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About the Report

This report was developed to
identify innovative financing
solutions for late-stage research
and development (R&D) and
commercialisation of infectious
disease interventions in South
and Southeast Asia.
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Executive Summary

South and Southeast Asia still shoulder some of the world’'s heaviest burdens of chol-
era, dengue, leptospirosis, meningococcal meningitis and typhoid. Dozens of promising
vaccines, therapeutics and diagnostics are already in—or approaching—Phase Il trials, yet
most will not reach patients unless late-stage financing and delivery barriers are overcome.
This report is intended as a convening tool: it maps those barriers, matches them to the
right innovative-finance instruments, and identifies where governments, philanthropies,
MDBs, manufacturers, and global health agencies must act together to fund the region’s
most promising interventions.

Where the Pipeline Stalls

Product Stage Principal Bottleneck Consequence

Phase lll trials High cost + weak demand signals l;andldates stall before
icensure
Fragmented or duplicative regulatory

Licensure / WHO-PQ pathways; limited technical assistance

Delays, added costs

Up-front procurement and

Commercialisation X ) .
manufacturing scale-up financing

Stock-outs, slow uptake

Finance Tools That Unlock Each Stage

Market Failure Best-Fit Mechanism (late-stage focus)

Demand uncertaint Regional / global Advance Market Commitments (AMCs) or
y ASEAN “single-price volume” deals

Fragmented purchasing power Pooled procurement funds anchored by MDB credit

Blended-finance vehicles and PPPs for plants & scale-up

High capital expenditure working capital

Product-Development Partnerships (PDPs) for diagnostics &

Low ROI / thin markets :
therapeutics

Innovation hubs & tech-transfer facilities co-financed by

Limited local capacity donors + governments

Innovative Financing for Infectious Diseases in South and Southeast Asia



Executive Summary

Collaboration at a Glance

Stakeholder Late-Stage Actions (preview)

Finance trial sites & biomanufacturing; harmonise regulation; join pooled
Governments procurement; offer tax incentives. Determine the national-level priorities for new
or improved health products (e.g. essential diagnostics, therapeutics, vaccines).

Supply catalytic “first-loss” grants; fund TA networks & outcome-based

Philanthropies subsidies.

Blend concessional loans with grants; backstop pooled procurement; issue

MDBs health-impact bonds.

Manufacturers Co-design AMCs; adopt voluntary licensing & tiered pricing; launch regional
& Investors corporate-venture funds.

WHO / Regional Expand PQ assistance; update R&D road-maps with SEA priorities; convene
bodies pooled NTD funds.

How to Use This Report

1. Common Language: The tables above We invite ministries of health and fi-
provide a shared framework for matching nance, development banks, philan-
each late-stage barrier to a viable financing thropic funders, manufacturers and
solution. implementing partners to use these

findings as a starting point for joint

2. Pipeline Priorities: Disease-specific sec- deal-making and platform design—
tions rank the highest-impact Phase Il can- closing the late-stage funding gap and
didates needing capital now. ensuring lifesaving tools reach commu-

nities across South and Southeast Asia.
3. Collaboration Blueprint: Recommenda-

tions spell out who should fund what—and
how co-investment can be structured—to
move products from Phase Ill through li-
censure and scaled introduction.

Innovative Financing for Infectious Diseases in South and Southeast Asia



Introduction

Late-stage research and
development (R&D) for
infectious diseases (IDs) in South
Asia (SA) and Southeast Asia
(SEA) faces a critical financing
gap as promising interventions
move from lab to market.

Traditional funding is often insufficient to car-
ry vaccines, drugs, or diagnostics through ex-
pensive Phase lll trials and commercialisation,
especially for diseases prevalent in low-income
settings with limited market returns. Private
sector investment in neglected diseases re-
mains minimal, underscoring the need for in-
novative financing.

This study specifically focuses on late-stage
R&D (defined as Phase lll), examining IDs where
promising interventions are in development but
have not yet reached commercial viability. It is
intended to inform stakeholders, including so-
cial investors and philanthropies, on effective
approaches to mobilising resources for late-
stage R&D and commercialisation of ID inter-
ventions, specifically in SA and SEA regions.

The objective is to identify diseases with a high
burden in SA and SEA, where sustainable fi-
nancing models could drive impactful solutions
- both in reducing public health risks and allevi-
ating economic burden.

Innovative Financing for Infectious Diseases in South and Southeast Asia 6



Methodology

This white paper utilises a combination of qualitative and
quantitative research, including desk research and stakeholder
interviews.

Prior to drafting the white paper, AVPN and Access Partnership led development of a summary
report that identified priority IDs with potential commercial return as well as the existing finan-
cial models applicable to late-stage R&D. The initial draft of the summary report was validated
by a multi-stakeholder expert committee, whose inputs were incorporated into the final report.

The five IDs identified in the summary report are: cholera, dengue, leptospirosis, meningo-
coccal meningitis, and typhoid. These were selected based on the following criteria:

* R&D Investments: The level of financial and scientific commitment dedicated to develop-
ing new interventions, including vaccines, therapeutics, and diagnostics.

* Regional Burden: The disease’s impact on morbidity, mortality, and overall public health,
particularly in regions where it presents a
significant challenge. v

* Existing Interventions: The availability
and effectiveness of current treatments,
vaccines, or preventive measures, as well as
gaps that new innovations could address.

* Research Needs: Areas where scientific
advancements are required to accelerate
intervention development, improve clini-
cal outcomes, or enhance disease control.

* Existence of a Global Action Plan:
Whether there is an internationally recog-
nised strategy, such as WHO roadmaps or
other coordinated efforts, to address the

disease.

Innovative Financing for Infectious Diseases in South and Southeast Asia



Methodology

This white paper builds on the initial findings
of the summary report.” It begins by outlining
the barriers and enablers of late-stage R&D
and examines where it can provide greater
impact. Subsequently, the report maps the
ID R&D ecosystem. Utilising the World Health
Organization’s (WHO) health products pipeline

database and Impact Global Health's infec-
tious disease R&D tracker, it then provides a

map of drug approval pathways and relevant
financing mechanisms. It concludes with an
assessment of financing models best suited to
the region’s needs and recommendations to
strengthen the late-stage R&D ecosystem.

In addition to desk research, drafting of the
white paper was complemented by three phas-
es of expert stakeholder interviews. ID experts
provided their input on interventions in the
late-stage R&D pipeline for which innovative

financing mechanisms have the most potential
for positive public health impact in SA and SEA.
Innovative financing experts validated the financing models and provided their input on the
suitability of each model in the context of ID late-stage R&D. Impact investors and philanthrop-
ic funders as well as multilateral development banks (MDBs) and development finance insti-
tutes (DFls) provided their input on where socially motivated enterprises are best positioned to
support financing efforts. Finally, the draft white paper was validated by an expert committee.

In 2021, the Southeast Asia Region incurred 68.5 million DALYs" from infectious and parasitic
diseases - making it the 2" highest region for infectious disease burden after Africa. Infectious
diseases alone account for 8% of DALYs in the region; when accounting for respiratory condi-
tions including COVID-19, this number jumps to 25% of DALYs.

