal ethics work before
medical products vaccines, treatments and diagnostics and during pandemics and outbreaks
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WHO Initiative on
Trust and Pandemic
Preparedness

| o Building onthe
trials of new or

, global research
, oo response to the
| Promoting a resilient and healfhier pathogens (GPP-EP) an demic to combat

information environment e < s ' i Evidence-driven community engagement
o) LT ' N in clinical trials

the next one
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Global Research and Innovation
for Health Emergencies

On behalf of thousands of colleagues e e e
across the three levels of WHO, we
would like to thank the over 50,000
researchers and Ministries of Health
officials who have joined our efforts; the
funders who have facilitated critical
research; and the thousands of
volunteers who have generously
contributed to the studies worldwide.
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The current challenges of Research and innovation
is a problem that can be solved.

Let’s solve it together.




