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Our Vision

A world where diagnostics, medicines and vaccines are available to prevent and
respond to epidemics across the world

Our Mission

We aim to achieve our vision by coordinating and accelerating global research work to:
Target diseases that threaten humanity

Develop diagnostics, medicines and vaccines faster

Respond to outbreaks, integrate research in the response, preventing epidemics
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What did we have on Sep 20, 20227 ‘

A WHO R&D roadmap for filoviruses - AFIRM

5 candidate vaccines, 2 of them with Phase 1 data, and an addifional one later
Vaccine developers committed to speed up availability of GMP doses

MOH Uganda and Makerere University poised to prepare rapidly for the trial

A draft protocol to evaluate candidate vaccines

Global partners ready to provide prompt financial support

An independent WHO Working Group for vaccine prioritization

A WHO legal framework and WHO insurance and liability arrangements

An open global scientific forum to discuss research priorities

cf;‘\\'; World Health 125, R&DBlueprint
1 l.f ot Powaring researc)

{a Hea
Y™ Organization



Teretn
T2/0T/T
Te/8IT
T2/
Tewit
Teren
0z/1e/cT
0c/6c/eT
0z/Lz/eT
0¢/Se/et
oc/eeret
0c/1e/et
0¢/61/2T

0Z/LT/2T
epuebn Ul 9ALLIE BUIDJRA 81BPIPURD ASAJ S8S0d 3 ozt

epuebn Ul 8ALLIE SUIDJBA 31epIpued TXOPVYD JO S8esoq =  0ZETZT
02/TT/eT
> epuebn Ul 8ALIIR 8UIDJBA 81BPIPURD E£PVD JO S8SO(Q m———> 02/6/2T
0z/LIZT
02/S/2T
oz/ereT
02/T/2T
0z2/62/TT
02/L2/TT
epuebn ul pue OHM Aq pa1ejdwos ssado.d [enoidde j0o0104d = 0C/SC/TT
0z/€2/TT
02/TZ/TT
0zZ/6T/TT
02Z/LT/TT
[ewy 8y ul saudoeA Buipsebal uonepuswwodal SaNSSI DA UONEZNUOUA OHMN  m—— 02/ST/TT
0zZ/ET/TT
0Z/TT/TT
02/6/TT
0z/LITT
02/S/TT
0z/E/TT
0Z/T/TT
02/0€/0T
uoleynsuod JiuaIds ply l 02/82/0T
Z BUIJJBA 10J Blep Smalnal O CO_HQN_«_‘_O_\_Q OHM — s 02/92/0T
S et
02/22/0T
02/02/0T
02/8T/0T
02/9T/0T
0Z/vT/0T
02/2T/0T
02/0T/0T
02/8/0T
uone)NSUOD JNUBIOS PIE sy 02/9/0T
02/v/0T
02/2/0T
02/0€/6
02/82/6
02/92/6
0z/vel6
0z/22/6
02/02/6
02/81/6
02/9T/6
0z/vT/6
02/21/6
02/0T/6
0z/8/6
02/9/6
0z/vI6
0z/z/6
0z/TE/8
0¢/62/8
0z/.2/8
0z/Sz/8
0z/ez/8
0z/12/8
0z/6T/8
0zZ/LT/8
02/ST/8
0zZ/ET/8
02/TT/8
" 02/6/8

JSAO S1>{e3.IN0 UONRIROE0 ey

pa19|dWoD SIaYDIBaSAI PIBlY 00Z JO BUIUIEI} dOS PUE (D9 e

€ BUIDJBA 10} BIBP SMBIASI DA\ UOHRZIHOUD OHM m—m—m—

79 days

T DUIDJBA 10} BIep SMaIABI DN uonezioud OHM

|

l‘II

Apeal [000104d ApniS

|
I

191SIUIN Ag pareuBisap |d pue wea) yoieasay
U0} NSUOD IIUBIIS PUZ s

SSauIpeal Sasop areniul S1adojaASp ‘UOIBYNSUO0D IST >
> Meaiqino syl Jo uoneseoaq.

