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Multi-faceted approach by ACT-A Dx working groups
has contributed to declining prices of dx tools

R&D Investments

- Encouraging and guiding rapid Price of Diagnostic Tools Over Time (USD)
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Dx Consortium supported
procurement of over 80M
tests to datel...

Diagnostics Consortium for COVID has
supported access to 80M diagnostic
products across 175 countries and 6 regions
to date

Globally, 36M molecular tests procured to

date, with an additional demand of 2M reported..

...44.5M Ag RDT tests procured to date, with
an additional 20.5M of demand reported

#GlobalGoalUnite
1 Source: Diagnostics Consortium for COVID data as 15 June 2021
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--opportunity to increase
volumes with additional
support

Ag RDT and PCR Procurement by Agency
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Source: Diagnostics Consortium for COVID data as 15 June 2021
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Despite significant progress, LMICs still
equity gap remains testing at a
fraction of HICs

Daily tests/ 100k population by country income group?

- High Low Lower middle = Upper middle Daily teStSI 100k
population?

~x3 to x77 lower depending
600 on income group

427

LICs, LMICs, UMICs
(excl. China)

Mar May Ju Sep Nov 2021 Mar May

1. Due to data inconsistencies, we show a moving 7-day average.
2. Most recent rolling 7-day averages per 100,000 population. Source: FIND test tracker (as of 16 June 2021)
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Efforts to
understand
and support

member
states
needs
expanded

#GlobalGoalUnite

Forums to understand needs and enable knowledge sharing and
training:

«  WHO Public Health Labs knowledge sharing webinars

« Country and regional roundtables

« Regional workshops for digital tools

WHO EUL and novel international standards:

* Ag RDTs and PoC NAT prioritized for WHO EUL

*  WHO facilitated procedure introduced for streamlining in-country
authorization/registration

* Development of 1t international standards for antigen tests

Practical support for capability building:

* Training & TA efforts

* Revised Essential Supplies Forecasting Tool to enable planning

* Prioritized efforts to enhance genomic surveillance and sequencing
capabilities

«  WHO External Quality Assessment: 3,300 panels distributed to 1809
laboratories from 101 countries

Guidance and evidence generation to support decision-making:
* Refreshed policy guidance for Ag RDTs
» Operational guidance and country checklist for RDTs

Expanded access to resources:

« Catalytic procurement to 175 countries

« Expanded access to funding through ACT-A fundraising efforts,
including Global Fund’s C-19RM
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Regional forums to understand country needs
and enable knowledge sharing

ﬁff?:-’.‘-"l RN . Share individual countries experiences, lessons learnt and best practices

) WHO Public Health _ ' periences P

N2 Labs knowledge * Provide an additional forum to disseminate the latest WHO guidance
World Health

Organization sharing webinar series

¢ C’M « Share relevant updates of what support ACT-A is offering to countries and
N [EIND:»ﬁ ACT-A Dx Country & how to access support
wﬂrld HEEI|lh Iilgr]{}'ﬁl‘.i L] | .
Organization Regional Roundtables . provide a listening forum for ACT-A to get feedback/input from countries
('J é:';ég‘“" on support needed, questions, challenges they are facing
i ."'r T - . . . . q 00
iﬁﬁ ACT-A Regional - Suppoﬁ c.ountrlles in the selection, |mplement_at|on, and scale up of fjlgltal
World Health WOI'kShOpS on tools within their CQVID-19 response by sharing knowledge and guiding
Organization L. development of an implementation plan.
FIND»> Digital Tools _ _ _
Diagnosi for all Matchmaking * Provide a forum for countries to share best practices, challenges, and

support needed for digital tools uptake and implementation.
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WHO EUL pipeline for IVDs (&) Srganizadion

Test types

Total Nucleic acid Antibodies Antigen

>200 (split not available)
¢ 145 64 21 40
71 17 28 26
@ 28 23 1 4

EULnotaccepted g
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WHO’s Essential Supplies Forecasting Tool,
version 4 (ESFT v4) can support country
procurement planning & needs

. Thg WHO COVID-19 Essential Supplies Forecasting Tool (ESFT) ';‘“““B*‘“‘Tmfgggﬂmm
assists governments, partners, and other stakeholders to forecast e e . AR

the necessary volume of:
» personal protective equipment,
+ diagnostic equipment,
» consumable medical supplies,
* biomedical equipment for case management,
» essential drugs for supportive care and treatment of COVID-