“DALYs: Disability-Adjusted Life Years

Innovative Financing for Infectious Diseases in South and Southeast Asia 8
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Methodology

R&D (in M

2023 USD)?

113
Dengue
O,
<

/@ 52

Typhoid

43
Cholera
Q@@

4.9

Meningococcal
Meningitis

GiA.

Leptospirosis

Global
Burden (2019)3

36,000 deaths
and 2.4M DALY

14.3M cases,
135,900
deaths, and
9.8M DALYs
per year (2017)

1.2-4 million
cases, 21,000-
143,000
deaths, and 6.8
million DALYs
per year (2019)

1.2M deaths
and 65M DALYs
(incl bacterial
pneumonia)

TM cases,
58,900 deaths,
and 2.9M
DALYs per year
(2015)

Regional
Burden

In 2021,

the age-
standardised
DALY rate
was highest in
SEA, at 147.04
per 100,000
population.*

894,075
reported cases
in SEAin 2023.°

The WHO
reported
approximately
20,000+ new
cases in SEAIn
2024.11,403
of those cases
were in India
and 8,051 were
in Myanmar.®

55,500 deaths
in SA and
18,200 deaths
in SEA (all-age
meningitis
counts in
2019)7

Annual
morbidity
high in South
Asia and SEA,
such as India
(19.7 cases
per 100,000
population)®

Existing
Interventions

Vaccines,
diagnostics,
surveillance,
and disease
monitoring
tools

Vaccines,
antibiotics

Vaccines, oral
rehydration
solutions,
anti-diarrhoeal
medications, IV
fluids

Vaccines and
antibiotics

Vaccines
for animals,
antibiotics

Improved
vaccine
efficacy;
development
of direct-acting
antivirals;
vector control;
early detection
and treatment

Enhance
disease
surveillance
and prevention
(e.g., genomic
sequencing
for AMR strain
tracking)

Treatment
effectiveness
and case
management,
improved
real-time
surveillance
of outbreaks;
impacts of
oral vaccine;
effectiveness
of WASH
interventions

Development
of broad-
spectrum
vaccines;
surveillance of
anti-microbial
resistance

Enhance
disease
surveillance

& prevention
(eg.,
genotyping,
new diagnostic
platforms)

Action Plans

Global strategic

preparedness
readiness and

response plan
for dengue
and other
Aedes-borne
arboviruses

Not identified

Ending

Cholera: Global

Roadmap to
2030

Defeating
Meningitis by
2030: A Global
Roadmap

Not identified
Prime for
One Health
programmes

Potential
Markets

India,
Bangladesh,
Pakistan,

Sri Lanka,
Indonesia,
Thailand,
Philippines,
Vietnam,
Malaysia

India, Pakistan,
Bangladesh,
Nepal,
Indonesia,
Myanmar,
Vietnam,
Philippines

India,
Bangladesh,
Myanmar,
Nepal, Thailand

India, Pakistan,
Bangladesh,
Indonesia,
Myanmar

India, Sri
Lanka, Nepal,
Indonesia,
Thailand,
Philippines
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Barriers and Enablers of Late-Stage R&D

Investing in innovative medicines, vaccines, and diagnostics can yield significant public health
outcomes, particularly for populations vulnerable to underfunded diseases. While some IDs
- such as HIV and tuberculosis - have experienced increased funding over the past decade,
chronic underinvestment, recent cuts to global health funding, and lack of prioritisation will
continue to stall scientific progress needed for all IDs, including, for example, cholera, den-
gue, leptospirosis, meningococcal meningitis, and typhoid.? For example, leptospirosis causes
60,000 deaths each year - with over 50% of these deaths in SA and SEA - but receives less than
0.1% of funding for neglected diseases.'®"

Innovative financing for R&D provides an opportunity to develop breakthrough interventions
accessible to the populations who need them most. While early-stage research identifies
promising leads, late-stage R&D - from Phase Ill clinical trials to product commercialisation - is
a critical bridge translating scientific innovation into public health interventions.

The importance of this stage is well-documented, but current investment flows illustrate a
funding imbalance that leaves a bottleneck in late-stage development.'> One cost model found
that Phase lll clinical trials needed more than half of the over US$16 billion required to launch
neglected-disease productsinthe 2017 pipeline.'*Yet, in 2018, only 35% of global neglected-dis-
ease R&D funding was allocated to clinical development, with the remainder allocated for early
research.' This gap is often referred to as the “valley of death”. Redirecting resources to close
this gap could yield tremendous health and economic impacts. At the global level, modelling
forecasts that up to 26 million deaths could be
averted by 2035 if late-stage trials for neglected
diseases are commensurately funded.

Closing this gap is increasingly challenging in
today’'s international development landscape,
which is marked not only by long-standing finan-
cial and non-financial barriers but also by new
headwinds. Traditional donor governments are
scaling back their commitments - according to
the OECD, international aid declined in 2024 for
the first time in over six years.'® In this context,
it is critical to identify strategies that mitigate ex-
isting barriers and leverage key enablers.

Innovative Financing for Infectious Diseases in South and Southeast Asia 10



Chapter 1: Barriers and Enablers of Late-Stage R&D

Financial Barriers

Market Failure and
Small Commercial
Returns

Weak Health
Financing
and Demand
Uncertainty

Varying Levels
of Philanthropic
and Private
Engagement

The high cost of Phase lll clinical trials and product licensing often deters private
developers, who expect a limited market due to a combination of low-income patients
and budget-constrained governments. Without a guarantee of profit, pharmaceutical
and diagnostic companies, along with other healthcare investors, may choose to forego
further investment."”

Limited health financing from endemic-country health systems creates an unpredictable
market for developers. Without an assured revenue stream, it is difficult to attract late-
stage investors and the purchasing power of disease-endemic countries is effectively
too weak to pull products through the pipeline. Lack of or uncertainty in demand
globally and in individual markets and other demand factors play into this dynamic.

Large global health donors and philanthropies have tended to focus on early research
or on a few high-profile diseases such as HIV and malaria, with diseases such as
leptospirosis excluded from large-scale investment.’® This financing gap may increase
in the current international development landscape; without push funding, promising
candidates for neglected IDs will stall.

Non-Financial Barriers

Intellectual
Property (IP)
Dynamics

R&D Infrastructure

Supply Chain and
Manufacturing
Capacity

Regulatory Hurdles
and Fragmentation

IP concerns can complicate international collaboration. In some instances, stringent
patent requirements can hinder technology transfer from Western labs to regional
developers or manufacturers.' On the other hand, if a country has policies that
promote patent exceptions for essential medicines, private developers may be hesitant
to invest due to uncertainty about patent enforcement.

A lack of clinical trial sites that meet Good Clinical Practice (GCP) standards or too few
laboratories with the biosafety and technical ability to support clinical trials impedes
regional development. Even where GCP-compliant infrastructure exists, sustaining it
between studies is a challenge. Without consistent funding, sites risk losing trained staff
and capacity, leading to attrition of expertise and reduced readiness for future trials.
Moreover, limited disease surveillance and data systems prevent accurate disease
estimation, understating the true disease burden.?°

Late-stage development includes production at scale, and manufacturing capacity
varies across SA and SEA. In markets with weak cold-chain and distribution networks,
concerns about delivery further minimise the incentive for development.

