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Advance Words

It is very exciting to see this fully worked out design of an advance market commitment for a neonatal sepsis diagnostic backed 

by so many experts across multiple disciplines. It is exciting because we can save hundreds of thousands of newborn lives and at 

the same time reduce antibiotic resistance by reducing unnecessary antibiotic use. This mechanism also sets out a framework 

for incentivizing future innovations.

—Rachel Glennerster, President, Center for Global Development

It is very exciting to see the team’s hard work and detailed thinking lead to a clear and credible incentive scheme to help crack the 

appalling market failure for a rapid, affordable diagnostic for neonatal sepsis. Beyond the huge applicability of it in this setting, 

success will almost definitely serve as a model for other settings to help improve the prescription and provision of antibiotics 

where they are truly needed and likely to be effective, and to avoid the blanket use where they are often not needed.

—Lord Jim O’Neill, former UK Minister and Chair of the AMR Review

Neonatal infections kill 400–700,000 babies each year, many because they are not diagnosed and treated in time. A rapid diag-

nostic test would fill this gap, help save many lives, reduce the unnecessary use of antibiotics, and be a highly cost-effective 

intervention. This facility would serve as an accelerator, unlocking funding for promising innovations from around the world, 

while supporting those with a high chance of success. We need such partnerships and models to deliver global public goods, 

especially where there is a market failure.

—Soumya Swaminathan, pediatrician, former director of the World Health Organisation,  

and former director of Indian Council for Medical Research

Detect early. Treat quickly. Save lives. Rapid neonatal sepsis diagnostics would be a game-changer for newborn survival. They 

would save lives, reduce unnecessary antibiotic use, and enable timely, targeted care for the smallest and sickest newborns

—Chinyere Ezeaka, Professor of Pediatrics and Neonatology, University of Lagos

Advance market commitments are a generalizable tool that can “pull” important new products into existence. This is an exciting 

application of advance market commitments to a new area beyond vaccines and carbon removal—this time for neonatal sepsis.

—Nan Ransohoff, Founder of Frontier and Head of Climate at Stripe

At CARB-X, we are pleased to serve as the push incentive partner of NeoTest. Linking public health–focused innovation with inno-

vative payment mechanisms is critical to advance antibacterial solutions to the patients who need them. This report illustrates 

how NeoTest—a first-of-its-kind advanced market commitment for antimicrobial resistance diagnostics—could add value to 

the neonatal sepsis diagnostics space, strengthening both investment confidence and the delivery of life-saving solutions. We 

welcome the opportunity to collaborate and learn from this pull incentive as we explore ways in which we can bridge the gap 

between innovation and access going forward.

—Kevin Outterson, Executive Director, CARB-X



NEOTEST:  ACCELER ATING NEONATAL SEP S IS D IAGNOSTICS

5

The lack of diagnostics to determine whether a newborn has or is at risk of developing sepsis is leading to the needless loss of life 

and contributing to the growing threat of antimicrobial resistance, especially in low- and middle-income countries. Developing 

diagnostics for neonatal sepsis is scientifically and commercially challenging, which is why incentives such as Advanced Market 

Commitments are critical. They help to de-risk investment, drive innovation, and accelerate the development of life-saving tools 

for vulnerable newborns and their families.

—Jutta Reinhard-Rupp, interim-CEO, FIND

Sepsis is notoriously difficult to treat without a reliable diagnostic, and it is even more complex and deadly in neonates. This 

exciting report offers the promise of an accelerated breakthrough to significantly reduce death and illness. Through careful anal-

ysis and clear policy vision, the proposed approach outlines a credible path to harness innovative finance and market-shaping 

mechanisms to drive much-needed technological advances. 

—Michael Anderson, CEO MedAccess

Too many newborn deaths are caused not by lack of treatment, but by late or uncertain diagnosis. Neonatal sepsis is exactly the 

kind of problem where science, delivery systems, and market-shaping must come together: innovators need a clear demand 

signal, health systems need solutions that work at the bedside, and clinicians need rapid, affordable tools to act with confidence. If 

we can align incentives around real-world adoption and outcomes, diagnostics can save lives, strengthen antibiotic stewardship, 

and show how private-sector innovation can deliver public health impact at scale.

—Rizwan Koita, Co-founder, CitiusTech and Koita Foundation

The NeoTest facility’s value proposition and potential impact is clear: accurate and rapid point-of-care testing will enable both 

timely antibiotic treatment for sick newborns and support safe antibiotic discontinuation. An affordable and reliable bedside 

diagnostic test could save up to a quarter of a million newborn lives in the next decade.

—Angela Dramowski, Professor of Paediatric Infectious Diseases, Stellenbosch University

What excites me about NeoTest is the combination of rigor and ambition. The problem is urgent and tractable; the mechanism 

is carefully designed; and a formidable group of experts has aligned behind the thesis. Neonatal sepsis kills one newborn every 

45 seconds—not because the science to detect it is out of reach, but because no one has yet made it worth anyone's while to build 

the diagnostic. The NeoTest fund changes that calculus entirely. We at Renaissance Philanthropy are excited about the potential 

of this work and would be eager to see it get supported.

—Kumar Garg, President, Renaissance Philanthropy

Pull mechanisms can be a powerful means of bringing societally valuable innovations to market. The 2009 pneumococcal 

advance market commitment did this for vaccines; NeoTest would be the first for diagnostics. It is exciting to see the mechanism 

applied to an innovation as important as neonatal sepsis diagnostics, which have the potential to save hundreds of thousands 

of newborn lives.

—Michael Kremer, Professor of Economics, University of Chicago
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Executive Summary

Neonatal sepsis kills one newborn every 45 seconds. Defined 

as a bloodstream infection in the first 60 days of life, it is 

responsible for 400,000–700,000 deaths per year—more 

young lives than malaria claims across all ages combined.

Early treatment of neonatal sepsis is highly effective, but no 

rapid diagnostic exists to identify infections early. The only 

available tool—blood cultures—takes more than 48 hours, 

by which time the window for life-saving intervention has 

passed. As a result, clinicians must rely on nonspecific signs 

such as fever, lethargy, and poor feeding to decide whether to 

treat. This imprecise approach leads to the dual problem of 

preventable deaths from missed infections and unnecessary 

antibiotic use, which fuels antimicrobial resistance.

An accurate and rapid point-of-care test would transform 

neonatal care by enabling timely and appropriate treatment. 

We estimate that such a test could save 100,000–280,000 

newborn lives in low- and middle-income countries 

(LMICs) while cutting unnecessary antibiotic prescribing 

for neonates by more than half.

We have coordinated and aligned with the World Health Orga-

nization (WHO) Target Product Profile (TPP) on the diagnos-

tic supported by NeoTest. It calls for a rapid, low-complexity, 

point-of-care or near-patient triage test for newborns and 

infants up to 59 days old to rule in or rule out sepsis at the first 

clinical decision point.

Despite its transformative potential, no such rapid diagnos-

tic exists for neonatal sepsis—not because developing one is 

scientifically infeasible but because the commercial incen-

tives to do so are insufficient.

Market frictions occur for four reasons:

1.	 Commercial returns to innovation are limited. Although 

LMIC health systems may be able to afford paying a price 

equal to the marginal cost of producing tests (or a small 

margin above), this price does not cover firms’ research 

and development (R&D) costs. Firms therefore do not 

have the profit incentive to innovate for these markets.

2.	 First-movers face copycat competition. Diagnostic 

tests are particularly vulnerable to imitation products 

that evade intellectual-property protections, narrowing 

the window during which first-movers can recoup R&D 

costs.

3.	 Diagnostics face adoption risk. A diagnostic generates 

returns only when clinicians use it, requiring guide-

line integration, clinical utility evidence, and securing 

reimbursement. As institutions to support adoption 

are not in place and adoption infrastructure built by 

one firm benefit all, such institutions are systematically 

underprovided.

4.	 Antimicrobial resistance and health-system bene-

fits are undervalued. Diagnostics create value beyond 

improving the care of the tested neonate. They reduce 

antimicrobial resistance by curbing unnecessary 

empiric antibiotic use, lower long-term healthcare 

costs, and improve population-level surveillance. 

Because procurers do not factor these broader benefits 

into purchasing decisions, they do not factor into firm 

development decisions.

To address these market frictions, funding must come from 

public and philanthropic sources, as available commercial 

returns do not justify private investment. NeoTest is a pro-

posed $60 million funding facility designed to accelerate the 
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development, commercialization, and adoption of rapid triage 

diagnostics for neonatal sepsis in LMICs. It plans to deploy this 

capital across three components (Figure ES.1):

	▶ A $20 million milestone payment that rewards the 

first firms to bring a qualifying test meeting the TPP 

to market;

	▶ A $10 million implementation support fund that builds 

the country-level infrastructure needed for adoption;

	▶ A $30 million advance market commitment (AMC) that 

pays a per-test top-up on qualifying tests used.

Together, these components create a pay-for-success mech-

anism that addresses each of the market frictions cited above. 

The fund includes three critical features:

1.	 It pays only for progress. All three incentives are paid 

only upon the successful invention of the target diag-

nostic test. If no successful test is developed, no funds 

are disbursed.

2.	 It lets healthcare workers pick the winners. Instead of 

paying innovators upfront, the AMC rewards the tests 

clinicians actually use. This feature encourages quality, 

efficiency, and real-world fit.

3.	 It invites competition. By rewarding any firm that meets 

the defined performance bar, the mechanism encourages 

diverse approaches—including AI–based solutions—and 

lets competition sort out which firm succeeds first.

