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I MOLECULAR DX: EXISTING LANDSCAPE
LABORATORY BASED TESTS:

g m

Sample Extracted

COGS

Instruments
required

Intended use &
settings

0.5to 3 USD

Extraction unit and thermocycler (mostly)
Integrated large system existing

Confirmatory test for large centralized
testing units and hospitals
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POC MOLECULAR DIAGNOSTICS (MDx)

COGS

Instruments
required

Intended use &
settings

L1,

aar

B

2 USD to ~ 50 USD

Single instruments and cartridge (mostly)
Instruments free solutions exists

Screening test or fast confirmatory test for
decentralized units down to primary centers




I USER SETTINGS AND HEALTHCARE LEVEL

_ Level 0 (LO) - Community Level 1 (L1) - Primary Care Level 2 (L2) — District Hospital Lab

User setting

Lab
infrastructure

Model 1:
Samples to L2

Model 2:
Patients to L2

Model 3:
Screen & Confirm

Model 4:
MDX POC-based

* Community outreach

Home testing

No mains power

No water

No lab equipment

No temperature control

* Primary care facility

* No mains power (unreliable)

* Minimal lab equipment (may not support
cold chain)

* BSL-1 containment

N
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RDT Screening

High performance

Screening

RDT Screening

High performance

screening / confirmatory

. Singleplex / low-plex

‘—
Isothermal

Mid-range to high sensitivity

Near-patient laboratory
Referral hospital laboratory

Mains power (may be intermittent)
Basic lab equipment (biosafety cabinet,
centrifuge, calibrated pipets, fridge)
BSL-2/1 containment

Confirmatory NAT

Confirmatory NAT

Confirmatory NAT

Confirmatory NAT

Multiplex
PCR
High sensitivity
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>2 weeks delays,
sample spoilage,
loss-to-follow-up

no-shows, loss-
to-follow-up

Inaccurate
screening, loss-
to-follow-up
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I POINT OF CARE MOLECULAR DIAGNOSTICS: A STRONG PIPELINE

Near POC pipeline: A A
«  >90 novel platforms with competitive characteristics to a .‘ :::*::_ HOSPITAL
""""" Cepheid. Strong multi-pathogen potentials o I HHHE /LAB
- FIND invested in 2 platforms e 07 N
0"\
0“
. . LX)/
True POC pipeline: MAR PRIMARY s
]
«  >30 platforms. Mostly based on isothermal CARE (Y
e amplification. Cost below 5 USD has been reached. 3 .
Growing market penetration. “'
\J
FIND invested in 2 platforms . "0
.
o &
‘.
@
Instrument free POC pipeline: ‘,’
[
«  >10 platforms in development, 3 in the market. Cost for 0 H /\
test is still high and commercialization limited to US .o ﬁ AT HOM E/
« FIND is initiating an investment plan e COMMUNITY




POINT OF CARE MOLECULAR DIAGNOSTICS: OPTIONS ARE FIND»»

AVAILABLE FOR LMICS

_________ ¥ Near POC pipeline:

m True POC pipeline:

fl Instrument free POC
pipeline:
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What are the key questions to answer that support product market

entry ? |
Diagnostic Product Lifecycle

Access
Assay Policy
Development Manufacturing Development Procurement Distribution
. . Who are the payers, What is/are the point Is access to the test
g\re alssi)rls aware of Li;?f;ftg Y'z,?hlce g: dgrljzlt)iil;‘;fglonal buyers and users? of sale or use for adequately
evelop . Justry . test? How does the decentralized and
the dx gaps and setting up a mfg policies enable full :
. e test reach there? democratized?
need? line? utilisation of the Are briorit
s the return on the potential of the P ¢ y
R&D investment Where to test? segments
manufacture? identified? Incoterms: where Are there any non-
adequate to and how are traditional, non-donor
Market incentivize players? Manual, semi- How are ownership and risk supported channels
automated or procurement transferred? available?
For a novel automated? decisions made?
diagnostic concept,
is the investment COGS optimisation — What are the What is the mark-up
case clear to donors  fixed and variable enablers, barriers? from EXW to DDP?
and/or lenders? . .
Pricing decision
Supply planning Demand planning

Ensure availability of easy to use, quality and affordable diagnostics for patients in all healthcare settings through
successful and sustainable commercialization



What are the main barriers that may impact the adoption of the platform? What FIND »>

can FIND and other partners do to overcome these barriers?

Relevance of the

Particularly strong resource constraints barrier in the country
1
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Brazil DRC Ethiopia Kenya Nigeria India Indonesia i?rl;(t:: Thailand Vietham

Dependence on
alignment with
government agenda

Need for upfront
investment/funding
(Capex)

Need for
reimbursement and
(Opex)

of consumables
across providers

Integration in overall
programs

Capability constraints

Long approval
timelines
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Where and how should the product be rolled out?
L2 setting is the most accessible entry point. In some countries, it
may make more sense to start with the private sector
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1.

Healthcare level setting

L3

Limited need for POC PCR. Already have
advanced MDx platforms, with higher
throughput

Ideal shorter-term setting as there is the
infrastructure needed to conduct the tests, and
enough capacity to cover most of the areas by
working with a hub and spoke model

High impact setting, but low feasibility
setting. However, infrastructure (incl.

Private vs. Public

B Public M Private

L2 network!

Conclusion

Brazil

70K

L2, private, potentially incl. pharmacies

DRC

390

L2, public, urban areas

Ethiopia

390

L2, private, urban areas

HHNE

Kenya

266

L2, public

Nigeria

L2, public, potentially in mobile surveillance too

L2, public, partner up with ICMR and potentially

N . India 83K )
capacity) is poor, and most countries already with a local manufacturer
L1 work with rapid tests in L1 settings (serology), : :
as they are cheaper, faster, and easier to BN | Jonesia L2 and possibly L1, public. 1-day approval for
conduct. If there is a severe case, they refer to COVID-19 equipment
L2s, where a more sensitive test can be used — L2 public. with potential expansion to
P= South Africa 5K » PUDIIC, WITh P P
pharmacies
Settings as pharmacies can be highly effective
Others in UMICs (e.g., Brazil, South Africa) =' Thailand 1K L2, private (little donor funding)
Mobile surveillance units can also be an
opportunity specially during the COVID-19 . )

Approximate numbers

Z Z Z Z
E!! > EE > > >

100%
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