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Abstract: This document provides guidance regarding the understanding and use of product bioburden data
including: what bioburden data represent; how to use bioburden data to support a sterilization
process; the analysis and characterization of bioburden; establishment and the use of alert and
action levels; how to investigate bioburden excursions; trending and maintaining an effective
bioburden monitoring program; counting plates and recording results.
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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reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every 10 years.
A TIR must be acted on and the action formally approved usually every three years.

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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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.
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All Rights Reserved

Publication, reproduction, photocopying, storage, or transmission, electronically or otherwise, of all or any part of this
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strictly prohibited by law. It is illegal under federal law (17 U.S.C. § 101, et seq.) to make copies of all or any part of this
document (whether internally or externally) without the prior written permission of the Association for the Advancement
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Committee representation

Association for the Advancement of Medical Instrumentation

Microbiological Methods Working Group

This technical information report was developed by the AAMI Microbiological Methods Working Group under the
auspices of the AAMI Sterilization Standards Committee. Approval of the technical information report does not
necessarily mean that all working group members voted for its approval.

At the time this technical information report was published, the AAMI Microbiological Methods Working Group had
the following members:

Cochairs:

Members:

Amy Karren
Sopheak Srun

Myrelis Aguilar, Johnson & Johnson

Anas Aljabo, SteriLabs Canada Inc.
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Nicholas Brydon, NextBeam LLC

Nicole Burns, Ecolab

Glenn Calvert, West Pharmaceutical Services, Inc.
Lisa Cook, B Braun of America Inc

Dennis Cunningham (Individual)
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Brian Davis, Stryker
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Susumu Nozawa, Siemens Healthineers
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Marcus Reese, Terumo BCT
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Tyrone Rouse, Owens & Minor

Manuel Saavedra Jr., AirLife

Anita Sawyer, Anita Sawyer Consulting

Michael Schoene, Bausch & Lomb Inc

Anne Schuler, LexaMed Ltd

Harry Shaffer, Sterilization Consulting Services
Angel Soler-Garcia, FDA/CDRH

Sopheak Srun, Quality Tech Services LLC
Nadine Swenson, Boston Scientific Corporation
Olivia Thompson, WuXi AppTec Inc

Sean Toler, Baxter Healthcare Corporation
Donald Tumminelli, HHGHPOWER Validation Testing & Lab Services Inc
Wendy Wangsgard, ICU Medical Inc

Rebecca Watrel, 3M Health Care

Richard Weisman, Fresenius Medical Care
Beverly Whitaker, Indigo Consulting Group LLC
Nicole Williams, Sterilucent Inc

Martell Winters, Sotera Health LLC

Robin Woodland (Individual)

Jarl Yeager, Powder River Medical Resources
Roberto Zumbado, Philips

Alternates: Joel Baldock, BSI Healthcare
Nicola Bench, Becton Dickinson & Company
Poonam Bhende, AbbVie
Tess-Simone Brill, WL Gore & Associates Inc
David Brodersen, Getinge USA
Clint Christensen, Canyon Labs
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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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