Innovation also requires upstream, early-stage R&D fund-

ing. Accordingly, we are working in partnership with the 

Combating Antibiotic-Resistant Bacteria Biopharmaceutical 

Accelerator (CARB-X), a global nonprofit partnership focused 

on supporting the development of new antibacterial products, 

which has committed early-stage R&D funding to support 

neonatal sepsis diagnostics.

With $60 million in funding, the NeoTest facility has an esti-

mated return on investment of $39 per disability-adjusted 

life year (DALY), equivalent to $1,271 to save a newborn life. 

Its benefit–cost ratio (78:1) is considerably higher than that 

of other global health investments (Figure ES.2).

 FIGURE ES.1  Mechanism design of the NeoTest fund

Milestone

$20 million
Implementation

support

$10 million
Advance market

commitment

$30 million

Pays for real-world uptakeUnlocks demandRewards innovation

 FIGURE ES.2  Return on investment of the NeoTest 
fund and other global health investments

787 lives

Antiretroviral
therapy (HIV)

180–290 lives

NeoTest Top GiveWell
charities

<200 lives

Estimated lives saved per US$1 million spent

250

500

750

1,000

Note: Based on our adoption modelling and estimated per-test 
mortality reduction, described in Appendix H.
Source: GiveWell top charities (1) and a meta-review of antiretroviral 
therapy cost-effectiveness.
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1. The Problem: Difficulty 
Diagnosing Sepsis in Newborns

Neonatal sepsis—a bloodstream infection in the first 60 days 

of life—kills 400,000–700,000 newborns every year (2). Infec-

tions account for approximately 25% of all newborn deaths 

globally (3, 4) and are the second-largest cause of newborn 

mortality in low- and middle-income countries (LMICs1) (5).

Left untreated, neonatal sepsis has a mortality of 30% (6–8). 

The risk of death can be dramatically reduced with timely 

administration of effective antibiotics. Early administration 

is critical, as every hour of delay in starting appropriate anti-

biotics increases the risk of death by 7.6% (9).

The current reference diagnostic—blood culture—is too slow 

to guide this first, life-saving decision. Results commonly take 

more than 48 hours (10), require laboratory infrastructure, 

and can be difficult to perform reliably in unwell newborns. As 

a result, blood cultures are performed in only 5% of cases (11).

Given the high mortality rate of neonatal sepsis, clinicians 

cannot wait for blood culture results. They must make initial 

treatment decisions based on clinical signs and symptoms, 

maternal risk factors, basic laboratory markers (such as white 

blood cell count and C-reactive protein) when available, and 

their own clinical judgment (12, 13).

Deciding whether to treat for sepsis is difficult, because a 

newborn with sepsis may not look dramatically ill on initial 

presentation or during the early stages of infection. The baby 

may feed poorly, breathe slightly more rapidly than expected, 

have a fluctuating temperature, or show subtle changes in 

perfusion. These signs are nonspecific: they can indicate sep-

sis, another condition, or normal neonatal variation (14).

1	 We use the World Bank’s definition of LMICs, which is an economy with a GNI per capita below $13,935 as of the 2026 fiscal year.

I watched closely, counting [breaths] in my 
head; I kept asking myself: is this just how babies 
breathe? There was no clear sign that told us to 
act immediately, only a small feeling of unease. 
Neonatal sepsis does not announce itself loudly. 
It hides itself in small changes that are easy 
to miss.

—Pharmacist and mother of a baby  
diagnosed with sepsis, Kenya

Clinical guidelines therefore appropriately err firmly on the 

side of caution. The initial management of possible serious 

bacterial infection (PSBI) is generally based on Integrated 

Management of Childhood Illness (IMCI) guidelines (12), which 

recommend antibiotics when newborns or young infants 

show the specified danger signs. But detection of these signs 

is imperfect (15, 16), especially in busy and lower-resource set-

tings. A systematic review of the clinical signs for diagnosis 

found that even well-applied clinical assessment misses 

over 20% of sepsis cases (17). In models containing only clin-

ical parameters (n = 23 evaluations), median sensitivity was 

67% (3%–100%) and median specificity 72% (11%–99%) (17). 

Roughly 30% of neonates who have sepsis are thus not diag-

nosed or misdiagnosed based on clinical assessment alone, 

and 30% of neonates who do not have sepsis are incorrectly 

diagnosed as having it.
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Sepsis is missed everywhere, more at the 
general hospitals and clinics, where they really 
struggle, maybe they don’t even know how to 
assess the signs right. They don’t know how to 
assess fast breathing and [other signs] properly. 
Some mothers never bring the baby to hospital, 
or they do when it is very, very late, and there is 
little that we can do.

—Neonatologist, Nigeria

Cases are missed at every level, because signs 
are non-specific. The higher risk for complete[ly] 
missed recognition is at lower-level facilities, 
especially when the baby is not dramatic yet.

—Neonatologist, Kenya

As one study notes, “Even with the use of standardized clini-

cal tools, confirming a diagnosis of neonatal sepsis in LMICs 

remains challenging. . . LMIC healthcare facilities lack accu-

rate, affordable, and point-of-care sepsis diagnostics” (18). 

The result is a double failure: Some babies with sepsis are 

missed or treated too late, and many babies without bacterial 

infection receive unnecessary antibiotics, referrals, and hos-

pitalization. Inappropriate antibiotic use contributes to anti-

microbial resistance—a significant issue in neonates (19, 20) 

and the world more broadly (21). Unneeded clinic or hospital 

stays expose neonates to hospital-acquired infections.

A rapid triage diagnostic is needed to reduce uncertainty 

at the moment the first treatment decision is made. Such a 

test would inform whether to start antibiotics immediately, 

continue observation, refer to higher-level care, or safely 

discharge (22). More advanced tools—including pathogen 

identification and antimicrobial susceptibility testing—are 

important for targeting and optimizing therapy once sepsis is 

suspected or confirmed (23). But the first and most important 

diagnostic need is establishing whether a baby is infected at 

all. A rapid triage test addresses this gap. By stratifying which 

newborns are likely infected, it raises the pre-test probability 

and the clinical yield of downstream diagnostics.

[Neonates] are dying because of missed 
infections. Some cases are certainly due to 
resistant infections that we need new antibiotics 
for, but I think most are because they come to 
us late. The thing about resistance in neonates 
is that by the time they come to the tertiary 
hospital, they have had first-line antibiotics 
at a primary health center, some second-line 
antibiotics at a district hospital, and then we 
give them third-line antibiotics [at the tertiary 
hospital] and take cultures for the first time. So of 
course, if you measure the number of resistant 
infections, you say, oh look, 70% of infections are 
resistant. Then we just say that many deaths are 
resistant. But actually, most babies are falling 
through the cracks earlier. They are missed 
at primary and secondary health facilities, or 
treatment is delayed.

—Neonatologist, Pakistan
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2. The Product: A Rapid Triage 
Diagnostic

Diagnostics help inform timely and accurate clinical deci-

sions. Their impact is greatest when they are used widely by 

healthcare professionals and meaningfully fit within clinical 

management pathways.

For diagnostic products that do not yet exist, a Target Product 

Profile (TPP) can be defined that outlines the desired profile 

or characteristics of a new product aimed at a particular dis-

ease (or diseases). TPPs state intended use, target populations, 

and other desired product attributes, including safety and 

efficacy-related characteristics. Such profiles, often created 

by the WHO and other global partners, guide innovation.

TARGET PRODUCT PROFILE
The NeoTest TPP is guided by two main principles:

1.	 It must work well in low-resource healthcare settings, 

including both primary care and hospital settings, from 

subdistrict to tertiary hospitals.

2.	 It should guide the initial care decision, ruling sepsis in 

or out to determine whether to initiate antibiotics for 

newborns with possible serious bacterial infection (PSBI).

The TPP balances accuracy with simplicity, speed, 

near-patient use, small blood sample volume, and minimal 

dependency on supporting infrastructure.

It specifies a diagnostic that requires a capillary (heel prick) 

blood or other less invasive sample given the difficulty of col-

lecting blood in unwell newborns, provides results in under 

30 minutes to guide urgent initial management decisions, 

2	 Any blood-based test that meets the NeoTest TPP criteria would also meet the WHO TPP. The inclusion of analytes other than blood was 
proactively discussed with the WHO, whose primary reason for including only blood was its assessment that it is the most common and 
feasible analyte.

and has a minimum sensitivity of 90% and specificity  

of 80% to ensure accurate and trustworthy information 

(Table 2.1).

The NeoTest TPP builds on earlier versions of a neonatal sepsis 

diagnostic TPP created by global leaders—the Indian Council 

for Medical Research (ICMR), NEST360, FIND, and the WHO—

all of which participated in our working group. A draft TPP 

created by the ICMR (24) built on use case analysis from FIND 

and NEST360 (25) that explored the different objectives of a 

diagnostic. FIND, and then the WHO, undertook an extensive 

process to validate the benefit and feasibility of the proposed 

diagnostic. In mid-2025, the WHO published its TPP (26).

Building on these institutions’ insights and work, we devel-

oped an expert-consensus, evidence-based TPP designed to 

suit the intent of the NeoTest facility. Table 2.1 outlines its key 

parameters; Appendix Table A.1 provides the full TPP.

Our TPP aligns very closely with the WHO TPP.2 The differences 

between them, which have been discussed with the WHO, are 

the following:

1.	 Accuracy: The WHO TPP slightly relaxes the required 

specificity for a test used in primary care (70%) com-

pared with a test used in hospitals (80%). We adopted 

a higher performance characteristic (80% specificity), 

which we deemed essential to building trust, spurring 

adoption, and ensuring safe decision-making for a test 

intended for use across both primary care and hospital 

settings.
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2.	 Price: The WHO TPP specifies a maximum target price 

of US$5 and an optimal target price of US$3 per test. It 

does not specify a target instrument cost, should a test 

require one. Based on our consultations on willingness 

to pay and our analysis of other instrument-based diag-

nostics, we also set the maximum target price at US$5 

and the optimal price at US$3 per test. The difference is 

that we state explicitly that these prices include not only 

the consumables but also instrument costs, mainte-

nance, and servicing, with the latter cost categories 

amortized over the test volume.

