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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—
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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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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.
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Foreword

The following verbal forms are used within AAMI documents to distinguish requirements from other types of provisions
in the document:

“shall” and “shall not” are used to express requirements;
— “should” and “should not” are used to express recommendations;
— “may” and “may not” are used to express permission;
— “can” and “cannot” are used as statements of possibility or capability;
— “might” and “might not” are used to express possibility;

— “must” is used for external constraints or obligations defined outside the document; “must” is not an
alternative for “shall”.

Suggestions for improving this document are invited. Comments and suggested revisions should be sent to Standards,
AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203 or standards@aami.org.
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Introduction

Due to logistical and financial reasons, it has become increasingly common for devices to be processed in a separate
building adjacent to the facility, across the street, or even miles away from the point of use. This practice introduces
new challenges for processing medical devices, including increased time for transportation to the processing location,
processing, selection of appropriate transport carrier and vehicle, separation of contaminated items from those that
have been processed, cleaning and disinfection of transport carrier and vehicle, the safety and training of transport
personnel, and other considerations.
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External transport of reusable medical devices for
processing

1 Scope
11 Inclusions

This document provides guidance for health care facilities (see 3.9) and offsite reprocessing centers (see 3.11) for the
external transportation of processed medical devices (see 3.10) between these facilities (e.g., from one health care
facility to another, between offsite reprocessing center and health care facility). It provides guidance on maintaining the
integrity of sterilized items and transport for contaminated (see 3.3) and processed (see 3.14) items.

1.2 Exclusions

This TIR does not provide guidance for transport of single use items which are supplied sterile from the manufacturer.
Single use sterile items are often transported alongside items that have been processed by the facility, such as a
picked/loaded case cart.

2 Normative references

There are no normative references in this document.

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

31
bioburden
population of viable microorganisms on or in a product and/or sterile barrier system

[SOURCE: ISO 11139:2018, 3.23]

3.2
cargo space
enclosed area within transport vehicle (3.23) for transporting items from one location to another

3.3

contamination

(contaminated)

presence of material (e.g., chemical, biochemical, or microorganism) not intended to be part of a product or process.

[SOURCE: Kilmer Glossary of Terms for Microbiological Quality and Sterility Assurance 2021]
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