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Abstract: Provides guidance on the formatting and content of reports generated for the purpose of
submitting human factors data for evaluation.
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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—reaffirmed, revised, or withdrawn—and the action formally approved, usually every five years but at least every ten
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; i.e., 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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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.

AAMI acknowledges the contributions of the AAMI Human Factors group in the development of this TIR.
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Committee representation

Association for the Advancement of Medical Instrumentation
AAMI/DF Defibrillator Committee

This Technical Information Report was developed by the AAMI/DF Defibrillator Committee. The draft of this document
was circulated to the AAMI/HE Human Factors Engineering Committee for comments. Committee approval of the
Technical Information Report does not necessarily imply that all committee members voted for its approval.

At the time this document was published, the AAMI/DF Defibrillator Committee had the following members:

Chairs: Oscar Tovar-Calderon, MD, FDA/CDRH
Robert J. Zito, Physio-Control

Members: Joseph Basta, Spacelabs Medical Inc.
Mohamud Daya, MD, MS, Oregon Health & Science University
Regis DeSilva, MD, Beth Israel Deaconess Medical Center
Sreeram Dhurjaty, Dhurjaty Electronics Consulting LLC
Wally R. Elliott, CCE, University of Vermont
David K. Hunt, Philips Electronics North America
Nicole Hurley, PhD, WL Gore & Associates Inc
Janice M. Jenkins, PhD, University of Michigan School of Dentistry
Amanda Jones, Health Canada
Carolyn Lall, Draeger Medical Systems Inc.
Dongping Lin, PhD
Shen Luo, Mindray DS USA Inc.
Bokang C. Rapoo, MS, New York Presbyterian Hospital
David M. Selvitelli, Covidien
Willis A. Tacker, Jr., MD, PhD, Purdue University
Kok-Swang Tan, PhD, Medical Devices Bureau Health Canada
Jeffrey Wiser, 3M Healthcare
Brian J. Young, GE Healthcare

Alternates: Fred W. Chapman, PhD, Physio-Control
David Hengl, Draeger Medical Systems Inc
Jayna Stohlman, FDA/CDRH
Ann Thorn, Philips Electronics North America
Michael J. Walt, 3M Healthcare

NOTE—Participation by federal agency representatives in the development of this technical information report does not
constitute endorsement by the federal government or any of its agencies.
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Foreword

This technical information report was developed by the AAMI/DF, Defibrillator Committee. The draft of this document
was circulated to the AAMI/HE, Human Factors Engineering Committee for comments. The objective is to provide
guidance on the Human Factors Engineering (HFE) and usability for external cardiac defibrillators.

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, 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.

NOTE—This foreword does not contain provisions of AAMI TIR61:2014, Generating reports for human factors design

validation results for external cardiac defibrillators, but it does provide important information about the development
and intended use of the document.
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