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Abstract

This technical information report provides recommendations
for the design of at-home diagnostic test kits to provide greater
accessibility for users with no vision or low vision, a reduced
range of dexterity or motor skills, and/or age-related disabilities,
and to provide greater usability for all users.
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A technical information report (TIR) is a publication of the Association for
the Advancement of Medical Instrumentation (AAMI) Standards Board that
addresses a particular aspect of medical technology.

Although the material presented in a TIR may need further evaluation by
experts, releasing the information is valuable because the industry and the
professions have an immediate need for it. ATIR differs markedly from a
standard or recommended practice, and readers should understand the
differences between these documents.

Standards and recommended practices are subject to a formal process of
committee approval, public review, and resolution of all comments. This
process of consensus is supervised by the AAMI Standards Board and,

in the case of American National Standards, by the American National
Standards Institute.

ATIR is not subject to the same formal approval process as a standard.
However, a TIR is approved for distribution by a technical committee and the
AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically
reviewed, a standard must be acted on—reaffirmed, revised, or withdrawn—
and the action formally approved usually every five years but at least every
10 years. For a TIR, AAMI consults with a technical committee about five
years after the publication date (and periodically thereafter) for guidance on
whether the document is still useful—that is, to check that the information

is relevant or of historical value. If the information is not useful, the TIR is
removed from circulation.

A TIR may be developed because it is more responsive to underlying
safety or performance issues than a standard or recommended practice,
or because achieving consensus is extremely difficult or unlikely.

Unlike a standard, a TIR permits the inclusion of differing viewpoints on
technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any
time. Because it addresses a rapidly evolving field or technology, readers are
cautioned to ensure that they have also considered information that may be
more recent than this document.

All standards, recommended practices, technical information reports, and
other types of technical documents developed by AAMI are voluntary, and
their application is solely within the discretion and professional judgment of
the user of the document. Occasionally, voluntary technical documents are
adopted by government regulatory agencies or procurement authorities, in
which case the adopting agency is responsible for enforcement of its rules
and regulations.

Comments on this technical information report are invited and should be
sent to AAMI, Attn: Standards Department, 901 N. Glebe Road, Suite 300,
Arlington, VA 22203.
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About AAMI

The Association for the Advancement of Medical Instrumentation
(AAMI) is a nonprofit organization founded in 1967. As the

global leader in developing national and international consensus
standards, AAMI has built a robust network of over 14,000+
members across more than 70 countries. This diverse and engaged
membership includes industry leaders, healthcare professionals,
and government representatives working together to improve patient
safety and healthcare outcomes.
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Foreword

This technical information report (TIR) was developed by the AAMI
Human Factors Engineering (HE) Committee.

The primary objective of this TIR is to provide recommendations to
assist manufacturers in the design of at-home test kits that ensure
greater accessibility for users that have no vision or low vision,
have a reduced range of dexterity or motor skills, or age-related
disabilities. More accessible test kits can also offer greater usability
for all users.

Suggestions for improving this technical information report are
invited. Comments and suggested revisions should be sent

to Technical Programs, AAMI, 901 N. Glebe Road, Suite 300,
Arlington, VA 22203.
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1 Background

In response to the COVID-19 pandemic, the National Institutes

of Health (NIH) launched the Rapid Acceleration of Diagnostics
(RADx®) program in 2020 to speed innovation, development,
commercialization, and implementation of COVID-19 testing
technologies. RADx Tech, one arm of the program, was specifically
designed to compress the customary technology development
timeline from years down to just months. While NIH RADx Tech
resulted in significant increases in available COVID-19 testing
capacity in the U.S., there remained a continuing need to develop
COVID-19 at-home test kits that were accessible to all users,
including populations that have no vision or low vision, have a
reduced range of dexterity or motor skills, and older adults.

NIH RADx Tech began committing resources to increasing
accessibility of COVID-19 at-home test kits in early 2022. As

a first step, the team consulted design groups and conducted
research to identify existing accessible product design guidelines.
However, comprehensive guidelines for manufacturers around
accessible design of in vitro diagnostic (IVD) products did not
exist. Consequently, the team engaged advocacy groups with
deep knowledge and experience of the needs of target user
populations. These advocacy groups included members of the
populations they serve.

As part of this effort, NIH RADx Tech also engaged the Georgia
Tech HomelLab to conduct accessibility evaluations; advocacy
group partners to onboard accessibility design consultants from
the target user populations; and academic centers specializing in
accessibility to onboard additional subject matter experts (SMEs).

SMEs provided individualized and detailed feedback on device
usability and accessibility gaps and collaborated with design firms
to develop potential solutions. NIH RADx Tech then worked with
test kit manufacturers to bridge identified accessibility gaps on an
accelerated timeline.

In 2023, the US Access Board published the program’s learnings in
the “Best Practices for the Design of Accessible COVID-19 Home
Tests.” Since that time, the NIH RADx Tech program has continued
to work with companies to apply these learnings. In doing so, the
team identified opportunities for improvement and made updates
for clarification, which have been incorporated in this Technical
Information Report (TIR).

Additional information on the RADx program’s accessibility initiative
that informs this TIR is available in this journal article. [1]
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