3.	 Analyte: The WHO TPP specifies a test that uses a ‘heel 

prick’ or capillary blood sample of 100uL or less. Our TPP 

also allows for analytes that are less invasive than blood, 

such as saliva or wearable-based tests analyzed with 

artificial intelligence (AI).

INTEGRATION INTO CLINICAL 
CARE
A neonatal sepsis diagnostic must be thoughtfully inte-

grated into clinical care. Through our extensive stakeholder 

consultation with physicians and other healthcare workers 

from South Asia and Sub-Saharan Africa (including those 

responsible for publishing national and global guidelines 

for the investigation and management of neonatal sepsis in 

LMICs), we identified the use cases in which a test would and 

would not be useful. Appendix B presents the full report. Three 

conclusions emerged from these consultations.

1.	 The test would benefit the 25%–35% of neonates 

who fall into the “grey zone” (not obviously unwell or 

healthy). The test should be used when there is consid-

erable uncertainty about whether or not a neonate may 

have sepsis. Clinically, this group may include newborns 

who have reduced feeding but are otherwise well, are 

experiencing isolated single fevers, have mildly deranged 

blood work or mildy increased rate of breathing, or have 

specific risk factors (such as maternal fever).

A test would not replace clinical judgment in obviously 

critically unwell infants (5%–15% of all infants), who 

should be treated immediately with antibiotics. It would 

also not be used for universal screening of newborns 

who appear to be healthy (50%–60%), because even with 

a high accuracy test, universal screening would likely 

produce many false positives (Figure 2.1).

Only the 25%–35% of neonates falling into the grey zone 

in a hospital setting would be tested. Among neonates 

brought to a healthcare facility from home (who by defi-

nition would be expressing symptoms that are cause for 

concern), all of them would be tested.

 TABLE 2.1  Summary of the NeoTest target product profile

FEATURE NEOTEST REQUIREMENT
Aim Aid diagnosis of possible serious bacterial infection (PSBI), including bacterial sepsis, among 

newborns and young infants
Target population Infants 0–59 days, including newborns (0–28 days), assessed for PSBI or neonatal sepsis
Use setting Primary care and Level 1–3 hospitals, including subdistrict, district, provincial, and tertiary facilities
Decision supported Whether to initiate antibiotics
Sample Capillary (heel prick) whole blood sample or less invasive analyte; sample volumes must be small
Turnaround time ≤30 minutes essential; ≤15 minutes desirable
Hands-on time ≤10 minutes essential; ≤3 minutes desirable
Accuracy At least 90% sensitivity and 80% specificity essential; higher specificity desirable
Operational profile Low complexity; near-patient; robust to heat, humidity, dust, limited electrical power, 

and lower training levels
Instrument Portable table-top device no larger than 25 x 25 x 25 cm and 2 kg
Affordability $3–$5 per test, inclusive of amortized implementation and maintenance costs
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[A test] would be used a lot; approximately half 
of the babies are in this grey zone. Also, this is 
something that clinicians want; we are using 
clinical judgment and imperfect tests like CRP 
[C-reactive protein] at the moment; the fact that 
we are making do with imperfect tests shows 
that there is a strong demand for something that 
is actually high sensitivity and specificity.

—Neonatologist, South Africa3

2.	 The test would have high uptake, given the difficulty 

of diagnosing sepsis, the high mortality rate associated 

with it, and the growing need to curb AMR. Clinicians 

reported that uptake would be shaped by healthcare 

worker confidence, ease of use, cost, and the clinical 

condition of presenting neonates, with simpler, cheaper, 

and more intuitive tests more likely to be adopted. 

They indicated that they would almost certainly treat a 

neonate who tested positive with antibiotics but would 

not always refrain from using antibiotics if the results 

were negative. They also indicated that adherence would 

be higher where there were clear treatment guidelines, 

capacity for reassessment, and confidence in the test’s 

reliability.

They would certainly start antibiotics if a positive 
test. I think in most cases they would hold back 
on giving antibiotics if there was a negative test, 
especially if a baby is not critical.

—Neonatologist, India

3	 This expert described the grey zone as including substantially more than 25%–35% of newborns. Several other experts also reported a higher 
figure. Our breakdown reflects a conservative assessment.

3.	 A diagnostic test should be designed for use in both 

hospital and primary care settings. Neonates are first 

assessed for sepsis in two types of settings: hospitals 

(subdistrict, district, and tertiary) and primary health 

centers. Understanding the proportion of neonates 

first assessed for sepsis in each type of setting was 

an important goal of our work, as the operational and 

performance characteristics required of a diagnostic in 

hospital and non-hospital settings differ. For example, a 

test intended for use in primary care needs to be oper-

ationally robust (e.g., small to no instrument; tolerant of 

unreliable electrical power, heat, and dust) but may not 

require as high an accuracy as a hospital-based test.

Our stakeholder consultation found that a diagnostic test 

would be of significant value in primary care, as many 

babies are either born in primary care clinics or dis-

charged home and re-present to a primary health center 

with symptoms of PSBI. A meta-analysis of Demographic 

and Health Surveys (DHS) conducted in LMICs revealed 

that 28% of babies in surveyed countries were born at 

home or in birthing centers with limited resources (27). 

Experts also noted that because many hospitals in LMICs 

are resource-constrained, uptake would be higher if the 

test had an operational feasibility akin to that required 

by a primary care setting.

 FIGURE 2.1  Clinical zones of treatment
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Even for hospitals, it has to be able to work in 
settings that really don’t have a lot of resources. 
They might not even have reliable electricity. 
They cannot have a big machine.

—Healthcare worker, Zambia

For tertiary centers in South Africa. . . [the device] 
can probably be quite a large device that is 
highly accurate. But if you want it to actually 
affect the masses, you need something that 
can be used at the patient bedside, that can sit 
on the NICU ward. It has to be small, it should 
run regardless of whether electricity is out, and 
everyone should know how to use it. It should be 
a skill that takes one hour to train how to use, like 
taking a blood pressure.

—Pediatrician, South Africa

Regardless of the setting, you need a test that is 
decentralized, easy to use by someone without 
skill. It should sit directly in the ward, rather than 
in a room or somewhere separately. Especially if 
you want it to be used at a primary health clinic 
or a district health clinic, it should fit on my desk 
or even on my hand. It cannot be a big device.

—Community health worker  
and social activist, India

To extend our confidence in the importance of the Neo-

Test TPP being designed for both primary care and hospital 

settings, we conducted our own epidemiological modeling 

of how individual sepsis cases move through India’s health-

care system (see Appendix C). Estimates from the modeling 

suggest that 36% of neonates with suspected sepsis are first 

assessed outside a hospital (in primary care or community 

settings), confirming that the non-hospital use case is large 

(Figure 2.2).

 FIGURE 2.2  Where neonates are first assessed for neonatal sepsis in India, 2019-21, NFHS-5 and MoHFW
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Note: For more information on our modelling estimates, see Appendix C. Survey data are from 2019–21; some parameters are triangulated across 
data from other years for robustness.
Source: National Family Health Survey (NFHS-5); Health Management Information System (HMIS); Ministry of Health and Family Welfare (MoHFW).
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3. The Value of a Rapid Triage 
Diagnostic

Studies suggest that about 84% of neonatal sepsis deaths 

could be prevented with earlier diagnosis and appropriate 

treatment (28). We conducted a health technology assessment 

(HTA) to examine what share of these deaths could be averted 

with a rapid, rule in/rule out neonatal sepsis diagnostic. The 

HTA was conducted by the Health Intervention and Technol-

ogy Assessment Program (HITAP), the National University 

of Singapore (NUS), and the Center for Global Development 

(CGD), with co-authors from the WHO, AfroHTA, and HTA India; 

it built on prior modelling by FIND and Boston University (29).

The assessment finds that a rapid, point-of-care test (POCT) 

designed to rule neonatal sepsis in or out would reduce the 

number of cases that go undetected by almost two-thirds and 

avert 54% of unnecessary antibiotic prescribing, reducing 

mortality from neonatal sepsis by 12% and sepsis-related 

healthcare costs by 11% (Figure 3.1). Appendix D presents the 

full HTA.

The HTA estimated the potential health and economic impact 

of a diagnostic meeting the TPP. Using a decision tree model 

with a lifetime horizon and healthcare system perspective, 

the HTA compared the impact of a POCT against current 

diagnostic and management pathways for two populations 

of neonates: infants managed in their facility of birth (“inborn 

cohort”) and infants brought into facilities from home or the 

community (“community-presenting cohort”).

We organized the outcomes in terms of three types of value:

1.	 Clinical value measures what the test does at the bed-

side: identifying sick newborns who would otherwise be 

missed and ruling out newborns who would otherwise 

receive unnecessary antibiotics.

2.	 Health system value measures changes beyond the 

bedside: better antibiotic stewardship, fewer inpatient 

stays, fewer hospital-acquired infections, and avoided 

long-term complications.

3.	 Economic value measures what the clinical and health 

system value is worth in DALYs and dollars and the price 

at which the test justifies the health gains.

 FIGURE 3.1  Modeled effect of neonatal sepsis point-of-care testing on mortality, missed cases, and 
unnecessary antibiotic use
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Clinical value
A diagnostic has two direct benefits: It improves identifica-

tion of neonates with sepsis that are currently missed and 

prevents antibiotic use in neonates without sepsis.