19.
» The tool provides the user with a choice among several
epidemiological methods for forecasting COVID-19 cases. Sous e
« Version 4 offers several updates, including: — e — — B -
« inclusion of a new pharmaceutical's module including = e i
corticosteroids and anticoagulants, e ||
* inclusion of antigen rapid diagnostic tests, S — P
+ and a new case forecasting option using data from Imperial — = —— T ——
College e e === -
+ A separate dashboard updated bi-weekly sharing aggregate forecast e iy
of the potential global demand over a 12-week period T = [
—— e
#GlobalGoalUnite Pre—rme = = = 7
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To meet the challenge of new variants, ACT-A
Dx is prioritizing sequencing and surveillance

Country / regional objectives

» Sequencing and bioinformatics capacity
strengthening

—
may, The

" ROCKEFELLER
::; FOUNDATION

» Leveraging NGS capacity map to identify
gaps; tailor interventions in priority
countries

Global objectives

 Availability of integrated bioinformatics;
data systems and tools

Launched in April 2021, the ACT-A
Dx Genomic Surveillance working
group is co-led by the WHO and the

Rockefeller Foundation and f
ocketeller Foundation and focused « R&D/ innovation for rapid and automated

data analysis and sharing

on improving genomic surveillance to
better control this pandemic and
future major events. management interventions

» Market shaping and supply chain

#GlobalGoalUnite 8



Our current understanding of global capacity

SARS-CoV-2 Sequencing Capacity ‘§ World Health
data as of 24 February 2021 .7 Organization

“/# Couniry has uploaded 5ARS-CoV-2 sequence data to GISAID -—i
Mo identifiad in country capaocity 1
5ARS-CoV-2 sequencing capocity in country at 1 to 3 fadilities

B 5ARS-CoV-2 sequencing capacity in country at mere than 3 facilities
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1 Werld Health Orgariration 2021, Al rights tesaresd i ol f i fraadiars or begroerme DoMed and doshed’ bres on mopd reprecdf
opproximode bordler fines for which fere moy nod ped be full ogresmenr.

World Healt TEALTE
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Updates in progress from WHO on technical and operational
guidance on Ag RDTs

. . . . Diagnostic testing ®

Interim guidance: Antigen-detection for SARS-CoV-2 infection

in the diagnosis of SARS-CoV-2 " —

infection using rapid immunoassays ° s -

WHO (currently under revision) i 3 " T4
SARS-CoV-2 Antigen Rapid Detection e Emem SR Use of antigen-detection

= = " " - - Faiboruae suiiagl o el —— d = t~ t t-

Rapid Diagnostic Testing - Training e o i R can
Package 3 S— NEE
WHO-FIND y Uy B T

o B . .
SARS-CoV-2 antigen-detecting rapid st || P
diagnostic tests: an implementation

guide, including readiness checklist
WHO/FIND
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(as of June 16)

C19RM Status of Awards Submissions and Pipeline

17% or US$550 million of C19RM 2021 funding is awarded to 27 countries and 1 multicountry for a portfolio average
of 8.3% of HTM allocation.

US $134 million was awarded for 2 Full Funding requests (1 is pending board approval before its confirmed).

Q US $416 million was awarded via Fast-track Funding Requests.

\r@ In addition, 20% or US$643 million is submitted or under review for potential C19RM 2021 funding (US$103 million under
Fast-track; US$159 million Base and US$381 million Above Base under Full Funding Request).

In addition, for Window 3 we have just received 24 funding requests for US$325 million Base and US$530 million Above
Base. This means that over US$1.5 billion is currently in the pipeline.

/ [ |Base

[l Above Base

C19RM Fund Utilization projection $1,207 $3,255 \

$550 $98 $5 T

H -

Already awarded Fast-track Fast-track Full Funding Full Funding Full Funding Balance to Total available
\ (under review) (screening) Request Request Request (W3  available funds funds /
(under review) (received) submissions)

All values in the charts are in US$ million and rounded 1111



C19RM Award by Health Products

Health product investments are more equally balanced across the key Health Products

Over 50% of awards to date are expected to come via Wambo.

