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AAMI Technical Information Report

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.

A TIR 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.

A TIR 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acted on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at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, orl because achieving consensus is extremely difficult or unlikely. Unlike a
standard, a TIR permits the inclusion of differing yiewpoints 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CAUTION NOTICE: This AAMI TIR may-be revised-or-withdrawn-at-any-time.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 cautionea: to lensare! thatcthey thave 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.
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Foreword

As used within the context of this document, “should” indicates that among several possibilities, one is
recommended as particularly suitable, without mentioning or excluding others, or that a certain course of action
is preferred but not necessarily required, or that (in the negative form) a certain possibility or course of action
should be avoided but is not prohibited. “May” is used to indicate that a course of action is permissible within the
limits of the TIR. “Can” is used as a statement of possibility and capability. Finally, “must” is used only to
describe “unavoidable” situations, including those mandated by government regulation.

Suggestions for improving this recommended practice are invited. Comments and suggested revisions should
be sent to Technical Programs, AAMI, 4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.

NOTE—This foreword does not contain provisions of the AAMI TIR51, Human factors engineering — Contextual
inquiry (AAMI TIR51:2014), but it does provide important information about the development and intended use of
the document.

This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
of the document before making a purchasing decision.

For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.
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Human factors engineering—Guidance for contextual
inquiry

1 Definition

Contextual inquiry is the study of people, tasks, procedures, and environments in the “real world”. It applies methods
from the social sciences (e.g. cultural anthropology/ethnography), to better understand real-world conditions, for
example, how devices are actually used. It involves interviews and observations, often supported by video
documentation, in the actual environment of use for a given product or system.

2 Purpose

In the healthcare arena, contextual inquiry is used to inform the design of devices, systems, and/or information (e.g.,
instructions for use—IFUs—or training)./Goals include:

— Creating a deeper understandingrof users;juse environments, tasks and procedures than can be achieved
by interview-based methods/alone.

Contextual inquiry provides /achody! of| information caboutl the lconstraints that a new device or system must
operate within as well as a better understanding of met and unmet user needs.

— Identifying problems with existing devices and systems that a new design can address.

Analyzing overall procedures in context can provide information as to the function of the device and
increase knowledge for task analysis.

— Providing insight into the viewpoints of users.

The viewpoints, of .those; who develop. medjcal devices and. systems._are,.as.a rule, different from the
viewpoints of those who' use them. One goal”of contextual inquiry is to allow the developers to see things
from users'(oints ©f view!

— Providing insight into user profiles including capabilities and limitations.

Devices often have multiple users9(€.,” physiciansi nurses, biomeds; patients), each of which can be
profiled via contextual inquiry.

— Providing insight for the purposes of determining appropriate “Instructions for Use” (IFU) and to tailor
training requirements for specific users.

— Providing evidence to inform design decisions.

Many design decisions have to take the facts of actual use into account. Contextual inquiry can provide
evidence about these facts.

— Informing usability testing.

Valid usability testing requires a set of to-be-tested tasks that closely mirrors those to be expected in real
environments. Contextual inquiry can provide evidence regarding what the real tasks are and the
environments in which they are performed.

— Providing information about users, use environments, and procedures that can be distributed to entire
design teams.

Design teams tend to work more effectively when all team members have equivalent information to define
the to-be-solved problems. An important role of contextual inquiry is to provide information to allow
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