Among the inborn and community-presenting cohort, the 

test:

	▶ Increased the number of correctly diagnosed cases (true 

positives) by 17% and 26%, respectively;

	▶ Reduced missed cases (false negatives) by 62% and 70%, 

respectively;

	▶ Prevented the unnecessary administration of antibiotics 

(false positives) by 59% and 51%, respectively.

As a result, deaths from neonatal sepsis declined by 13% in the 

inborn cohort and 9% in the community-presenting cohort. 

Figure 3.2 depicts the average effect across the two cohorts.

Value to health system
The test’s estimated value extends beyond the direct 

health benefits to the diagnosed infant. By correctly rul-

ing out infants without sepsis, the tests avoids nearly 1,000 

unnecessary inpatient bed-days in the inborn cohort (per 

1000 infants). Shorter hospitalization reduces exposure to 

hospital-acquired infections (HAIs)—a major driver of neo-

natal mortality in under-resourced wards—preventing an 

estimated 5.7 HAI cases per 1,000 inborn infants with PSBI 

and reducing deaths from HAI by 20%. Fewer unnecessary 

 FIGURE 3.2  Modeled effect of neonatal sepsis point-of-care testing on diagnostic outcomes, per 1,000 infants 
with PSBI
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Note: Presented results are a weighted average across the inborn and community-presenting cohort.

 TABLE 3.1  Modeled effect of neonatal sepsis point-of-care testing on mortality, disability-adjusted life years, 
total inpatient days, and total healthcare costs per 1,000 PSBI births

OUTCOME STANDARD OF CARE WITH POINT-OF-CARE TEST PERCENTAGE CHANGE
Deaths from neonatal sepsis 39 34.5 –12
Lost DALYs from all causes 1,537 1,370 –11
Inpatient hospital days 4,411 3,860 –14
Healthcare costs ($) 191,674 170,146 –11

https://pubmed.ncbi.nlm.nih.gov/40401334/
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prescriptions would also reduce selection pressure for AMR 

and antibiotic-related long-term complications, such as nec-

rotizing enterocolitis and inflammatory bowel disease linked 

to early-life antibiotic exposure.

Economic value
For every 1,000 inborn babies presenting with PSBI, the 

test would save an estimated 206 DALYs and over $37,000 

in healthcare costs. For every 1,000 community-presenting 

babies presenting with PSBI, it would save 127 DALYs and 

nearly $6,000 in healthcare costs.

Even when key parameters (baseline sepsis prevalence, illness 

severity at presentation, test accuracy, or healthcare costs) 

were varied, the test remained a high-value intervention (30). 

It was both clinically superior and cost-saving in 93% of sim-

ulations for the inborn cohort and 85% for the community- 

presenting cohort.

Benefits not included in our model
Our HTA underestimates the value of a neonatal sepsis diag-

nostic because it fails to capture several important benefits. 

First, by reducing inappropriate antibiotic use in neonates 

without sepsis, a rapid triage diagnostic could both help 

reduce the burden of AMR and extend the effective lifespan of 

existing antibiotic therapies (31). We did not model the latter.

Improved diagnostics will not only help preserve 
the lifespan of existing drugs but also accelerate 
the development and clinical adoption of novel 
therapeutics.

—Industry expert, United States (32)

4	 In a HIC setting, a test would likely need to have a greater specificity, as low rates of sepsis might mean that the primary benefit of a test 
would be in ruling out sepsis.

Second, we modeled the benefit of a diagnostic for neonates 

suspected of sepsis in LMICs. It is possible that, with some 

changes to the immune signature or the technological plat-

form it is used on, a diagnostic test could be adapted for use in 

children up to the age of five or to a high-income country (HIC) 

setting.4 We did not model these benefits because of uncer-

tainty about the likelihood that a neonatal sepsis diagnostic 

would be adapted to a pediatric population or HIC setting.

SCALING MODELED BENEFITS 
TO NEWBORN POPULATIONS 
IN LOW- AND MIDDLE-INCOME 
COUNTRIES
To extend our HTA to the population level, we built a bottom- 

up adoption model across six countries—India, Ghana,  

Kenya, Brazil, Ethiopia, Nigeria—plus a residual LMIC tier. 

For each market, we applied the setting-specific incidence of 

PSBI to projected live births, tracing uptake through a logistic 

adoption curve calibrated to the rollout of comparable diag-

nostics. We then adjusted each market by country-specific 

commercialization probabilities to estimate test use over 

time (see Appendix H for more information on the adoption 

modeling).

Based on this modeled demand, we estimate that NeoTest 

would avert close to 110,000 newborn deaths and save 

3.7 million DALYs over a 15-year time horizon (Figure 3.3).
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 FIGURE 3.3  Modeled lives saved by a neonatal sepsis diagnostic, by country, 2030–45
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commercialization probabilities. Earliest market launch is indexed to 1 year post-test launch.
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4. Technological Feasibility

Our assessment finds that a rapid diagnostic for neonatal 

sepsis is technologically feasible and could meet the WHO 

TPP in the near- to medium-term future (roughly three to 

five years) if incentive pathways are credible.

Our assessment drew on four sources:

	▶ an extensive literature review of candidate test 

modalities;

	▶ interviews with over 20 developers and industry experts 

(anonymized interviews can be shared on request);

	▶ a mapping of firms working on neonatal sepsis or adja-

cent technologies (see Appendix E);

	▶ comparison with existing point-of-care platforms for 

other infectious diseases.

This assessment led to several conclusions (Table 4.1):

SCIENTIFIC BASIS OF A TEST
Industry experts believe that the development of a 

diagnostic test is technically feasible.

A test would likely interpret the host response to infection, 

through either biological host responses (via several biomark-

ers or a molecular signature) or clinical information (such as 

real-time vitals data) (33). It would likely require a compact 

instrument or reader with an algorithmic component, poten-

tially leveraging AI, to interpret host response information 

into an actionable binary or semi-quantitative result.

Although the biological basis of sepsis is not well understood, 

there is strong emerging evidence of many different potential 

approaches to measuring host-immune response (34). Each 

of these approaches—immunoassay, molecular, morphody-

namic, and clinical data enhanced through AI—shows strong 

potential. It is unclear which approach is most likely to deliver 

a diagnostic that meets the TPP (Table 4.2).

This assessment of the feasibility of a neonatal sepsis diag-

nostic is further strengthened by a comparison with other 

point-of-care diagnostics with a similar biological basis that 

are approved and widely used (see Appendix E).

 TABLE 4.1  Technological feasibility of a rapid triage diagnostic for neonatal sepsis

FEATURE PROJECTION
Scientific basis 
of a test

The most likely scientific basis of a test is a host immune response to infection, such as a multiplex 
immunoassay, a molecular assay, a morphodynamic cell function, or wearable-based test. 
Many companies are integrating AI into diagnostics to improve performance and accuracy.

Innovator 
landscape

Firms are already working on neonatal sepsis, adjacent sepsis diagnostics, or adaptable 
point-of-care platforms.

Competition and 
leading firms

There is no clearly superior scientific approach or a leading set of firms.

Technical 
challenges

Although firms anticipate technical problems in developing a neonatal sepsis diagnostic—such as 
working with small blood volumes and unclear regulatory processes—they are surmountable with a 
sufficient demand signal and expected commercial returns.
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We have enough background on the scientific approach to make a test of this nature work. A lot of cytokines 
are interesting. In the review of molecular assays we did, a lot were very close to the performance required. It 
is exciting with AI, using heart rate rhythm and other things to diagnose neonatal sepsis. Especially in age of 
-omics [proteomics; multinomics], we are seeing very accurate tests with a drop of blood.

—Industry expert, Canada

We could make a test easily. We have been interested in neonatal and maternal sepsis; it is a natural 
progression of the utility of our platform. Ultimately, if there was money to get this to a working platform that has 
been cleared by the regulatory authorities, we would.

—Innovator, United States

Technology has come a long way in the last 10 years. Having a look at the different devices, the technology is 
there. It might need some fine tuning.

—Industry expert, United Kingdom

 TABLE 4.2  Summary of the scientific basis of a rapid triage diagnostic for neonatal sepsis

MEASURE EVIDENCE NOTES
Immunoassay
Measures combinations of host response 
proteins or inflammatory markers; 
examples include immunochromatogra-
phy, microfluidic, electro-immunoassay, 
nanofluidic, and digital ultra-sensitive 
immunoassays.

Individual biomarkers are not 
sensitive enough, but combina-
tions show promise (35–37).

Multiplex immunoassay platforms are 
mature; the main barrier is establishing 
the combination of biomarkers. Several 
firms are developing multiplex immu-
noassays that would meet the TPP 
requirements.

Molecular
Genetic material (DNA/RNA) and immune 
signatures (either RT-PCR or isothermal 
NAAT).

Meta-analysis of 68 studies 
reveals pooled sensitivity of 
0.91 (95% confidence interval 
0.85–0.95) and specificity of 0.88 
(0.83–0.92) (37).

Immune signatures meet (or are close 
to meeting) required accuracy; the 
main barrier is the operational require-
ments (size of instrument, robustness) 
required by the TPP, although several 
firms are likely to meet them.

Morphodynamic cell function
Cell morphology and function. Evidence is limited, but several 

studies show promising sensitivity 
and specificity (38, 39).

Promising; would likely meet the TPP 
if basic R&D were derisked.

Clinical data easily collected and analyzed through AI
Vitals data (heart rate, blood pressure, 
temperature, oxygen saturation) collected 
automatically and over the course of sev-
eral minutes and subsequently integrated 
with AI algorithms.