(as of June 16)

-~

C19RM Awards by type

~

Total
* All values in the charts are in US$ million and rounded

02 28% $46
$62
—$25 1
15
$550
DX 24%
|—-—| -
$49 $84
| |
DX RDT DX PCR PPE 02 TX other Total PSM

Other /
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US$1 BILLION FUNDED FOR DX PILLAR SO FAR, BRINGING THE
FUNDING GAP TO USS$ 8.7 BILLION FOR 2021

ACT-A Dx contributors as of 20 April 2021

Netherlands 0.6%
COVID-19 Solidarity Response Fund 1.0%
Saudi Arabia 1.0%
Switzerland 1.1%
Unitaid (core resources) 1.5% \
Canada 1.5%
Norway 2.2%

United Kingdom 2.9%

Australia 0.5%
Kuwait 0.5%

Republic of Korea 0.1%
EPortugal 0.0%
Malta 0.0%

Diagnostics Consortium 47.3%

UssS 1

The Global Fund 18.3%

Diagnostics I Pending allocation

ACT-A Dx funding gap for 2021 as of 20 April 2021

Including $2.7b of the new
USG commitment of US$ 3.5
billion to the Global Fund —
The precise composition of
grants under C19RM 2021 will
be determined by recipient
countries and reported once
funding requests are
approved

To be confirmed

[ ] [ ]
billion
ACT-A
budget as of
Germany 21.4% September
2020

¢y TheGlobal Fund UNITE~FIGHT

Cost Contributions  Funding gap  Contributions ~ ACT-A Dx
adjustments to ACT-A as of by Pillar as pending Funding gap
as of 4 20 April 2021 of 20 April allocation as of 20 April
March 2021 (excl.
contributions
yet to be
13

allocated)
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Appendix: EUL facilitated
procedure and IS for Ag
RDTs
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WHO EUL facilitated procedure &) ogmuton

New risk-based approach mechanism for WHO EUL in vitro diagnostics similar to the WHO Collaborative
Registration Procedure (CRP) - i.e., Participants, sameness of product and confidentiality of information

Aim: to provide a convenient means for NRAs wishing to enhance listing/authorization of IVDs by taking
advantage of WHO EUL assessment outcome

L

Differences with CRP:

€

Information to be shared with the NRAs; under the EUL-FP the dossier and QMS
(desk review) assessment reports are shared

Timelines are shortened i.e., 5 days instead of 30 days for sharing reports and 15
days of regulatory decision instead of 90 days

Scope of products: limited to SARS-CoV2 IVDs

Roll out from 15 June 2021: Information to the Regional Advisors was shared on 31 May 2021 for wider

dissemination to key stakeholders, webinar for manufacturers was conducted on 1 June and webinar for NRAs is
planned on 15 June 2021.

https://www.who.int/teams/requlation-prequalification/requlation-and-safety/facilitated-product-introduction



https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction

=be, \World Health

Developing 1st international standards for &) organization
SARS-CoV-2 Antigen Tests

« More than 200 SARS-CoV-2 Ag tests commercially available or in development'.

Background

* More than 100 regulatory approved SARS-CoV-2 Ag tests worldwide

* Comparative evaluation of SARS-CoV-2 antigen tests

« Evaluation of analytical sensitivity (determining LOD in |U)
Intended use of the

IS

- Calibration of secondary references for SARS-CoV-2 antigen
« Other regulatory and QA activities (post-market surveillance, EQA)

* Proposal endorsed by ECBS in Dec 2020
* Sourcing and characterizing materials during Jan-Apr 2021

» Feasibility study evaluating different SARS-CoV-2 antigen preparations as
Project timelines potential candidates: Apr-dJun 2021

* Interim working standard available (via NIBSC catalogue): July/Aug 2021
» Main collaborative study to evaluate candidate IS in Q4 2021
* Final report submitted to ECBS in Q4 2021 for establishment of the IS

1 Source: FIND SARS-CoV-2 Diagnostic Pipeline: https://www.finddx.org/covid-19/pipeline



https://www.finddx.org/covid-19/pipeline/

Appendix: ACT-A Dx Pillar
priorities for 2021
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ACT-A Dx refreshed priorities and goals for
2021

Dx Pillar Priorities Objectives & deliverables (Jan 2021)

Procure and deploy 900 M tests, including molecular tests, AQRDTs, and expansion
of sequencing capabilities

Secure equitable
access to tests

Deploy novel products, generate operational research, and support testing
Stimulate rapid & strategies

effective country Strengthen testing infrastructure and sequencing capacity

uPtake Build capabilities and provide technical assistance and training for healthcare and
community workers

Support market entry, product registration, and EUL process

Drive development Develop 2 rapid, $1 tests for professional and self-testing, including expanded use
and at-scale settings
availability of Develop multi-pathogen platforms and sequencing solutions to detect novel

affordable, digitally- variants
integrated tests Develop non-proprietary test reader app and interoperability solution

Establish buyers’ consortium and distribution network
#GlobalGoalUnite 19
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