While regulatory convergence is increasing in the region, reliance and work-
sharing pathways are underdeveloped. When countries have their own regulatory
requirements, developers must seek approvals and conduct potentially duplicative
reviews in each target market. Preparing different dossiers for each market both
increases costs and increases time for products to reach patients.?!

Innovative Financing for Infectious Diseases in South and Southeast Asia 11



Chapter 1: Barriers and Enablers of Late-Stage R&D

Emerging Enablers

Despite these challenges, there are opportunities to leverage innovative financing mechanisms to
accelerate progress in late-stage R&D. A combination of push and pull financing approaches is out-
lined in the ‘Map of investment flows' (page 13) and further explored in ‘Assessment of Innovative
Financing Models for Select Infectious Diseases'. To maximise the impact of these mechanisms in
SA and SEA, non-financial enablers are also critical to catalysing their effectiveness, including:

1. Regional Capacity and Infrastructure: Investments in R&D infrastructure and manufactur-
ing facilities in SA and SEA can accelerate late-stage R&D.

a. Centres of Excellence for Product Development: Supporting incubators or innova-
tion hubs that provide technical support for taking a prototype product through regu-
latory approval. Pairing local universities and biotech start-ups with funding can incen-
tivise regionally tailored solutions.

b. Upgrading Manufacturing Capacity: Leverage public-private investments to build fa-
cilities for producing interventions such as vaccines or rapid diagnostics, ensuring that
once a product is proven, production can happen in-region at an affordable cost. This
also strengthens confidence in supply readiness and streamlines late-stage develop-
ment and delivery.

c. Regional Clinical Trial Ecosystems: Conducting clinical trials in Southeast Asia could
lower costs and make treatments more affordable for neglected populations.

2. Enhancing Disease Surveillance: Improving disease surveillance and data systems allows epi-
demiological data from SA and SEA to guide R&D priorities and provide real-world evidence for
late-stage studies. Several regional and global initiatives are demonstrating the value of integrat-
ed surveillance networks, digital tools, and public-private collaboration.?? Digital technologies
and Al can predict outbreak levels, particularly for vector-borne diseases such as dengue.

3. Regulatory Cooperation: Regional platforms such as ASEAN and APEC promote regulatory
convergence. Regulatory convergence accelerates access to innovative medical products by
streamlining review processes, reducing duplication, and promoting more efficient use of
limited regulatory resources.

Innovative Financing for Infectious Diseases in South and Southeast Asia
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Map of Investment Flows

Across the five selected IDs in SA and SEA, traditional donor grants
and domestic public spending remain the dominant sources

of late-stage R&D financing, except in cases where a viable
commercial market has emerged, attracting industry investment.

From 2019 to 2024, there have been some positive developments in financing: Gavi's financing
for typhoid vaccine introduction mobilised tens of millions of dollars for immunisation pro-
grammes in Pakistan and elsewhere, saving lives and demonstrating demand. The successful
development of new vaccines (dengue, typhoid, meningitis, cholera) through public-private
partnerships has shown that targeted funding can yield fruits - e.g., the Men5CV vaccine reach-
ing the market with UK government/PATH/Serum Institute support, and Hillchol Oral Cholera
Vaccine (OCV) with Wellcome/Bharat Biotech support.

Despite the array of funding sources, sig-
nificant gaps remain that hinder progress
from the lab to the patient for these diseas-
es. Late-stage R&D - such as Phase llI clini-
cal trials, product licensure, and scaling up
manufacturing - is especially resource-in-
tensive and often stalls if financing is un-
certain. Commercialisation (bringing a new
vaccine, drug, or diagnostic to market and
into use) also faces funding hurdles, from
up-front procurement costs to infrastruc-
ture for delivery.

The next section highlights key gap areas
for each disease and cross-cutting issues.
A consistent theme across all diseases
examined is that late-stage development
and deployment require not just one-time
research grants, but sustainable financing
mechanisms to ensure uptake.

Innovative Financing for Infectious Diseases in South and Southeast Asia
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Chapter 2: Map of Investment Flows

Cholera

Cholera is a bacterial infection caused by Vibrio
cholerae, typically spread through contaminat-
ed water or food. It leads to severe diarrhoea
and dehydration, which can be life-threatening
if not treated quickly. Cholera is most common
in areas with poor sanitation and limited ac-
cess to clean drinking water.

Access to the oral cholera vaccine remains one
of the most significant challenges in mounting
a more effective public health response to the
disease, as the vaccine stockpile was depleted
in 2024.22 Moreover, while several rapid diag-
nostic tests are available on the market, they
are mostly designated for research use only,
and none have attained WHO pre-qualification
status, hampering surveillance efforts.?

Cholera has been termed the “neglected pan-
demic” of modern times, with 1.1 billion people
at risk globally, yet limited R&D investment.®
Cholera R&D funding was only $43 million in
2023, reflecting its neglected status despite on-
going outbreaks.®

The existing oral cholera vaccines (OCVs) are
based on decades-old designs. While they re-
main effective, production capacity is limited.
In late 2022, a surge in acute cholera cases
forced officials to switch to half doses due to
insufficient supplies. This shortage is a direct
outcome of under-investment: only two man-

$43M

Invested in cholera R&D
in 2023, despite 1.1 billion
people at risk. The world’s

neglected pandemic.

Innovative Financing for Infectious Diseases in South and Southeast Asia
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Chapter 2: Map of Investment Flows

ufacturers supplied OCV internationally (Shan-
tha/Sanofi and EuBiologics), and one of them
(Shantha) ceased production by the end of
2023, citing low profitability.?”

Financing to attract new manufacturers and
expand output is lagging. Additionally, R&D for
next-generation cholera vaccines and treat-
ments has been minimal; with the exception of
the Hillchol vaccine, few new candidates are in
the pipeline.?® The funding gap extends to di-
agnostics and drugs: there's no rapid point-of-
care test widely used for cholera detection, and
treatments have seen little innovation.

In 2023, global cholera R&D funding was sur-
passed by investments in diseases of similar
magnitude, indicating a significant resource
shortfall. Several countries with significant
needs for preventive vaccination campaigns
and water and sanitation initiatives have de-
veloped strong investment cases, but these re-
main underfunded.?® Without scaled-up financ-
ing, cholera control will remain reactive.

Innovative Financing for Infectious Diseases in South and Southeast Asia 15



Chapter 2: Map of Investment Flows

?}#f Dengue

Dengue is a mosquito-borne viral infection
leading to symptoms ranging from mild fever
to severe illness, such as dengue haemorrhagic
fever and dengue shock syndrome. Dengue is
a major public health challenge in SA and SEA
due to high population density, rapid urbani-
sation, and climate conditions that support
the proliferation of mosquitoes. Despite signif-
icant burden, effective and widely accessible
vaccines remain limited, with only one vaccine
widely available for dengue prevention.?® Ad-
ditionally, diagnostics with increased usability
and sensitivity are critical for surveillance and
outbreak control.

Dengue received $113.25 million in R&D fund-
ing in 2023, with roughly half coming from
endemic-country governments and half from
international sources - yet this amount is still
small relative to the need.*

For dengue, the most pressing gap is in ther-
apeutics and comprehensive prevention tools.
There is still no specific antiviral treatment for
dengue fever, and supportive care is the only
option currently available during outbreaks. A
few antiviral candidates entered trials but were
discontinued due to lack of efficacy or strategic
shifts, highlighting the difficulty and the need
for sustained investment to find a cure.®

Pharmaceutical companies have been hesitant
to invest in drug development due to uncer-

$113M

Spent on dengue R&D in
2023, yet no cure, limited

vaccine access, and growing
outbreaks.