Data from academic studies 
and innovators in this space are 
promising (8, 19).

Several companies are work-
ing on wearables, but it is unclear 
whether they would meet accuracy 
requirements.
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INNOVATION LANDSCAPE
We conducted a mapping of firms working directly on neona-

tal sepsis or in adjacent fields (e.g., pediatric or adult sepsis) 

and firms with relevant POCT or near-POCT devices.

We used three approaches to identify the firms:

1.	 coordinating with FIND and NEST360, which conducted 

a large survey of innovators (contacting over 150 innova-

tors, 30 of which responded) (40);

2.	 reviewing the landscape-mapping exercises conducted 

by the India Health Fund, PACE, and CARB-X;

3.	 conducting our own search.

We identified 43 firms working either directly on neonatal 

sepsis rule in/rule out diagnostics or on diagnostics with 

strong potential to be adapted to neonatal sepsis. The latter 

5	 Interviews can be shared on request.

included firms working on either one of the promising tech-

nology types identified above or on diagnostics for pediatric 

or adult sepsis triage. We spoke to 24 of these firms, focusing 

on those at more advanced stages of development.5 The results 

revealed three key takeaways.

1.	 Several firms are working directly on neonatal sepsis 

diagnostics. Some of them are in early R&D stages or 

are clinically validating prototypes. Most would require 

further development or modifications to their cur-

rent development pathway to address R&D challenges 

(outlined below in “Innovation Challenges”) to meet the 

NeoTest TPP. A broader set of companies have mature 

POCT platforms that could be adapted for a neonatal 

sepsis application. These firms indicated that such an 

adaption could be possible.

 TABLE 4.3  Descriptions of the 10 most promising firms that could meet the NeoTest TPP

LOCATION APPROACH STAGE OF DEVELOPMENT
Asia Reverse Transcription Polymerase Chain Reaction 

(RT-PCR) and Reverse Transcription Loop-Mediated 
Isothermal Amplification (LAMP) using mRNA signature

Mature and miniaturized mRNA platform 
used for other indications; no specific sepsis 
signature

Multiplex immunoassay Approved products throughout Asia; 
interested in neonatal sepsis, no active trial

Canada RT-PCR using a neonatal mRNA signature Clinical validation of an immune signature 
for pediatric sepsis; some validation 
of a neonatal signature

Europe Immune cell morphodynamics on a small benchtop 
machine

Early clinical validation trials

United Kingdom Multiplex immunoassay Clinical trials for pediatric sepsis; no active 
trial for neonatal sepsis, though interested

United States Clinical data integrated into AI–driven algorithm Working on pediatric sepsis; starting a trial 
for neonatal sepsis soon

Multiplex immunoassay Approved in the United States for adult 
sepsis; considering a neonatal application

Multiplex immunoassay Promising trial data for neonatal sepsis; 
clinical validation trials underway

RT-PCR using two gene signatures Approved product for adult sepsis; interested, 
but no active trial for neonatal sepsis

Wearable that continuously monitors vitals integrated 
with AI algorithm

Approved as vitals monitor in Sub-Saharan 
Africa; working on the sepsis prediction side 
(early validation trials)
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2.	 Promising technologies are unlikely to progress to 

commercialization without a clear demand signal. It is 

relatively easy for firms to enter the neonatal sepsis 

space: Early-stage R&D work is largely grant funded 

and requires relatively little capital. The downstream 

development stages—validation, regulatory approval, 

manufacturing, and commercialization—are substan-

tially slower and costlier. Firms invest in such devel-

opment only when the end-market is attractive—and 

without outside intervention, LMIC markets are rarely 

attractive on their own. Accordingly, early-stage R&D 

for diagnostics with a primary use case in LMICs does 

not progress through to later development stages. Firms 

capable of bringing these diagnostics to LMIC markets 

prioritize larger, more predictable markets instead.

We won’t [focus on neonatal sepsis diagnostics] 
unless the incentives are there. Technically, we 
think the R&D team can get it done, [we] just 
haven’t focused in on it.

—Diagnostic developer working on pediatric 
sepsis, United States

We need a recurring budget for R&D to generate 
clinical trial evidence, which we currently don’t 
have.

—Diagnostic firm working on  
neonatal sepsis, India.

[We] need a clear message that there is a big 
issue there and that physicians would want and 
use a test.

—Diagnostic developer, Europe

3.	 The field remains fragmented, with no clear leading 

firm or technology. Innovation is spread across firms of 

different sizes and in different places, including small- 

and medium-size companies and large diagnostic firms 

across Europe, North America, and Asia. The fact that we 

were unable to identify a single leading firm or technol-

ogy is consistent with a market that has scientific prom-

ise but has not yet received the investment or demand 

signal needed to converge toward a small set of firms at a 

later stage of development.

Table 4.3 presents information on the ten firms we found most 

promising with respect to their ability to meet the NeoTest 

TPP. Additional information on these or other firms we spoke 

to is available upon request.

INNOVATION CHALLENGES
Interviews with developers supported our conclusion that 

a rapid triage diagnostic for neonatal sepsis is technically 

feasible. These interviews also identified the following 

technical and commercialization barriers:

	▶ Very small blood volumes: Some developers described 

adapting platforms to use very small neonatal blood 

volumes as a challenge (41). Others already had 

platforms designed to use small volumes of blood.

	▶ Need to achieve both high sensitivity and useful speci-

ficity: The test must maintain high sensitivity so that sick 

newborns are not missed but be specific enough to avoid 

overtreating well newborns.

	▶ Low-resource settings: The test must be robust enough 

to function reliably outside well-equipped laboratories 

and simple enough for primary care and low-level hos-

pitals to use.

It is about getting the technology on a simple 
device that is usable. The technical background 
is already there.

—Industry expert, Canada

	▶ Need to perform across neonatal subgroups: Sensitivity 

must hold for infants of all ages (up to 60 days), prema-

turity status, and the primary locations in which sepsis is 

suspected (hospital or community).

	▶ Small scale: Many developers described their target price 

and cost of goods sold (COGS) as within our TPP range—

with the caveat that such a price could be achieved only 

if demand were sufficiently strong for them to scale up 
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their manufacturing. One developer indicated that its 

test price of €10 could fall by half if volume increased 

substantially; several other firms noted similar expected 

price reductions with volume. Analysis of the cost per 

test of comparable diagnostics with established markets 

is consistent with these claims (see Appendix E).

	▶ Slow regulatory processes in LMICs: Several firms men-

tioned that slow regulatory approval processes present a 

significant opportunity cost, encouraging them to focus 

on well-established regulatory systems in high-income 

markets.

AI is opening the skies of possibility, yet discovery 
collides with the crawl of outdated approvals 
and trial processes. This is the first handcuff.

—Industry expert, India (42)

	▶ Unclear regulatory standards: The regulatory and 

evidentiary standard against which a de novo neona-

tal sepsis triage test should be assessed is unclear. To 

address this problem, several working group members—

including CGD, FIND, the ICMR, and other technical 

partners—are conducting a technical consultation on 

the evidentiary and regulatory pathway for a de novo 

rapid triage diagnostic. This consultation will inform 

acceptable regulatory standards in India’s Central Drugs 

Standard Control Organisation (CDSCO) and the WHO’s 

Prequalification Programme.

	▶ Lack of a clearly broadcasted demand signal: The lack 

of a clear demand signal from countries discourages 

firms, which tend to prioritize high-income or better- 

established markets.

We need a clearly broadcasted demand signal, 
with the promise of returns. The promise of jam 
tomorrow doesn’t work today.

—Diagnostic developer, United Kingdom
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5. Market Challenges in Developing 
and Commercializing New Diagnostics

We identified market barriers by drawing on three sources:

	▶ interviews with diagnostic developers (including devel-

opers working on neonatal sepsis diagnostics);

	▶ case studies on the innovation, adoption, and rollout of 

comparable POCT diagnostics in LMIC markets;

	▶ the literature on the economics of innovation.

This work revealed that diagnostic developers considering 

LMIC markets face barriers at different points in the product 

lifecycle (Figure 5.1). Pre-approval barriers affect investment 

in discovery, prototyping, and clinical validation. Post- 

approval barriers affect whether a successful product is 

adopted, procured, and used at scale. Pre-approval barriers 

primarily affect innovation. Post-approval barriers inhibit 

both innovation and access, because barriers that suppress 

adoption or procurement also suppress lifetime product 

revenues, reducing the reward from innovation.

HIGH DEVELOPMENT COSTS
Bringing a point-of-care diagnostic to market involves a series 

of capital-intensive stages, including investing in assay devel-

opment, platform adaption and engineering, and multisite 

clinical validation in neonates (43). Clinical validation is partic-

ularly demanding, as small blood volumes make recruitment 

challenging and culture-confirmed cases are difficult to enroll 

at adequate statistical power.

Across interviewed developers, total costs incurred up to and 

including regulatory approval averaged $15–$23 million over 

six to seven years. These costs are incurred years before any 

revenue begins. For indications without a sizable, lucrative 

HIC market, the opportunity cost of dedicating R&D capacity 

to them is high (44).

 FIGURE 5.1  Pre-and post-approval market challenges in diagnostic markets

High development costs

Regulatory uncertainty

Pre-approval barriers

Substantial investment required for
R&D, clinical validation, and trials. 

Complex, evolving, and unpredictable 
requirements increase time and cost. 

Limited protection of returns

Weak IP protection limit potential
returns on investment.  

Constrained healthcare budgets

Limited public spending and high
OOP costs require thin operating
margins. 

Fragmented & uncertain demand

No buyer is large enough to underwrite
manufacturing to unlock economics
of scale and bring unit costs down. 

