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A.S.S.U.R.E.D.

A.S.S.U.R.E.D. is a truly amazing framework to think about diagnostics.

The Affordable, Sensitive, Specific, User-friendly, Rapid and robust,
Equipment-free, Deliverable to end-users (A.S.S.U.R.E.D.) criteria for
point-of-care diagnostics were originally developed in 2003 by the
World Health Organization (WHO) to guide affordable test
development for resource-limited settings which lacked access to 
laboratories for population-scale diagnostics.

The A.S.S.U.R.E.D. proposal simplified something the industry had
always known but had struggled to articulate: a positive or negative
result was not enough. For a diagnostic test to make a difference, it has
to identify disease, simply, quickly, reliably, and affordably, for anybody,
anywhere. It has to be a test of record, that patients, professionals, and
providers can trust and act upon.

THE A.S.S.U.R.E.D.
PROPOSAL SIMPLIFIED

SOMETHING THE
INDUSTRY HAD

ALWAYS KNOWN BUT
HAD STRUGGLED TO

ARTICULATE
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CURRENT AND EMERGING MEDICAL CHALLENGES,
FROM INFECTIOUS DISEASES, TO ANTIMICROBIAL

RESISTANCE, TO THE RISING BURDEN OF CHRONIC
CONDITIONS NEED A NEW TYPE OF DIAGNOSTIC.

A.S.S.U.R.E.D. is no longer relevant only to
developing healthcare systems lacking central lab
coverage. These current and emerging medical
challenges need a new type of diagnostic.

As systems transition to decentralized, accessible,
personalized, and accurate testing, it is becoming
clear that the A.S.S.U.R.E.D. standard can  guide
diagnostic development for modern healthcare.

A.S.S.U.R.E.D. 2.0 could set a new vision for the
industry. Maintaining the standard, but upgrading
the mission, from supporting developing systems to
supporting all systems, spanning a wide range of the
most important diagnostic test targets and
applications.

SOLUTIONS:

The global health landscape has undergone
significant shifts since the A.S.S.U.R.E.D. criteria
were first introduced over 20 years ago. 

Pandemics have highlighted the critical importance
of self-tests. Antimicrobial resistance threatens to
undermine the effectiveness of existing treatments.
A Sexually Transmitted Infection epidemic has
shown the limitations of a centralized healthcare
and laboratory system. As populations age and the
prevalence of chronic diseases increases, healthcare
systems are under mounting pressure to manage
these conditions effectively while controlling costs.

Decentralized testing will play a key role in
addressing these challenges by improving access to
timely and accurate diagnostic information.

PROBLEMS:
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THE SENSITIVITY CHALLENGE:
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Rapid diagnostic tests, particularly lateral flow
antigen assays, have made significant strides in
meeting many of the A.S.S.U.R.E.D. criteria. These
tests are typically affordable, easy to use, and
provide quick results without the need for
sophisticated equipment.

However, as is well known, their weakness is in
their sensitivity - or lack thereof - particularly
when it comes to detecting low levels of
pathogens in the early stages of infection. This can
lead to false-negative results, which from STIs to
RTIs, delay diagnosis, hinder timely treatment,
curtail containment, and enable transmission.

Improving the sensitivity of rapid tests while
maintaining their simplicity and associated
affordability is a key in the mission to develop a
truly A.S.S.U.R.E.D. diagnostic. The ability to
detect infections early when viral loads are low is
arguably more important than confirming the
presence of an infection at its peak when levels
are at their highest. But, enhancing sensitivity
often requires more complex technologies,
instrumentation, or sample preparation steps,
which increase cost and complexity - solve one
problem, create another.

Researchers are exploring various approaches to
overcoming this hurdle, from advanced materials
to amplification to targeting new disease
biomarkers. By harnessing these technological
improvements, it may be possible to engineer the
perfect test; a lateral flow antigen diagnostic that
achieves high sensitivity without sacrificing the
other A.S.S.U.R.E.D. criteria.

ENHANCING SENSITIVITY
OFTEN REQUIRES MORE

COMPLEX TECHNOLOGIES,
INSTRUMENTATION, OR

SAMPLE PREPARATION STEPS,
WHICH INCREASE COST AND

COMPLEXITY - SOLVE ONE
PROBLEM, CREATE

ANOTHER.



A TRULY
A.S.S.U.R.E.D.
TEST:

The vision of a fully A.S.S.U.R.E.D. rapid test
holds immense potential for transforming
healthcare delivery and outcomes. 

A highly sensitive lateral flow assay that
maintains the affordability, user-friendliness,
and accessibility of current tests would enable
widespread, decentralized testing in a range of
settings, from primary care clinics to
community-based screening programs, to
over-the-counter home-use. 

A.S.S.U.R.E.D. is no longer just the solution to
developing healthcare systems, it is the
solution to many of the core problems
affecting every modern healthcare system. 