Innovative Financing for Infectious Diseases in South and Southeast Asia
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Chapter 2: Map of Investment Flows

tainty about recouping costs. On the vaccine
front, while two vaccines exist, access and up-
take are challenges. Dengvaxia's deployment
stalled after safety concerns, and its use is now
limited to seropositive individuals - requiring
pre-testing that many countries cannot afford
at scale.® Takeda's Qdenga vaccine has been
approved in the EU and several Asian markets
and holds significant potential for public health
impact due to its broader indication for use.
However, the financing mechanisms to sup-
port its introduction in low-income countries
remain uncertain.

Another gap is in diagnostics for case manage-
ment and surveillance.?* While rapid tests exist,
their sensitivity varies, and distinguishing den-
gue from other arboviruses quickly and identi-
fying serotypes is vital in outbreaks. Investment
in improved point-of-care diagnostics (e.g.,
CRISPR-based rapid tests) is needed. Examples
from India, such as the D-MOSS satellite-based
early warning system and an Al-enabled fever
diagnostic tool piloted in Odisha, demonstrate
how locally developed innovations can improve
outbreak prediction and case management. In-
novative financing models are needed to rep-
licate and scale such approaches across den-
gue-endemic regions in South and Southeast
Asia.

Finally, vector control innovation requires fi-
nancing. Traditional methods (insecticides, fog-
ging) may have limited impact on Aedes aegypti

mosquitoes.®*® New approaches like

Wolbachia bacteria releases, genetical-
ly modified mosquitoes, or attractive
lethal ovitraps are promising but re-
quire funding to transition from pilot
projects to city-wide implementations.
Only a few such programmes (e.g., in
Singapore, funded by the government,
or in Ho Chi Minh City with donor sup-
port) have been scaled.*® Many cities in
South Asia could benefit from similar
pilots, contingent on availability of in-
novative financing models.
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Leptospirosis

Leptospirosis is a bacterial zoonotic disease
caused by pathogenic Leptospira species,
transmitted to humans primarily through con-
tact with water or soil contaminated by the
urine of infected animals, particularly rodents.
The disease presents with a wide range of
symptoms, from mild fever and headache to
severe complications such as Weil's disease,
kidney or liver failure, and pulmonary haem-
orrhage. In South and Southeast Asia, lepto-
spirosis poses a significant public health bur-
den due to frequent flooding, poor sanitation,
high exposure to livestock and urban rodents,
and limited awareness or diagnostic capacity.3’

The recorded R&D funding for leptospirosis in
2023 was $2.4 million.*® The funding gap for
leptospirosis is severe at every stage. Basic
research on the bacteria, development of di-
agnostics, and vaccine R&D are all stalling due
to neglect. No widely available human vaccine
exists (some regional veterinary vaccines and
a Cuban human vaccine used locally are the
only ones). The lack of official prioritisation
means leptospirosis gets left out of many glob-
al funding initiatives. Most R&D investment in
recent years has come from a single country
(India), though the U.S. National Institutes of
Health contributed resources in 2023.%°

There is a clear need for push funding to de-
velop a modern leptospirosis vaccine - po-

$2.4M

was invested in leptospirosis
R&D in 2023 — despite no
global vaccine, unreliable

diagnostics, and rising risk in
flood-prone regions.
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tentially one that covers multiple serovars
for global use. Researchers have stated that
a universal leptospirosis vaccine is feasible
with new technologies but would need sus-
tained grants of tens of millions of dollars to
progress.®® Diagnostics are another gap: cur-
rent tests are either slow or unreliable. Novel
diagnostic tools (such as CRISPR-based assays
being researched in Thailand) are in early
stages; funding to validate and deploy them
is lacking.4’

Because leptospirosis primarily affects poor
and rural populations, there is limited mar-
ket incentive for companies to invest. Surveil-
lance systems for leptospirosis are also weak
in most countries. The gap exists not only due
to lack of finances but also attention: inte-
grating leptospirosis into existing One Health
and NTD funding platforms could ensure it re-
ceives higher budgetary allocations.
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@~ Meningococcal
% Meningitis

Meningococcal meningitis is a severe bacte-
rial infection of the membranes surrounding
the brain and spinal cord, caused by Neisse-
ria meningitidis. 1t can lead to rapid death or
permanent disability if untreated. Disease
surveillance for meningococcal meningitis is
lacking in the Asia-Pacific region and conven-
tional cost-benefit analyses may underesti-
mate the value of vaccination for meningo-
coccal meningitis.*?

Meningococcal meningitis R&D is often bun-
dled with pneumonia and other bacterial
meningitis in analyses; for context, the com-
bined “bacterial pneumonia & meningitis”
R&D funding was about $19 million in 2023,
the lowest amount ever recorded.*®* The dedi-
cated funding for meningococcus has largely
focused on specific projects (e.g., MenAfriVac,
etc.), rather than broad industry research.
Since existing vaccines already serve high-in-
come markets, companies focus on marginal

improvements.*

While not entirely neglected, there are gaps
in equitable access to meningitis vaccines
covering all serogroups. Multivalent menin-
gococcal vaccines - covering serogroups A, C,
W, Y, and now X - are available on the mar-
ket, but their high-cost limits inclusion in the

$19M

was invested in bacterial
pneumonia & meningitis
R&D in 2023, the lowest ever
recorded, despite life-threat-
ening risks and gaps in ac-
cess to affordable vaccines.

MENINGOCOCCAL

VACCINE
ENACWY [MCV4], Men]

[ “Locuancous mjecticn
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immunisation programmes of many Asian
countries.* Financing for introduction has
been limited; for instance, Gavi has focused
meningococcal vaccine support on Africa
(MenAfriVac campaigns). Countries like India
or Bangladesh have not introduced meningo-
coccal vaccines nationally, often using them
only reactively or for Haj pilgrims.*®

The new Men5CV vaccine from Serum Insti-
tute is expected to be more affordable, but
ensuring it reaches at-risk populations will
require further investment to broaden ac-
cess.” A gap in R&D that persisted until re-
cently was coverage of serogroup X - now ad-
dressed by Men5CV - but another emerging
concern is serogroup B. R&D into a low-cost
serogroup B vaccine or a universal vaccine
could yield significant public health returns
in SA and SEA.

Another gap is diagnostic and surveillance
capacity for meningitis in Asia - many coun-
tries lack rapid polymerase chain reaction
(PCR) confirmation for meningococcal dis-
ease, which can delay outbreak response.*®
Investments in laboratory networks, as part

of broader health security, are needed.
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g_ég Typhoid

Typhoid feveris a life-threateningiliness caused
by Salmonella enterica serovar Typhi, transmit-
ted through contaminated food and water, and
remains a major public health concern in SA
and SEA due to poor sanitation and limited ac-
cess to clean water. The development and roll-
out of typhoid conjugate vaccines (TCVs) in re-
cent years - particularly through support from
Gavi and UNICEF - has significantly reduced
disease incidence and provided longer-lasting
immunity.*

Typhoid and paratyphoid fever R&D received
around $52 million in 2023, much of it from
philanthropic grants (e.g., Gates for vaccine tri-
als) and public sector labs, given the push to
develop and introduce TCVs.*®

The new TCVs are highly effective and cost-ef-
fective; however, not all high-burden countries
have introduced them. Pakistan and Nepal
have begun nationwide drives with donor sup-
port.>' Financing is a barrier for middle-income
countries that are not Gavi-eligible.>? Even for
Gavi-supported countries, coverage of older
children and adults is not funded, yet those
groups can also contract and spread typhoid.
Continued donor financing or innovative co-fi-
nancing, such as World Bank loans or domes-
tic resource mobilisation tied to demonstrated
health savings, will be needed to close these

gaps.

