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Abstract: This document provides guidance for some methods that could be used to evaluate the sources of

uncertainty. It is important to note that there are many legitimate methods for analyzing the overall
uncertainty and that the methods in this document are illustrative only.
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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reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every 10 years.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, 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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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,
4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.

ANSI Registration

Publication of this Technical Report that has been registered with ANSI has been approved by the Accredited Standards
Developer (AAMI, 4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633). This document is registered as a
Technical Report according to the Procedures for the Registration of Technical Reports with ANSI. This document is
not an American National Standard and the material contained herein is not normative in nature.

Comments on this technical information report are invited and should be sent to AAMI, Attn: Standards Department,
4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.
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Glossary of equivalent standards

International Standards or Technical Reports adopted in the United States may include normative references to other
International Standards. AAMI maintains a current list of each International Standard that has been adopted by AAMI
(and ANSI). Available on the AAMI website at the address below, this list gives the corresponding U.S. designation and
level of equivalency to the International Standard.

www.aami.org/standards/glossary.pdf
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Committee representation

Association for the Advancement of Medical Instrumentation
U.S. Technical Advisory Group (TAG) to ISO/TC 150/SC 6, Active implants

The adoption of ISO TR 21900 as an AAMI Technical Information Report was initiated by the AAMI U.S. Technical
Advisory Group (TAG) to ISO/TC 150/SC 6, Active implants. This group functions as a U.S. Technical Advisory Group
to the relevant work in the International Organization for Standardization (ISO). U.S. representatives from the AAMI
U.S. Technical Advisory Group (TAG) to ISO/TC 150/SC 6, Active implants played an active part in developing the ISO
technical specification.

At the time this document was published, the AAMI U.S. Technical Advisory Group (TAG) to ISO/TC 150/SC 6,
Active implants had the following members:

Cochairs: Roger G. Carrillo, MD
Ronald Reitan

Members: Roger G. Carrillo, MD, Palmetto General Hospital
Barbara Gibb, NeuroPace Inc
Robert Kazmierski, FDA/CDRH
Cedric Navarro, Advanced Bionics LLC
Ronald Reitan, Boston Scientific
Umesh Shah, Abbott Laboratories
Mitchell Shein, CPR Consulting, LLC
Chuck Sidebottom, PPO Standards LLC
Ryan Siskey, Exponent
Curt Sponberg, Medtronic Inc
Paul Stadnik, Micro Systems Engineering Inc
Bob Stevenson, Integer

Alternates: Michael Childers, Abbott Laboratories
Charles Farlow, Medtronic Inc Campus
Christine Frysz, Integer
James Kippola, Boston Scientific Corporation
Victor Krauthamer, FDA/CDRH
Dave Thompson, LivaNova PLC
Java Von Arx, Micro Systems Engineering Inc

NOTE--Participation by federal agency representatives in the development of this document does not constitute
endorsement by the federal government or any of its agencies.
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