Undervalued positive externalities

AMR, stewardship gains, and better
surveillance are not internalized at
the point of use. 

Post-approval barriers

1

2

3

4

5

6



NEOTEST:  ACCELER ATING NEONATAL SEP S IS D IAGNOSTICS

27

LIMITED INTELLECTUAL-
PROPERTY PROTECTION
Diagnostics have less intellectual property protection than 

therapeutics and vaccines (45). Many biomarkers are unpat-

entable, and immune signatures can often be reverse- 

engineered from published validation studies and regulatory 

filings (46).

In interviews, developers reported that they rarely resorted 

to patents to preserve the returns on their innovations, 

depending instead on platform complexity, manufactur-

ing know-how, accumulated clinical data, and having lower 

prices than their competitors. The effective exclusivity period 

for an innovation is therefore defined by how rapidly com-

petitors can reverse-engineer a diagnostic. This exclusivity 

window is important because it is when first-movers recoup 

the higher development and commercialization costs associ-

ated with pioneering scientific advances, regulatory approval, 

procurement processes, and country adoption pathways. If 

firms cannot recover these costs before follow-on compet-

itors undercut prices, they are unlikely to seriously attempt 

innovation.

CONSTRAINED HEALTHCARE 
BUDGETS
The invention of a diagnostic does not guarantee wide uptake 

in LMICs; the test must also be affordable. In low-income 

countries, combined government and donor health spend-

ing averages $17 per capita (47), of which only 3.5%–4.6% is 

dedicated to laboratory medicine (48). High out-of-pocket 

costs and limited government health spending in LMICs mean 

diagnostic prices must be low to achieve broad uptake, sup-

porting only thin operating margins. Firms anticipate these 

constraints, which reduce ex ante R&D incentives while also 

limiting ex post commercialization.

UNDERVALUED POSITIVE 
EXTERNALITIES
Diagnostics generate value beyond the immediate clini-

cal act for which they are bought: they help avert empiric 

antibiotic use, reduce unnecessary hospitalization and 

hospital-acquired infections, help improve population-level 

surveillance, and reduce the risk of long-term complications 

and their costs. Because this value is diffuse and does not 

accrue solely to the individual or facility buying the test, it is 

not factored into procurement decisions. Current health tech-

nology assessment methods compound this problem: only 5 

of 20 published economic evaluations of point-of-care diag-

nostics incorporate societal AMR costs, even though several 

interventions became cost-saving once societal AMR costs 

were included (49). The result is that prices reflect a small 

share of the true social value of a test.

[Existing health technology assessment] 
frameworks fail to capture the full value of 
diagnostics, including operational efficiencies, 
system-level benefits, and long-term population 
impacts such as AMR mitigation. The omission 
of these broader and often “hidden” value 
elements, combined with difficulties in attributing 
downstream clinical benefits, results in health 
gains frequently being credited to subsequent 
antibiotic treatments alone, while diagnostics 
are primarily viewed as a cost rather than an 
investment.

—Office for Health Economics (50)

FRAGMENTED AND UNCERTAIN 
DEMAND
Unlike vaccines, for which Gavi coordinates procurement at 

scale across LMICs, diagnostics have no centralized global 

procurer. Demand is dispersed across dozens of LMICs and 

often fragmented within them across national, state, and local 

https://www.ohe.org/wp-content/uploads/2026/04/Hassan-S.-et-al.-2026-The-value-of-fast-diagnostics-in-time-critical-infections.pdf
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procurement agencies. Because each country often requires 

its own regulatory submission, distributor arrangements, and 

tender process, entering a market carries a high fixed cost. 

As a result, when firms do concentrate on LMIC markets, 

they focus on the few that are large enough to justify entry, 

passing over the many smaller ones. Doing so harms both 

firms—which cannot cost-effectively unlock the additional 

volume that would help justify the initial R&D expense and 

decision to scale up manufacturing—and patients, who never 

gain access to the test.

The problem with all of this is that diagnostics 
are very hard to sell. Let’s say you invest all of this 
money, come out with a solution for sepsis, and 
then nobody buys it. You face lots of regulatory 
hurdles within each individual country—there’s 
lots of friction in each market.

—Diagnostic developer, Europe

The result is a low-volume, high-risk equilibrium, in which 

barriers reinforce one another:

	▶ High fixed R&D costs raise the revenue a firm needs to 

justify entry;

	▶ Weak intellectual property protection shortens the 

period in which a first-mover can earn above-competi-

tive returns;

	▶ Low willingness to pay caps the unit price a firm can 

charge;

	▶ Fragmented demand caps the volume a firm can expect 

to sell;

	▶ Uncertain adoption makes future revenue hard to fore-

cast at the point of investment.

Each barrier is manageable in isolation. Combined, how-

ever, they push diagnostics for LMIC indications below the 

threshold at which a rational firm would invest, even when 

the science is plausible and the clinical need great.
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6. The NeoTest Facility: A $60 Million 
Pull-funding Mechanism

Public funding for innovation typically operates through two 

channels: “push” funding, which pays for inputs (e.g., research 

grants) and pushes ideas out of the lab, and “pull” funding, 

which pays for outputs (e.g., prizes and advance commitments) 

and pulls them all the way to market. The latter incentivizes 

innovation by creating demand for a specific product, which 

draws private investment towards it.

The NeoTest facility seeks to deploy $60 million in pull incen-

tives across three components to close the gap between what 

a successful neonatal sepsis diagnostic is worth to society and 

what developers need to justify investing in R&D (Figure 6.1). 

Each component targets a different market friction in the 

development ecosystem; together, they form a single pay-

for-success mechanism.

This hybrid pull mechanism has two key benefits:

1.	 It pays on delivery, so funders do not have to bet on 

firms upfront. No technological approach or firm is 

clearly ahead. Rather than asking funders to pick a 

winner among these firms, the mechanism draws in 

the whole field, paying out only to the firm or firms that 

develop a test that meets the TPP.

2.	 It is designed to catalyze and sustain a long-term 

market. Because the advance market commitment 

(AMC) pays out per unit rather than as a lump sum, a 

firm’s reward scales with usage, giving firms a continued 

incentive to build adoption infrastructure and reduce 

unit costs. A consequence is that the market should 

remain and sustain itself after the subsidy ends.

The NeoTest pull fund is collaborating with existing push- 

funding efforts for rapid triage neonatal sepsis diagnos-

tics. Push funding is essential for derisking early-stage 

science; when combined with pull funding, developers gain 

the confidence that their innovations have both a develop-

ment pathway to advance through and a viable market at the 

end of it.

 FIGURE 6.1  Components of the $60 million NeoTest facility
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NEOTEST PARTNERS WITH CARB-X

NeoTest is actively partnering with CARB-X, the 
world’s leading push funder for AMR diagnostics 
(as well as preventatives and therapeutics). 
CARB-X provides non-dilutive grants, gated 
milestone payments, and customized scientific 
support for early-stage R&D projects. It has 
already committed US$10 million in push funding 
to neonatal sepsis diagnostics. Its 2026 funding 
call is targeting a rapid triage test that is aligned 
with the TPP used by NeoTest. Together, CARB-X 
and NeoTest support a healthier economic 
ecosystem for the development and deployment 
of much-needed neonatal sepsis diagnostics.

For more details on the rationale behind the mechanism 

design and alternatives we considered, see Appendix F.

THE MILESTONE COMPONENT
Description
A $20 million prize will be awarded for the firm (s) that obtain 

regulatory approval for a product that meets the TPP (in addi-

tion to other criteria specified below). The first qualifying firm 

will receive $5 million. A 12-month eligibility window will then 

open; when it closes, the remaining $15 million will be divided 

equally among all firms that meet eligibility criteria, including 

the first qualifying firm.6

Purpose
The first developers to bring a TPP–compliant test to market 

create a public good: They prove technical feasibility, clar-

ify the regulatory pathway, and validate the LMIC commer-

cial market. Once that knowledge exists, follow-on entrants 

(including low-cost copycats) can free-ride on it, eroding the 

first-mover’s ability to recoup its investment. The milestone 

therefore compensates first-movers upfront, independently 

of whatever market share they later capture.

6	 For example, if a firm qualifies and no other firm qualifies before the 12-month window closes, that firm receives the remaining US$15 million, 
giving them US$20 million in total. If a second firm qualifies within the window, the US$15 million is split equally between the two: the first 
firm receives US$5 million on qualification and a further US$7.5 million when the window closes, while the second firm receives US$7.5 million 
when the window closes. If three further firms qualify within the window, the $15m prize is split four ways: each of the three later firms receives 
US$3.75 million when the window closes, while the first firm gets their initial US$5 million + US$3.75 million.

Eligibility
An expert committee will determine whether firms meet 

milestone eligibility against pre-specified criteria. These 

criteria include the following:

1.	 Compliance with the TPP (meeting the minimum 

requirements of each criterion). Firms are not addition-

ally rewarded for meeting “optimal” criteria or achieving 

better performance outcomes than competitors.

2.	 Regulatory approval through a WHO prequalification or 

a pre-approved Stringent Regulatory Authority (SRA).

3.	 An independent cost-of-goods sold (COGS) audit con-

ducted by a pre-established list of vendors, demonstrat-

ing that the COGS can allow the firm to meet the price 

point specified in the TPP.

4.	 A binding commitment to commercialize the product in 

LMICs within a defined window.

5.	 The delivery of pilot units.

Thinking behind the design
The two-tranche, 12-month structure frontloads a meaning-

ful, liquid reward for the first- mover, avoiding a winner-take-

all dynamic, which may disincentivize competitor firms. The 

window is set wide enough for parallel development efforts 

to qualify but not wide enough to allow for true reverse- 

engineering purely from observing the first mover’s approved 

product.

