
A systematic approach to increasing the 
availability and scalability of diagnostics 
for COVID-19

For a truly effective COVID-19 response, 
diagnostic testing must become 
ubiquitous and more rapid, especially 
in low- and middle-income countries. 
The PATH Diagnostics Program has 
30 years of experience advancing 
innovations that guide clinical decision-
making, support surveillance, and 
inform health policy development. A 
history of collaborating with partners to 
develop and commercialize diagnostic 
products and technologies that meet 
end-user needs uniquely positions PATH 
to respond to the diagnostic needs of the 
global pandemic. 

Supply side activities  to 
advance the development of 
new COVID-19 diagnostics 

PATH Diagnostics is conducting many upstream activities 
to ensure the availability of affordable and quality-assured 
COVID-19 diagnostics that are appropriate for use in 
low-resource settings.

Catalyzing and advance R&D  with a 
biorepository of free COVID-19 clinical specimens 

The COVID-19 pandemic showcases a critical need to 
accelerate the development and validation of new diagnostic 
tests for COVID-19. To support this effort, PATH has created 
a biorepository of over 20,000 qualified clinical samples 
to enable the development of SARS-CoV-2 direct antigen 
and polymerase chain reaction (PCR) tests to support 
accurate and rapid diagnosis of COVID-19 infections in 
low- and middle-income countries. Biorepository samples 
include nasal swab eluates, longitudinal serum and plasma, 
inactivated cultured SARS-CoV-2 virus, and convalescent 
plasma from longitudinal cohorts.

The biorepository has been established with legal, ethical, 
and scientific oversight, and use of the samples is aligned 
with standards required for research regulated by the US 
Food and Drug Administration. All sample requests are 
reviewed by a governance committee to help prioritize 
use for tests intended for global markets which can be 
manufactured at scale.

Ensuring quality  with a COVID-19 benchmarking 
panel and lab-based assessments

With high demand and a global focus on testing, there is a 
growing need for standardization and improved evaluation 
of diagnostics. To address this need, PATH has developed 
an exportable set of “blinded” components that enable an 
unbiased evaluation of COVID-19 antigen tests. Designed 
to be used at the point of manufacturing or in-house at the 
PATH lab, the COVID-19 benchmarking panel provides a 
standardized, unbiased, and comparative evaluation tool 
to evaluate analytical performance of rapid diagnostic 
tests (RDTs) and estimate the limit of detection and 
potential clinical performance. The results will also enable 
head-to-head comparison of performance across RDTs that 
are evaluated using the same panel.

Enabling access  with tools to support product 
selection and procurement decisions 

Testing and contact tracing are central to controlling 
the COVID-19 pandemic. However, with over 1,000 tests 
in development or on the market, spanning different 
technology platforms, with varying levels of performance 
and availability, it is challenging to determine which tests 
to purchase and implement. To help support data-driven 
product selection and procurement decisions, PATH has 

To create health impact, PATH Diagnostics aims to increase the availability and scalability of 
affordable, appropriate, quality-assured technologies.
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https://www.path.org/programs/diagnostics/washington-covid-19-biorepository/
https://www.path.org/programs/diagnostics/sars-cov-2-nucleocapsid-protein-panel/
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developed five COVID-19 diagnostics dashboards. These 
interactive digital dashboards have been designed to 
aggregate and visualize publicly available information about 
the development, supply, and performance of COVID-19 
diagnostic tests.  

Demand side activities to advance the 
scalability of new COVID-19 diagnostics

PATH is also working on downstream activities to ensure 
that appropriate solutions are utilized to address gaps and 
support country priorities for strengthening the capacity of 
their diagnostic networks.

This includes driving national and global adoption of 
innovative and high-impact COVID-19 technologies by 
playing an active role in product introduction, working with 
partners to generate demand, developing training and 
quality assurance programs, building evidence around the 
utility of the new tools, and advocating for the development 
of guidelines. 

Strengthening systems with sustainable 
solutions to support national monitoring and 
management plans 

The cost of widespread clinical screening for COVID -19 
is prohibitive and unfeasible in low- and middle-income 
countries. However, conducting environmental surveillance 
of sewage systems and impacted surface waters has 
the potential to complement national surveillance efforts 
in countries with limited capacity to test and trace. 
Environmental surveillance may provide accurate and 
actionable data for decision-making with significantly 
fewer resources and lower testing costs while also serving 
as an early warning system to identify and manage future 
COVID-19 outbreaks. 

PATH is leading a collaboration of environmental 
surveillance data collection projects across study sites 
in Nepal, Malawi, Pakistan and Indonesia to detect and 
quantify the presence of SARS-CoV-2. Data from each 
deployment will be curated and pooled into a single 
repository to inform governments on the distribution, 
spread, and trends of COVID-19 infection.

Ensuring end-user alignment  with clinical and 
operational studies

Rapid tests that can be used at or near the point of care have 
the potential to broaden access to SARS-CoV-2 testing, 

guide more efficient patient management, and facilitate 
timely public health decision-making and surveillance 
efforts. With lower costs, simpler workflows, and shorter 
turnaround times, point-of-care (POC) antigen or molecular 
tests can be used in decentralized settings to detect 
SARS-CoV-2 infection. 

PATH is conducting a prospective diagnostic accuracy 
study of POC tests for SARS-CoV-2 among asymptomatic 
and pre-symptomatic close contacts of infected cases in 
Porto Velho, Brazil. This study will evaluate the performance 
of molecular and antigen POC tests and the viability of 
different sample types to support effective POC testing for 
SARS-COV-2-infected asymptomatic and pre-symptomatic 
close contact individuals. Data from this study have the 
potential to inform the timing and frequency of testing and 
performance characteristics of the tests used.

Supporting adoption and uptake of COVID-19 
testing in India

COVID-19 testing in India has fallen significantly short 
and sero-surveillance indicates a 25 percent increase in 
prevalence of infection among people living in slums with 
high population densities. Although testing guidelines exist 
and are regularly updated, state governments and district 
administrations have limited support to operationalize 
testing strategies or introduce innovations. 

The PATH in-country office in India is working with state 
governments to improve access to COVID-19 testing by 
building a cost-effective, sustainable, and scalable model 
for testing strategy and capacity. This includes evidence-
based strategies to inform government resourcing for 
increased coverage and capacity of COVID-19 testing and 
improvements to the equitable distribution of testing.

A history of collaborating with partners to develop and 
commercialize diagnostic products and technologies that 
meet end-user needs in low- and middle-income countries 
uniquely positions PATH to respond to the diagnostic needs 
of the global pandemic.
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