Confirmed cases of SUVD and key vaccine trial milestones
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A global collaborative effort accelerated many key actions 6
0 Outbreak declared

1 Open scientific consultation process initiated/ Preparation of GMP doses initiated
3 Ugandan Pl and team initiate preparations for the trial, with support fromm WHO ftrial RCT experts
13 Protocol and SOPs ready and submission for approval initiated
23 Vaccine prioritization data submission initiated and review process started
51 Trial team trained on GCP and on protocol SOPs - 200 field researchers; DSMC and TSC established
66 Protocol approval process completed at WHO and in Uganda
68 Onset of last SUDV confirmed case
74 Contributors met and confirmed their pledges to collaborate and support the trial

79 First candidate vaccine doses arrive in Uganda. The remaining two arrived withing days
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A global collaborative effort accelerated many actions
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= |Coldchain and logistics set up
s
B GCP & SOPs training
Research team ready to start
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£ Study protocol & SOPs ready
&
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Candidate vaccines: doses ready to use for trial or deployment*

Doses in 2023 cAd3
In Uganda 1,096
With developer/ Nearly
manufacturer 10,000
Several

Additional doses thousands

* Preliminary estimates subject to changes

cAdOx1

2,000
70,000

Several hundred
thousands

VSV

2,200

Nearly
95,000

Several
thousands

¥
A LR : :
&E#Y Organization

s

”f.'i;_-b‘“\“ﬁ World Health

; :';-;f:: R&DBlueprint



What if we address key vaccine research milestones before the next outbreak?

14 days
— v Enhanced surveillance and earlier lab confirmation
v More data to support decisions on: Prioritization,
Regulatory, Deployment Future policy
v’ Trial ready platform - Protocol and conditional
approvals available, logistics, national research
teams trained on protocol & SOPs

14

Doses of candidate vaccine available and trial starts

§ &
12 2% 32 v’ Data available for WHO prioritization expert group
. 8 338 ¢ v’ Doses of candidate vaccine(s) in vials
s & 03582,
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= Sefgias Since 2016, during Zaire EVD outbreaks, ring
6 g% 52%§ vaccination — under approved protocol & with ICF -
2Es388 was initiated within a few days of an outbreak being
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Days since outbreak declaration
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Our challenge is not to prepare to respond to pandemics. Our challenge is to timely detect and respond to outbreaks
(with research integrated in response) thus avoiding they expand to become a PHEIC or pandemic.



Preparing for the inevitable 1

Current priority pathogens to guide our collective efforts

Generic MERS CoV/ | Nipa and other | Rift Valley
methodology Marburg  |Lassa Fever Pathogen X | COVID-19 |Monkeypox | ebolavirus
R&D Roadmap
TPP vaccines
TPP therapeutics
TPP diagnostics
Regulatory pathways

Vaccine trial design

Therapeutics trial design

Decision tree for trial design

Trial simulator

Innovative analysis approach

Good Participatory Practice
guidelines and tools
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Preparing for the inevitable and faster N

We need advanced sfraiegic investments

[X> Ready to go trial platforms and protocols in countries af risk

[X> Doses of GMP candidate vaccines in vials available (& funded)

[X> More data on candidate vaccines to support decisions & prioritization
(safety, immunogenicity, other)

[X> Anticipatory regulatory and ethics pre-approvals, to inform trial designs,
expanded use and/or deployment of vaccines, and import and export processes

[X> Flexible funding to be able to initiate trials promptly without inappropriate
deliberations on scientific issues by donors or recipients

[X> Additional strategic investment in candidate development and evaluation
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Previously agreed prioritization of candidate
vaccines

Previously agreed trial platforms and simple
protocols

Funded investigational vaccines already in
internationally transferable vials

Previously agreed WHO insurance providing
appropriate liability and compensation framework

Previously agreed funding

12

Rapid start of studies

Integrated into initial

outbreak responses
Future deployment if
efficacious
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Thank youl! :

The Ministry of Health in Uganda and the Ugandan researchers: Prof B Kirenga at
Makerere University’s Lung Institute and Prof Pontiano Kaleebu at MRC Uganda whom with supported from
WHO researchers, adjusted the protocols, trained about 200 researchers, set up the equipment needed and
the processes for the the trial in record time.

The candidate vaccines developers and funders of cAd3 (Sabin Vaccine Institute and the
US BARDA and NIH), cAdOx1 (Univ of Oxford, Jenner Institute, the UK GOV and the Serum Institute of
India) and rVSV SUVD (IAVI, MSD and US BARDA and NIH) produced, tested and put into vials in record
time (79 days!) sufficient doses of the candidate vaccines for the trial and beyond. This is faster than what
was achieved during the COVID pandemic.

Several global partners including: Government of Canada, CEPI, European Union HERA and
WHO allocated funds to facilitate the trial implementation. Others: Gavi, UNICEF, UKHSA, WT offered
support

Scientists contributing to the expert committees: WHO prioritization Committee, the Trial
Steering Group and the DSMC and the hundreds of experts who supported all the research efforts.

The WHO colleagues in Uganda, the African Regional Office and Geneva.
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“We have demonstrated that we can do it much faster, much quicker,
with the country at the center, with ethics, with all issues being properly
dealt with.

We can go fast without cutting any corners.

And we can do that even faster if we invest in the sort of the
countermeasures platforms that we need for the pathogens that we've

identified as being important”.
Mike Ryan
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