The commercialization commitment to LMIC markets pre-

vents the milestone from going to firms with no intention of 

entering them. The COGS audit enables both procurers and 

the administrator to examine the marginal cost of the win-

ning diagnostic(s). Doing so prevents procurers from negoti-

ating procurement tenders below a developer’s sustainable 

production cost and allows the expert committee to evalu-

ate a test’s marginal cost as part of the milestone eligibility 

determination.
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THE IMPLEMENTATION SUPPORT 
COMPONENT
Description
A $10 million pool will be allocated through a competitive 

request for proposal (RFP) process open to LMIC governments, 

NGOs, implementers, and multilateral partners. RFPs will be 

evaluated against transparent criteria.

Purpose
The implementation support fund builds the country-level 

infrastructure that helps turn an approved product into a 

routinely used one. Because there is no centralized global 

procurer for diagnostics, a firm bringing a new test to 

market must navigate dozens of country-specific systems, 

each with its own regulatory processes, essential diagnostics 

lists, treatment guidelines, procurement practices, training 

pipelines, and clinical workflows. Even a technically excellent 

TPP compliant test can fail to reach patients because the 

institutional structure for adoption does not exist.

Eligibility
Eligible activities could include, but are not limited to, those 

outlined in Table 6.1.

7	 A procuring body is an entity that purchases diagnostics within an LMIC health system. Such bodies include ministries of health, NGOs, 
individual facilities, and multilateral partners. Examples include the Kenya Medical Supplies Authority (KEMSA), the Tamil Nadu Medical 
Services Corporation, and UNICEF’s supply division.

Thinking behind the design
Implementation support is deliberately flexible, because the 

binding constraint differs across markets. In one country, it 

may be the absence of clinical trial data on its population; in 

another, it might be an outdated essential diagnostics list or 

the lack of a procurement entity with authority to aggregate 

facility-level demand. A rigid category-by-category allocation 

would force the facility to spend against the wrong constraints 

in some markets.

THE ADVANCE MARKET 
COMMITMENT (AMC) 
COMPONENT
Description
A $30 million subsidy pool will pay a per-test top-up for 

6 million units: $7 for the first 2 million qualifying tests, $5 

for the next 2 million, and $3 for the last 2 million (Figure 6.2). 

The top-up is in addition to the country co-payment, which is 

the price paid by the procuring body7 of an LMIC for the test 

(i.e., what it would have counterfactually paid in the absence 

of an AMC).

Once the AMC subsidy is exhausted, the mechanism no lon-

ger operates. The diagnostic would then be procured at an 

 TABLE 6.1  Eligible activities under the implementation support fund

ACTIVITY DESCRIPTION
Clinical utility evidence Local or multi-country studies to build confidence and support regulatory and guideline 

decisions
Guidelines and an essential 
diagnostic list

Support for updates to treatment guidelines, essential diagnostics lists, and referral 
pathways

Procurement readiness Tender design, demand aggregation, volume planning, and co-pay arrangements
Workflow integration Training, checklists and facility-level implementation support
Targeted demand support Limited volume guarantees or conditional subsidies where demand credibility is the 

main barrier
Learning and verification Monitoring of uptake, use, outcomes, and operational lessons for future diagnostic 

mechanisms
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unsubsidized, market price, which we term the “tail price.” 

We anticipate the tail price would be anchored to the coun-

try co-payment of $3–$5 per test. Ideally, this price would be 

even lower if the market were competitive by the end of the 

subsidy period (which the firm-agnostic nature of the AMC 

encourages). The tail price is not a contractual outcome of 

the mechanism; it is an intended outcome—one we think the 

unique design of NeoTest has a strong chance of achieving.

Purpose
The primary purpose of the AMC (as with the milestone) is to 

increase returns to, and thereby incentivize, innovation. The 

distinctive way in which an AMC distributes this funding aligns 

development incentives to health system needs.

Because the mechanism pays only as tests are procured, firms 

must factor in real-world clinical workflow throughout the 

development process. If firms design a test that is not useful, 

clinicians will not buy it, and firms will not be able to cap-

ture the subsidy. Moreover, because the mechanism remains 

open to any firm meeting the TPP, commercial returns depend 

not only on developing a clinically valuable test but also on 

outperforming competitors. This feature creates an ongoing 

incentive to produce tests that are inexpensive, easy to use, 

and increasingly informative (for instance, by incorporating 

pathogen identification and antimicrobial susceptibility data). 

Over time, these features will help guide the market toward 

a long-run, sustainable purchasing price (the tail price) once 

the subsidy runs out.

Eligibility
Any firm selling a test in public LMIC markets that meets the 

TPP is eligible for the top-up. A firm need not have been a recip-

ient of the milestone component to be eligible for the AMC.

Thinking behind the design
The AMC is designed to benefit three groups of stakeholders: 

users (patients and countries), developers, and funders.

Patients and countries

	▶ Because the subsidy goes only to the tests that are 

procured by in-country facilities or local procurers, it is 

on-the-ground stakeholders who direct financial flows. 

Funders cannot push a chosen test into the system; 

rather, patients, clinicians, and facilities reward the test 

they prefer.

	▶ Because the subsidy is firm-agnostic, firms must com-

pete for it. Competition encourages firms to both lower 

prices and make the diagnostic more valuable to patients 

and clinicians.

 FIGURE 6.2  Stylized representation of AMC subsidy pool disbursement
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Developers

	▶ The subsidy replaces the role that patent-protected 

profits play in high-income markets, enabling firms to 

recover development and commercialization costs they 

could not otherwise recoup at standard price points in 

LMIC markets. Unlike a patent, however, the mechanism 

does not increase costs for health procurers or out- 

of-pocket costs for patients—an important feature for 

LMICs, given their constrained healthcare budgets.

Funders

	▶ Because patients and countries decide which tests to 

buy and use, funders pay only if a test is used. A test that 

is developed but not adopted triggers no disbursement 

from funders, eliminating the risk of funder capital 

rewarding a test that has little real-world value and 

utilization.

	▶ By not picking winners, an AMC is firm-agnostic, shifting 

risks from funders to firms. Only firms that privately 

judge that they can meet the TPP and achieve real- 

world uptake will stake their own capital to enter. For a 

neonatal sepsis diagnostic, this is important, as there 

a range of factors which make it difficult for funders to 

reliably identify the leading firms in advance (e.g., firms 

are globally disbursed, integration into clinical workflow 

and trustworthiness are difficult to screen for in a TPP).

TIMELINE
The facility is expected to have a 10-year lifecycle from 

announcement to completion (Figure 6.3).

WHY $60 MILLION?
A larger funding facility motivates more firms to develop a 

test that meets the NeoTest TPP, increasing the chance that 

at least one reaches market. But this comes with diminishing 

returns: each additional firm drawn in costs proportionally 

more than the last, so each additional dollar buys a smaller 

increase in the probability of at least one firm getting to mar-

ket. Sizing the facility is therefore a matter of finding the point 

at which the chance of success is reasonable but each addi-

tional dollar put in still meaningfully raises it.

To find that point, we first estimated the expected cost for a 

firm to commit to the full development pathway and the per-

firm probability of success. We also considered expected 

revenue from developing a test (outside of that rewarded 

by our facility), existing push funding, and risk premia, rec-

ognizing that paying firms only upon development of a test 

entails risk. These parameters were drawn from over 700 data 

points collected from the academic literature (49–54), case 

studies, expert consultations, and interviews with 24 diag-

nostic developers. These firm-level inputs anchor our stage-

wise costs, durations, and probability of success parameters 

(see Appendix G).

We input these parameters into the Market Shaping Acceler-

ator’s pull-incentive sizing tool (55), which generates a curve 

mapping facility size to the probability that at least one com-

pliant diagnostic reaches market (Figure 6.4). From this curve, 

we chose $60 million, which corresponds to a 70% chance of 

success and is before the point where diminishing returns 

set in.

 FIGURE 6.3  Stylized timeline of NeoTest, 2026–36
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The $60 million fund size is our target, but not a ceiling; we 

aim to raise more. A larger fund would attract more firms, 

increasing both the probability of a diagnostic being success-

fully developed, as well as the speed of its development and 

adoption. Although a larger fund risks overpaying the winner, 

the benefit–cost ratio remains highly favorable even at higher 

funding levels (see Section 8), because the social benefits of 

an effective neonatal sepsis diagnostic are so large.

 FIGURE 6.4  Target probability of success at selected pull incentive sizes
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7. Country Engagement

NeoTest is structured to be responsive to country demand 

and needs. A diagnostic generates AMC payments only if it 

is affordable, operationally suitable, and clinically trusted 

enough to be taken up by LMIC health systems.

It also avoids paying for innovation that does not translate 

into impact. A recurring challenge in diagnostics is the 

creation of products that are technically strong but still fail 

to achieve scale because they do not fit procurement systems, 

clinical workflows, financing constraints, or implementation 

realities (56). Because payment of the AMC is contingent on 

country uptake, we sought to validate that there are coun-

tries likely to be early adopters and to understand their needs, 

perspectives, and likely pathways to adoption.

PLAUSIBLE EARLY ADOPTERS
To identify where early adoption is most plausible (57), we 

prioritized countries with the following characteristics:

	▶ The burden of neonatal sepsis is great.

	▶ Neonatal mortality, infection management, and/or AMR 

are salient policy concerns.

	▶ Procurement and regulatory systems can feasibly intro-

duce a new diagnostic.

	▶ Health system infrastructure and financing can support 

use at scale.

This process identified eight countries—Brazil, Ethiopia, 

Ghana, India, Kenya, Nigeria, South Africa, and Tanzania—

that seem most plausible as early adopters.