$52Min2023

That's all typhoid & paraty-
phoid R&D received, despite
rising drug resistance, lack of
diagnostics, and no licensed

vaccine for paratyphoid.
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There is currently no licensed vaccine for para-
typhoid fever (caused by Sa/monella Paratyphi
A) - a gap now being addressed by pipeline
candidates, including a bivalent typhoid-para-
typhoid conjugate vaccine. However, these
candidates require additional funding to ad-
vance through development.>® Another gap is
in diagnostics - differentiating typhoid from
other fevers quickly is challenging; current rap-
id tests are not sufficiently accurate. Research
into new diagnostics (e.g., antigen detection or
novel biomarkers) could transform case man-
agement and surveillance.

Finally, drug resistance threatens to increase
the cost of treatment. The extensively drug re-
sistant (XDR) strain in Pakistan is resistant to all
antibiotics except azithromycin and carbapen-
em.>* Pharmaceutical R&D on new antibiotics
for such infections is scant because antibiotics
are not lucrative.> This is a classic “market fail-
ure” in antimicrobial R&D. CARB-X and other
AMR initiatives globally are trying to fund ear-
ly-stage antibiotic discovery, but for something
as specific as typhoid, no new drug is on the
horizon. Thus, a gap exists in incentives for
antibiotic R&D targeting drug-resistant Salmo-
nella; this might be filled by targeted grants or
prizes to bring at least one new oral agent to
fruition in the coming decade.
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Map of approval pathways and relevant
financing mechanisms

The pipeline of active medicines and diagnostics spans early
discovery and research to commercialisation.>®

Medical products may fail at various stages of the approval pathway due to scientific factors -
such as failing to meet clinical trial endpoints - or financial constraints, particularly when devel-
opers lack the resources to conduct the clinical trials required for regulatory approval or WHO
pre-qualification. Although products that reach Phase Il clinical trials have cleared significant
approval milestones, progression to late-stage research and development does not guarantee
market entry. The charts below outline the approval stages for medicines (including drugs and
vaccines) and diagnostics, focusing on late-stage R&D through commercialisation.

Medicines
= @
Regulatory Phase IV /
Discovery Pre-clinical Phase | Phase Il Phase lll Review & Market Post-market
Approval Surveillance
Compared to Phase | and Phase II, Phase Ill trials occur over a longer period with more
patients (half receive experimental treatment and half receive standard treatment).
Phase llla: Confirm therapeutic benefits and long-term side effects
Phase lllb: Obtain further long-term safety data. Regulatory review and Phase llIb trials
are often conducted concurrently
Diagnostics
= @
Concept Feasibility Design & Clinical Validation Regulatory Review Post-market
& Research & Planning Development & Launch Readiness ' & Market Approval surveillance

Clinical Validation & Launch Readiness is typically comprised of the following components,
adhering to international standards like ISO 13485:

Clinical Validation: How well does the test perform in trials?
Usability/Human Factors Engineering Testing: Can intended users use the product safely?
Labelling & Instructions for Use Finalisation: Develop reference guides, warnings, etc.

The level of clinical data needed before submission depends on the regulatory pathway selected,
which depends on device risk level, intended populations, and availability of predicate devices.
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Deploying innovative financing mechanisms
can bridge financing gaps that may otherwise
prevent high-potential medical products from
reaching patients. These mechanisms often re-
quire the engagement and active participation
of stakeholders such as multilateral develop-
ment banks, impact investors, philanthropies,
and others. Not all financing approaches are
equally effective across the product develop-
ment and approval pathway. Certain mecha-
nisms are best suited to catalyse early-stage
investments, while others are designed to sup-
port the scale-up of already registered products.
Some can be applied across multiple stages to
sustain momentum throughout development.
To be effective, each mechanism must offer
clear additionality over traditional approaches
— targeting a specific barrier (e.g., demand risk,
high upfront costs, fragmented markets) and
supported by enabling conditions such as reg-
ulatory streamlining, reduced transaction costs,
or tax incentives.

Chapter 3: Map of approval pathways and relevant financing mechanisms

To ensure the effectiveness and sustainability
of each financing model, it is essential to match
the mechanism to the specific market failure it
is intended to address. The following sections
briefly outline key models and clarify the barri-
ers they are best suited to overcome - such as
demand uncertainty, fragmented purchasing
power, or high upfront development costs.

Innovative financing is
key to unlocking lifesaving
health tools

Traditional funding isn’t
enough. Blended finance
models like AMCs and pull
incentives can accelerate late-
stage R&D and ensure access to
high-impact health innovations.
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Advance Market
Commitments (AMCs)
and Pull Incentives

Where uncertainty about future demand deters
private investment, pull mechanisms such as
AMCs can create market assurance by guaran-
teeing a buyer for successful products. Tradi-
tional funding alone is unlikely to rapidly close
the gaps in these disease areas. Innovative fi-
nancing models - blending public, private, and
philanthropic capital, and linking funding to re-
sults or future demand - can play a pivotal role
in accelerating late-stage R&D and ensuring new
health tools reach the people who need them.

An AMC is a promise by funders to buy a certain
amount of a product at an agreed price if it is
successfully developed, thereby guaranteeing
a market. This mechanism famously spurred
pneumococcal vaccine makers to produce suit-
able vaccines for low-income countries (via the
2009 AMC funded by Gavi and donors).>” A sim-
ilar approach could catalyse R&D for products
that currently lack market assurance.

For instance, a dengue antiviral AMC could be
explored; international donors (or a consorti-
um of high-dengue-burden countries) would
commit to purchase a new dengue therapeutic
in bulk if a company develops one that meets
efficacy criteria. This could de-risk private in-
vestment, encouraging private manufacturers
to prioritise dengue R&D.

