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Abstrac:: Provides guidance to manufacturers of medical devices that generate alarm signals to meet the
requirements for logging of alarm system data and support investigative activities performed by
manufacturers and responsible organizations.
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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 revic\w, and
resolution of all comments. This process of consensus is supervised by the AAMI Standards Board and, I the ~ase
of American National Standards, the American National Standards Institute.

A TIR is not subject to the same formal approval process as a standard. However, a TIR is appro’ ed ior dis wibution
by a technical committee and the AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically reviewed, a sta. dard must be acted
on—reaffirmed, revised, or withdrawn—and the action formally approved usually every 5 yec-<s Lut at least every 10
years. For a TIR, AAMI consults with a technical committee about 5 years after the publica.'on da.2 (and periodically
thereafter) for guidance on whether the document is still useful—that is, to check that th..info matiun 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 pencrmance issues than a standard
or recommended practice or because achieving consensus is extremely difficiilt or uniikely. Unlike a standard, a TIR
permits the inclusion of differing viewpoints on technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrawn ¢t any time.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

All standards, recommended practices, technical informatic n renorts, and other types of technical documents
developed by AAMI are voluntary, and their application is solely *i*/iin 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 adoptng aaency is responsible for enforcement of its rules and
regulations.

Comments on this technical information repor: a > inv.ted and should be sent to AAMI, Attn: Standards
Department, 901 N. Glebe Road, Suite 300, A liigtn, VA 22203.
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