Solving the sensitivity problem currently faced
by near-A.S.S.U.R.E.D. diagnostics will improve
the early detection and management of
infectious diseases, allowing for targeted
treatment and infection control. 

Finally, integrating A.S.S.U.R.E.D. tests with
digital health platforms could enable real-time
disease surveillance, facilitating rapid response
to emerging outbreaks guiding public health
decision-making and policy. 
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To realize the full potential of A.S.S.U.R.E.D.
diagnostics, several barriers must be overcome. 

Funding and incentives are needed to drive research
and development efforts targeting the development
of truly A.S.S.U.R.E.D. tests. 

Collaborative partnerships between academia,
industry, and government agencies to pool resources
and expertise need to be strengthened. 

Regulatory pathways need to be updated to support
the development and commercialization of this
standard without compromising quality control, safety
or efficacy.

Policy must be created on how to rapidly integrate
these tests into existing healthcare systems, ensuring
that they are readily available and accepted by both
healthcare providers and patients.

FUNDING,
COLLABORATION,
PATHWAYS, AND POLICY:
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As we confront the evolving challenges of modern healthcare, a new criteria - an A.S.S.U.R.E.D. 2.0
accreditation - could help clarify an important path forward. The development of a truly A.S.S.U.R.E.D.
diagnostic combining high sensitivity with affordability, user-friendliness, and deliverability, could change
how, when, and were we are able to identify illness, making healthcare personalized and proactive.

The realization of this goal will require concerted efforts from researchers, policymakers, and healthcare
stakeholders, but the potential benefits – in terms of improved patient outcomes, outbreak preparedness,
health system efficiency, and ultimately lives saved – demand that investment.

MAKING IT REAL:
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Senzo is an In Vitro Diagnostics (IVD) company developing innovative, accurate, and
accessible testing products.

Senzo was founded with the vision of utilising novel technologies, with a focus on
enhanced sensitivity, to create mobile, point-of-care and self-testing products and
devices with the ability to accurately, quickly, and cost-effectively conduct testing
where and when healthcare professionals and patients need it most.

Senzo is creating game-changing products and systems which bring testing to the
patient, eliminating the need for the current slow, expensive central-lab testing
paradigms. With insights generated at the point of care, patients can make better
decisions faster, and healthcare professionals can identify life-threatening diseases at
an earlier stage, improving treatment outcomes and saving lives.

London: 
64 Rochester Place, 
London, 
NW1 9JX, UK

Pennsylvania:
10 West Road, 
#1011 Newtown, 
PA 18940, USA

Cambridge:
IdeaSpace West, 
The Hauser Forum, 
3 Charles Babbage
Rd, Cambridge, 
CB3 0GT, UK

Online:
https://senzo.com
Email:
sales@senzo.com
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Purpose & Limitation of Use: This document is intended solely for informational and educational
purposes. It is not meant to serve as, nor should it be used as, professional advice, diagnosis,
treatment, or a substitute for professional judgment.
No Warranties: The information provided herein is presented 'as is', without any warranties of any
kind, either express or implied, including but not limited to warranties of accuracy, reliability, or fitness
for a particular purpose.
No Endorsement: Any references to specific products, procedures, or services do not constitute or
imply an endorsement and the views and opinions expressed in this document do not necessarily
state or reflect those of Senzo Health.
No Liability: Senzo Health shall not be liable for any direct, indirect, consequential, or other damages
arising out of the access, use, or inability to use this document or any errors or omissions in its
content.
Intellectual Property: All content in this document, including but not limited to text, graphics, logos,
and images, is the property of Senzo Health and is protected by United Kingdom intellectual property
laws.
Updates & Changes: Senzo Health reserves the right to make amendments or corrections, change,
suspend, or discontinue any aspect of this document at any time without notice.
Regulatory Compliance: This document does not claim to provide guidance or information in
compliance with any specific country's regulatory framework and should not be considered as such.
Use of Data: Any interpretation or use of the data and information contained in this document is at
the user’s own risk. Users are urged to consult with professional advisors for specific guidance tailored
to their situation.
External Links: Any external links provided are for convenience only, and Senzo Health does not
endorse or verify the accuracy of the information on these external sites.
Jurisdiction: These terms and conditions are governed by the laws of the United Kingdom, and any
disputes arising in relation to this document shall be subject to the exclusive jurisdiction of the courts
of the United Kingdom.
Indemnification: The user agrees to indemnify, defend, and hold harmless Senzo Health, its officers,
directors, employees, agents, licensors, suppliers, and any third-party information providers against
any losses, expenses, damages, and costs, including reasonable attorneys' fees, incurred in relation to
or arising from any violation by the user of these terms and conditions.

Important Notice
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For journalists interested in developing further coverage on the topics discussed in this document,
Senzo Health management is available for comment and interview. To coordinate please reach out to
our Media Relations team at info@senzo.com.

Media Requests

Future Diagnostics  |  RTI Multiplex