Chapter 3: Map of approval pathways and relevant financing mechanisms

Another promising candidate is a cholera vac-
cine AMC. In recent years the cholera vaccine
market was too small and uncertain (depend-
ent on donor-funded stockpile orders) to at-
tractnew manufacturers, leadingtoshortages.*®
However, companies are actively developing
new therapies. If donors guaranteed a long-
term purchase volume at a fair price, it could
encourage companies in India, Indonesia, or
Vietnam to produce OCVs, alleviating the glob-
al shortage. The O'Neill Institute specifically
recommends deploying “pull” mechanisms like
AMCs for cholera to create a viable market and
stimulate R&D.>

A related opportunity would be to explore a
regionally coordinated AMC-style mechanism,
such as an ASEAN- or SEA-led “single price-vol-
ume commitment.” Under this model, a region-
al platform could negotiate directly with man-
ufacturers based on pooled demand forecasts
and agreed pricing thresholds, enabling both
budget predictability for governments and mar-
ket assurance for suppliers. Involving multilater-
al development banks or global health funders
could further de-risk long-term investments and
support sustainable, equitable access to infec-
tious disease tools across LMICs in the region.
Pull incentives can also include mechanisms like
priority review vouchers (PRVs), which U.S. FDA
awards to developers of treatments for desig-
nated neglected disease.®® Cholera was made
PRV-eligible, meaning a company that develops
a cholera vaccine or drug receives a voucher
to accelerate FDA review of another product.®’
Strengthening such incentives globally (e.g., a
transferable voucher in SA and SEA) might in-
crease their attractiveness.
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Pooled Funding

In contexts where demand exists but is frag-
mented across many small buyers, pooled
funding and procurement mechanisms can
consolidate purchasing power, improve af-
fordability, and stabilise markets. Pooling
funds from multiple sources can achieve scale
and diversify risk. One approach is pooled
procurement funds - where countries or do-
nors aggregate their purchasing power. The
African Union, for example, is establishing a
pooled financing mechanism for vaccine/drug
procurement across countries, aiming to lev-
erage a $50 billion continental market.®? South
and Southeast Asian nations could consider a
similar regional pooled fund for infectious dis-
ease tools. This might involve ASEAN or SAARC
platforms pooling money to bulk-buy cholera
vaccines, dengue tests, or stockpile antibiotics
for typhoid. By doing so, manufacturers can
predict demand - encouraging them to invest
in production - and countries secure better
pricing and supply security.

The Asian Development Bank is currently ex-
ploring a pooled procurement model for the
region, drawing on lessons from the PAHO Re-
volving Fund — an effort that could help oper-
ationalise this approach in South and South-
east Asia.

Another concept is global or regional pooled
R&D funds. CEPI operates like this for pan-

Chapter 3: Map of approval pathways and relevant financing mechanisms

demics - governments and foundations pool
contributions into a central pot that then
funds vaccine R&D projects. A CEPI-like fund

specifically for NTDs or regional priority dis-
eases could be initiated, where donors com-
mit multi-year funding and a governing body
allocates it to high-impact late-stage pro-
jects. Regional institutions such as the Glob-
al Health Innovative Technology Fund (GHIT),
International Vaccine Institute (IVI), and Asia
Partnership on Emerging Infectious Diseas-
es Research (APEIR) could also play a role in
shaping or supporting such a platform, given
their R&D mandates and regional networks.

To succeed, pooled funding mechanisms re-
quire not only financial alignment but also
strong governance. Clear mandates, ac-
countable leadership, and streamlined deci-
sion-making processes are essential to avoid
fragmentation, delays, and inefficiencies that
can undermine impact.
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Blended Finance
Vehicles

To address the challenge of high upfront de-
velopment and manufacturing costs, blended
finance mechanisms can de-risk private cap-
ital and enable scale-up of late-stage prod-
ucts. Blended finance involves mixing grant
money with equity or loans to attract private
investment. A fund can use philanthropic an-
chor funding to raise additional private capital.
For example, a regional mechanism such as
an “Asia Infectious Disease Technology Fund”
could be established, enabling co-investment
by development banks, philanthropic organi-
sations, and impact investors. This fund could
take equity stakes or provide low-interest loans
to companies working on, for example, a new
dengue diagnostic or scaling a vaccine plant
for cholera/typhoid. The return on investment
might come from eventual product sales (e.g.,
to UN agencies or governments).

Blended finance could also manifest as pub-
lic-private partnerships (PPPs) in manufactur-
ing - for instance, a government might offer to
co-finance a facility that produces meningococ-
cal vaccines affordably, with an understanding
that a portion of the output will go to the public
sector at low cost.

Shaded cells denote the finance models that
are more effectively deployed at certain stages
within the R&D life cycle.

Chapter 3: Map of approval pathways and relevant financing mechanisms

Blended finance attracts
private capital to public
health

Mixing grants with

equity or loans can
unlock investment in
diagnostics, vaccines, and
manufacturing.
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Medicines®?
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Assessment of Innovative Financing
Models for Select IDs

The selection of financing
mechanisms for medicines and
diagnostics depends not only

on the stage of the approval
pathway, but also on factors
such as the availability of existing
interventions, the novelty of the
technology, the profile of the
manufacturer, and the demand
in the target market.

To illustrate key considerations for designing
innovative financing approaches capable of
accelerating late-stage research and develop-
ment, financing models are mapped to the five
priority IDs. For each disease, the most prom-
ising late-stage R&D interventions have been
identified, along with a rationale for their prior-
itisation based on potential health impact in SA
and SEA, pipeline maturity, and scalability. The
financing models explore considerations such
as the current stage of development.

Drawing on cross-sector insights, these case
examples assess how innovative financing
mechanisms can be applied to pipeline inter-
ventions with the potential to transform public
health outcomes across SA and SEA.
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f'- Cholera

There are currently three vaccines with WHO pre-qualification status.®® An additional vac-
cine has shown promising signs of efficacy.®® Innovative financing mechanisms may help
to increase access to the newly approved vaccine, helping to ease the burden of the global
cholera vaccine shortfall.

/ Cholera Vaccine Pipeline \

Hillchol: Novel single-strain oral cholera vaccine developed by Bharat Biotech in a

global partnership with MSD-Wellcome Trust and Hilleman Laboratories. Success-
fully completed Phase Il study that demonstrated the vaccine’s safety, immuno-
genicity and no-inferiority compared to existing vaccines. Gained market approval
in India, WHO pre-qualification currently being sought.

- /

According to Impact Global Health, there are

two rapid diagnostic tests (RDTs) in the clinical
validation & launch readiness stage. Rapid diag-
nostic tests are a crucial component of cholera
surveillance, and the Global Task Force on Chol-
era Control calls for the expanded use of rapid
diagnostic tests in its interim guidance for public
health surveillance for cholera.®” Given that the
accuracy of RDTs available on the market varies,
the successful and complete clinical validation
of an RDT for cholera, coupled with successful
attainment of WHO pre-qualification, would im-
prove the public health surveillance capacities
of countries in endemic regions.
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/ Cholera Diagnostics Pipeline \

Cholera-rapid Loop-Mediated Isothermal Amplification (LAMP) based RDT
(C-RLDT): Molecular diagnostic field assay developed by researchers affiliated
with Johns Hopkins University with funding from Wellcome Trust. Results available
more quickly than Crystal VC, one of two WHO-recommended Cholera RDTs.

Cholkit: Immunochromatographic test device developed by Incepta Pharmaceu-
ticals in collaboration with the International Centre for Diarrhoeal Disease Re-
search, Bangladesh. A study demonstrated similar sensitivity and specificity as
Crystal VC, one of two WHO-recommended Cholera RDTs. It has received licensure

/

in Bangladesh.

Pooled Procurement Mechanism for Cholera
Vaccines and Diagnostics

A pooled procurement mechanism, coordinated at the regional or global level could help to
ease the Cholera burden in South and Southeast Asia. Cholera already has validated tools
- such as oral cholera vaccines (OCVs), rehydration therapies, and rapid diagnostics - but
many countries face persistent challenges related to supply constraints, cost variability, and
fragmented purchasing, particularly during outbreak surges.