India has been a focus of this process. It has one of the world’s 

largest neonatal sepsis burdens. It also has a substantial 

domestic diagnostics ecosystem and has directed policy 

attention to neonatal sepsis and newborn survival. It is also 

a complex adoption environment, because procurement is 

decentralized. Many decisions are made at the state level, but 

national technical bodies and ministries remain important 

for guideline setting, evidence generation, and market sig-

naling. For this reason, our work in India has focused on both 

national policy and “bottom-up” implementation pathways. 

Accordingly, the NeoTest team has been coordinating with 

the Indian Council of Medical Research (ICMR) and the Min-

istry of Health and Family Welfare (MHFW); additionally, the 

health technology assessment (HTA) described in Section 3 

was undertaken with Indian partners at HTA India, a govern-

ment agency within the Department of Health Research.

Alongside work in India, we have undertaken targeted out-

reach and scoping activities for Brazil, Ethiopia, Kenya, 

Nigeria, and South Africa, with further analysis continu-

ing through PATH. Based on these conversations, we found 

that there is clear interest in, and capacity for, adoption of a 

neonatal sepsis diagnostic across the eight countries. Stake-

holders consistently identified neonatal sepsis diagnosis as 

an important unmet need and viewed a rapid diagnostic as 

a valuable addition to existing care pathways. Although no 

country was able to commit to procuring a product before 

it existed, discussions validated both demand and plausible 

routes to uptake in several priority settings.
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Any diagnostic that helps neonatal care will be 
a top priority. Once we show that the tool works, 
then [purchasing] it won’t be that difficult. The 
ministry is looking for anything that can reduce 
neonatal mortality, so long as it is supported by 
evidence.

—Senior public health expert, Ethiopia

Neonatal sepsis remains a critical challenge, and 
the prospect of rapid, affordable diagnostics 
could be transformative. We would be very 
interested in engaging further to understand 
more about the initiative, explore potential early 
adoption, and discuss how ongoing work in 
maternal and newborn health could align with 
and support this effort.

—Maternal and newborn health leader, Kenya 

COUNTRY ADOPTION AND 
IMPLEMENTATION
Adoption barriers differ by country. In some settings, approval 

and uptake may require local clinical trial data and utility stud-

ies; in others, regulators and technical bodies may accept deci-

sions from trusted regulators or evidence generated in peer 

countries. Some systems will need support on value assess-

ment, budget impact, reimbursement, and procurement 

planning; others will need physician and provider training, 

integration into neonatal care pathways, quality assurance, 

and supply-chain readiness.

The implementation support component of the NeoTest fund 

is designed to address these country-specific barriers. It aims 

to build a pathway that supports countries in generating evi-

dence, demonstrating value, training clinicians, planning 

procurement, integrating the test into newborn-care path-

ways, and supporting scale-up. We view the implementation 

support from NeoTest as catalytic, not sufficient on its own: 

once a qualifying product is available, NeoTest will work 

with countries, implementation partners, and maternal, 

newborn, and child health funders to co-finance support.
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8. Funder Proposition

The funder proposition is straightforward:

	▶ Neonatal sepsis causes one newborn death every 

45 seconds, in part because of diagnostic uncertainty. 

NeoTest aims to accelerate the development and deploy-

ment of a specific, high-value, feasible, and urgently 

needed diagnostic. It offers funders a high-return 

opportunity to accelerate a technology that could save 

hundreds of thousands of newborn lives.

	▶ The NeoTest facility has an estimated return on invest-

ment of $39 per disability-adjusted life year (DALY), 

equivalent to a cost of $1,271 to save a newborn life 

(see Appendix H for this calculation). The benefit–cost 

ratio is a highly favorable 78:1. The fund’s high return on 

investment reflects the high mortality burden of neona-

tal sepsis, the cost-effectiveness of a diagnostic test, and 

the structure of the facility.

	▶ NeoTest is inviting commitments to establish a 

$60 million pay-for-success facility. NeoTest funds are 

paid only when successful diagnostics are produced 

and used, limiting the risk for funders. Because of this 

feature, funders have the option of holding their funds 

until verified success criteria are met.

Our benefit–cost modeling extends for 15 years. We assume 

that without a pull incentive like NeoTest, a rapid triage neo-

natal sepsis diagnostic appropriate for use in LMICs would 

not come to market. This is because of the insufficient com-

mercial incentives and the market failures described in 

Section 5. Put another way, we model that NeoTest acceler-

ates rollout of a diagnostic by 15 years. However, the facility’s 

cost-effectiveness is robust across a wide range of assump-

tions, including scenarios in which the NeoTest fund accel-

erates rollout by substantially less than 15 years (Figure 8.1). 

 FIGURE 8.1  Cost-effectiveness of the NeoTest facility given different rollout speeds
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Even if NeoTest accelerated the development of a diagnostic 

by just five years, the facility’s cost-effectiveness would be 

exceptionally high ($57/DALY).

NeoTest is now at the point at which funder commitments 

can turn a completed design into a credible market signal. 

The facility can accommodate different forms of funder par-

ticipation (see Table 8.1). Some funders may prefer financing 

the milestone payment, others the country implementation 

support, while some may wish to make contingent commit-

ments that are called upon only when a diagnostic test is suc-

cessfully developed and used (the AMC).

Funders retain full flexibility over when their capital moves: 

Funders who prefer to hold funds until disbursement can do 

so through a contingent commitment, meaning their capi-

tal continues earning returns in the interim. For those who 

transfer funds to the administrator, the investment yield on 

held funds would go towards covering administrative costs. 

This means the full value of the commitment flows to the AMC 

and not overhead.

 TABLE 8.1  The role of funders

ACTION ROLE
Commit 
capital

Provide funding to the facility or one of its components. For a funder supporting the entire milestone 
contribution ($20 million), the milestone prize would be named at the funder’s discretion. For 
funders that want to support global health within a particular geographic area, the AMC could be tied 
to top-up subsidy payments for diagnostics purchased and used in specific countries. The organization 
administering the NeoTest mechanism (described in Section 9) will be able to accrue significant 
interest on any committed capital, which will be directly used to offset their administrative costs.

Provide 
contingent 
commitments

Make legally binding commitments to the facility that are disbursed only when a diagnostic test 
is approved and qualifying tests are sold. Funders retain funds (which can accumulate interest) 
until diagnostic tests meet pre-specified criteria.
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9. Administration and 
Governance of NeoTest

Learning from the architecture employed by the pneumo-

coccal vaccine AMC (58) and AgResults (59), the NeoTest 

fund will involve three distinct actors: a design architect, an 

administrator, and a governance body (Table 9.1).

1.	 The design architect is CGD and the Market Shaping 

Accelerator (MSA): CGD hosted this Working Group and 

designed the fund mechanism, rules, eligibility criteria, 

and market-shaping logic. Once the facility is estab-

lished, CGD/MSA will help preserve the original design 

intent and provide technical input when decisions 

require judgment. It will not run the facility.

2.	 The administrator will be the operational and fiduciary 

platform. This organization may hold and coordinate 

committed funds, contract with firms and implementers, 

run verification and payment processes, and disburse 

funds as criteria are met.

3.	 A governance body, housed at a credible organization 

distinct from the administrator, will instruct and con-

tract the administrator of the fund. It will not run the 

facility day to day but will provide oversight, accountabil-

ity, and a forum for major decisions, disputes, and con-

flicts of interest. This body will include relevant technical 

and governance representation.

 TABLE 9.1  Institutional structure of NeoTest

ACTOR
FUNCTION CENTER FOR GLOBAL 

DEVELOPMENT/MARKET 
SHAPING ACCELERATOR

ADMINISTRATOR GOVERNANCE BODY

Mechanism design Designed the facility, rules, 
and market-shaping logic; 
as required, will support 
interpretation of design intent 
through the governance body

Provides operational input on 
feasibility and implementation

Reviews and approves 
material changes if needed

Administration and 
fund management

No day-to-day operational 
role after launch

Holds, manages, or coordinates 
committed funds; administers 
the facility

Oversees fund administration 
and major fiduciary decisions

Contracting and 
payments

Provides technical input 
where needed through the 
governance body

Leads contracting, disbursement, 
financial management, 
and payment processes

Oversees or approves major 
contractual or payment 
decisions

Technical/scientific 
assessment

Supports interpretation of the 
original design intent through 
the governance body

Runs the assessment process and 
documentation; may commission 
independent external experts

Makes or endorses judgment- 
based decisions; may use 
independent external experts

Decision-making  
for disputes and 
conflicts

No day-to-day role 
after launch

Implements decisions and 
maintains records

Resolves disputes, manages 
conflicts of interest, 
and decides edge cases
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We are in mature discussions with several organizations with 

the credibility and operational capacity to serve as the NeoTest 

administrators and to hold, manage, and disburse a multiyear 

$60 million facility. We anticipate confirming a relationship 

with an administrative partner alongside anchor commit-

ments and are happy to share information on administrators 

on request.

The fund would be established upfront with committed funds 

from donors (even if donors hold this money and disburse 

it only once diagnostics are approved and used) to provide a 

clear, strong demand signal.

The goalposts cannot change. The money has to 
be there.

—Diagnostic developer interview, India

Additionally, NeoTest could do more than accelerate a neo-

natal sepsis diagnostic. NeoTest could also create reusable 

administrative and contractual infrastructure for future 

diagnostic pull mechanisms. Once an administrator, gover-

nance process, eligibility framework, verification system, and 

contracting model exist, similar funding facilities could be 

adapted for other AMR, infectious disease, and high-priority 

LMIC diagnostics.
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