A pooled procurement mechanism, such as those facilitated by UNICEF, Gavi, or regional
procurement hubs, can aggregate demand across countries in South and Southeast Asia,
stabilise markets, and incentivise manufacturers to invest in late-stage improvements like
thermostable vaccines, simplified diagnostics, and reformulated oral rehydration solutions.
This model also enhances affordability and supply security by enabling bulk purchasing,
long-term agreements, and price negotiations, which are crucial for outbreak-prone settings
where rapid deployment is essential.
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?ﬁ? Dengue

According to the WHO, there are 10 interventions - two of which are vaccines in Phase Ill clin-
ical trials - in the pipeline for dengue, reflecting demand for safe, efficacious, and affordable
medicines. There is also demand for diagnostics, particularly rapid tests, with better sensitivity
to identify dengue infections, and a critical need for surveillance tools, such as high performing
diagnostics, to enable early detection and response to outbreaks. There is an opportunity for
innovative financing mechanisms to bridge the gap between late-stage R&D and commerciali-
sation for medicines and diagnostics, ensuring equitable access for at-risk populations.

/ Dengue Medicines Pipeline \

TV003: The TV003 dengue vaccine,
developed by the U.S. National In-
stitutes of Health (NIH), is currently
undergoing Phase Il clinical trials.

In Brazil, the Instituto Butantan is
leading these trials, with preliminary
data indicating promising efficacy.

V 181: Investigational live-attenuat-
ed tetravalent dengue vaccine de-
veloped by Merck. It has undergone
Phase 1 and Phase Il clinical trials,
evaluating its safety, tolerability, and
immunogenicity in healthy adults. A
clinical bridging study is also being
conducted to compare V181's im-
mune response to that of the Butan-

\tan—DV vaccine (TV003). /
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An Advance Market Commitment (AMC) could be effective for financing dengue vaccines in
Phase Il clinical trials by providing a guaranteed future market in endemic regions, thereby
reducing commercial risk for developers. Provisional agreements also address limited pur-
chasing power as the implementer negotiates a price per dose co-financed by the govern-
ment in the target market.

Implementers such as Gavi and UNICEF typically only enter an agreement for a product
pre-qualified by the WHO.® Initial funding could catalyse capital required to complete the
late-stage clinical trials needed for pre-qualification, and eventual market introduction.

AMC Model for Dengue Vaccine
—0 2 4 0—

Donor funds AMC Manufacturer Implementer ne- Gov signs a pur- AMC + subsidised

pool signs agreement gotiates $ / dose at chase intent and gov price makes
w/ implementer agreed volume co-finances manufacturer

+ Wellcome Trust whole

+ Gates * Butantan * Gavi + Indonesia

+ Government + Merck + Thailand « N/A

+ ADB + India

Blended Finance Mechanism for Dengue RDTs

Despite the large number of approved dengue diagnostics, there is demand for rapid diagnostic
tests (RDTs) with increased sensitivity, specificity, and usability needed to meet public health and
surveillance needs, particularly in secondary infections, early detection, and differentiation from
other arboviruses.®

A blended finance mechanism could be used to de-risk private investment in dengue RDT de-
velopment, manufacturing, and distribution while crowding in concessional capital to improve
availability in South and Southeast Asia.

Philanthropies or public donors would provide grants or output-based subsidies for volume
guarantees or milestone payments. Potential milestones include WHO pre-qualification and
specific targets for sensitivity and cross-reactivity with other arboviruses. This initial investment
would absorb risk, encouraging investment from impact investors and diagnostic companies.
Given that WHO pre-qualification requires multi-country validation and complex regulatory nav-
igation, funding support should be paired with technical assistance and ecosystem-building to
help developers meet these requirements efficiently.
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Leptospirosis

According to the WHO, there are no treatments in late-stage development specifically for lep-
tospirosis. While commercial vaccines are available in some countries, they induce a short-
term immune response for specific serotypes and can produce adverse side effects.” Addi-
tionally, while we do have existing antibiotics that are effective against leptospirosis, early
treatment is key and often undermined by delayed or missed diagnosis. According to Impact
Global Health eight diagnostics are in late-stage development, with three of them in the clin-
ical validation and launch readiness phase.

Product Development Partnership for
Leptospirosis Treatments and Diagnostics

A product development partnership may be most appropriate for leptospirosis treatment
and diagnostics because it directly addresses the key market failures that have historically
hindered investment in leptospirosis tools - namely, low commercial returns, fragmented
demand, and limited R&D capacity targeting this neglected disease. PDPs bring together
public, philanthropic, and private sector actors to co-finance and co-develop health tech-
nologies, allowing risk and expertise to be shared while focusing explicitly on public health
outcomes rather than market profitability.

Product development partnerships are suited to diseases like leptospirosis that lack well-de-
fined markets and robust demand forecasts. Furthermore, product development partner-
ships offer flexibility to support both diagnostics and therapeutics, enabling coordination
across parallel R&D pipelines. By embedding equitable access terms and ensuring regional
implementation partnerships, a product development partnership tailored to leptospirosis
could accelerate product development while preparing the ground for future deployment
and uptake in the highest-burden areas.

Innovative Financing for Infectious Diseases in South and Southeast Asia



Chapter 4: Assessment of Innovative Financing Models for Select IDs

c«@%@p Meningococcal Meningitis

While vaccines for meningococcal meningitis exist for specific serogroups, new candidates are
in development to provide broader protection by targeting multiple serogroups in a single for-
mulation. One notable example is the Men5 vaccine - a pentavalent meningococcal conjugate
vaccine covering serogroups A, C, W-135, Y, and X - developed by PATH and the Serum Institute
of India with support from the UK Foreign, Commonwealth and Development Office.

Designed to address the most prevalent serogroups in Africa’s meningitis belt, Men5 received
WHO pre-qualification in July 2023 and was subsequently recommended for use and intro-
duced in countries such as Nigeria through a partnership with Gavi.”" Phase llIb clinical trials
were conducted concurrently to gather additional safety and immunogenicity data.

Vaccine candidates targeting the serogroups most prevalent in South and Southeast Asia are
also advancing through the pipeline. There are two pentavalent vaccines undergoing Phase |
and Il clinical trials with the serogroups most prevalent in South and Southeast Asia.

Meningococcal Meningitis Pipeline \

Penmenvy: Phase Ill vaccine targeting serogroups A,B,C,W, and Y produced by GSK.
The vaccine combines components of GSK's preexisting vaccines Bexsero (Meningo-
coccal Group B Vaccine) and Menveo (Meningococcal Groups A,C,Y,W-135). Approved
by U.S. FDA in February 2025 for use in individuals aged 10 to 25 years.

MenPenta: Pentavalent vaccine targeting groups A,B,CW, and Y developed by Sa-

Knoﬁ. Currently undergoing Phase Il clinical trials. /

The literature generally concludes that the availability and affordability of vaccines covering

the prevalent meningococcal serogroups A, B, C, W, and Y could significantly streamline the
response to meningitis outbreaks. Drawing on the successful implementation of pneumococ-
cal conjugate vaccine programmes, several sources identify meningococcal meningitis as the
next major bacterial challenge requiring coordinated global action and sustained investment
in prevention strategies.”

While new multivalent vaccines are advancing, it is equally important to prioritise support
for the introduction and equitable access to existing WHO-prequalified vaccines like MenFive
(MCV5) across Asian countries. Estimating the residual disease burden, particularly for sero-
groups not yet fully covered, will help guide future investments in next-generation vaccines,
including those targeting serogroup B.
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Pooled Procurement Model for Vaccines in Late-
Stage Trials

A pooled procurement and financing mechanism could accelerate late-stage development and
commercialisation of next-generation meningococcal vaccines tailored to South and Southeast
Asia. Building on the success of the Men5 vaccine, a similar approach could be adopted for
vaccine candidates targeting serogroups prevalent in Asia. To diversify risk and achieve scale,
governments and donors could pool resources through an ASEAN- or SAARC-led platform to
aggregate demand across countries.

This pooled procurement model would send predictable demand signals to manufacturers. In
parallel, a regional pooled R&D fund - structured similarly to CEPI but focused on NTDs and
regional infectious disease threats - could allocate capital to high-potential late-stage candi-
dates, including those now in late-stage development.

Philanthropic donors, alongside MDBs like ADB, could contribute to this fund, which would
co-finance late-stage R&D (e.g., clinical trials, tech transfer, manufacturing scale-up with de-
velopers in target markets). Procurement agencies such as UNICEF and regional buyers would
anchor demand, while technical partners like WHO would streamline licensure. This model
could ensure timely access to broad-coverage meningococcal vaccines and strengthen region-

al outbreak readiness.
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&< Typhoid

While vaccines for typhoid are available, sustained financing for R&D could support innovation
for combination Salmonella vaccines protecting against typhoid and other conditions such as
paratyphoid. Paratyphoid fever, which is clinically indistinguishable from typhoid and increas-
ingly prevalent in the same regions, remains unaddressed by current vaccines. No licensed vac-
cine yet exists for paratyphoid, and combination Salmonella vaccines that could offer broader
protection across both typhoid and paratyphoid are still early in development.”? Advancing
these combination vaccines could substantially increase the number of deaths and disabil-
ity-adjusted life years (DALYs) averted. There is a strong case for a financing mechanism to
mobilise capital and accelerate development, manufacturing, and scale-up of such next-gen-
eration vaccines.

There are two Phase Ill TCV vaccines in the pipeline and one Salmonella conjugate vaccine cur-
rently undergoing Phase Il clinical trials.

o= D

Typhoid Pipeline

NBP 618 Typhoid Conjugate Vaccine: The International Vaccines Institute collab-
orated with SK Chemicals in South Korea and Biofarma in Indonesia to transfer
technology for production of Vi-DT and has been collaborating to complete local
licensure and WHO pre-qualification (received Feb 2024). The new typhoid conju-
gate vaccine (TCV) was approved in Korea in 2022 and was approved in Indonesia
in 2023.

EuTCV Vaccine: Phase Il TCV vaccine developed by EuBiologics.

Trivalent Salmonella Conjugate Vaccine: Phase Il conjugate investigational vac-
cine broadly protective of Salmonella diseases, including typhoid and paratyphoid.

Developed by the Bharat Institute in partnership with University of Maryland.

N /

Innovative Financing for Infectious Diseases in South and Southeast Asia



Chapter 4: Assessment of Innovative Financing Models for Select IDs

-—

Technology Transfer for TCVs

To expand regional manufacturing capacity and ensure sustained, affordable access to typhoid TCVs, a
financing mechanism could support the technology transfer and late-stage development of the Vi-DT
vaccine. Following WHO pre-qualification in 2024, this vaccine is well positioned for regional rollout.
Grant funding from philanthropies like Gates Foundation or CEPI could subsidise the upfront cost of
transferring the Vi-DT technology to additional manufacturers in countries such as Vietnam, Bangla-
desh, or India. These manufacturers would co-invest in facility upgrades, validation, and workforce
training, potentially with concessional financing from MDBs like the ADB. Governments of target coun-
tries could support uptake by committing to introduce TCVs in national immunisation programmes.

Product Development Partnership for a Salmonella
Combination Vaccine

Philanthropic funders like Gates Foundation and Wellcome Trust, alongside multilateral development
banks such as the Asian Development Bank (ADB), could provide concessional funding to support
Phase Ill trials and regulatory submissions. Under such an arrangement, Bharat Institute, as the man-
ufacturing partner, could co-invest in scale-up and ensure affordable pricing for endemic countries,
and national governments could ensure initial uptake through advance purchase agreements. Support
from regional health alliances and procurement entities - such as Gavi - and inclusion in national im-
munisation programmes would help shape sustainable market demand.”
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Recommendations

The Southeast Asia region stands at a pivotal moment to transform the landscape of product
innovation and access for infectious diseases disproportionately affecting its populations. Har-
nessing collaborative financing, technology transfer, and robust public-private partnerships
offers the chance not only to accelerate the development of life-saving vaccines, diagnostics,
and therapeutics, but also to strengthen regional health security and economic resilience. Fail-
ure to act risks prolonging the burden of preventable diseases, perpetuating health inequities,
and missing the momentum to galvanise sustainable change. Now is the time to mobilise po-
litical will, targeted investment, and inclusive collaboration to realise the promise of next-gen-
eration products - securing healthier futures for millions.

The following recommendations serve to guide these efforts:

Government

Policymakers, development agencies, regulators, and public sector buyers

1. Invest in clinical trial infrastructure and biomanufacturing capacity, particularly
in high-burden areas, to reduce development costs and build local resilience.

2. Advance regulatory harmonisation and reliance within the region to streamline
product approvals and reduce duplication for developers.

3. Enhance disease surveillance and data systems to support R&D prioritisation, trial
site selection, and real-world evidence generation.

4. Participate in pooled procurement arrangements to signal stronger marker de-
mand and incentivise developers.

5. Implement tax incentives to stimulate private investment in neglected diseases.

Philanthropic Funders

Risk-tolerant, impact-driven investors filling market gaps

1. Provide early catalytic capital to de-risk commercial-stage development and unlock
private or public co-investment.

2. Fund innovation hubs or centres of excellence to provide technical support, men-
torship, and commercialisation pathways for regional developers.

3. Support policy research and advocacy to encourage uptake of innovative financing
tools in government strategies.
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Multilateral Development Banks

Conveners, large-scale financiers, technical assistance providers

1. Provide technical assistance to regional developers and research institutions to meet
due diligence requirements and attract private capital.

2. Co-finance regional R&D infrastructure such as labs and trial sites with governments
and private investors.

n Private Sector and Impact Investors

Developers, manufacturers, capital providers

1. Facilitate regular dialogue among donors, investors, and governments to align priorities,
reduce duplication, and match financing tools to product and disease-specific needs.

2. Invest in high-priority pipeline products, particularly for diseases with strong regional
burden and demonstrable health return.

3. Engage in regional public-private platforms to co-design financing mechanisms like AMCs
that de-risk investments for interventions aligned with public health needs.

Regional and Global Health Institutions

Funders, procurement entities (e.g., WHO, Gavi)

1. Expand WHO pre-qualification support to enable eligibility for global procurement.
2. Integrate new disease priorities into global R&D roadmaps and target product profile.

3. Fund and facilitate pooled procurement mechanisms to incentivise innovation and cre-
ate reliable markets in LMICs.
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