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Abstract: Provides guidance for bioburden testing and tests of sterility for biologics and tissue-based products,
where this testing is in relation to product sterilization.
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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reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every 10 years.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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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.

ANSI Registration

Publication of this Technical Report that has been registered with ANSI has been approved by the Accredited Standards
Developer (AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203). 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,
901 N. Glebe Road, Suite 300, Arlington, VA 22203.
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Committee representation

Association for the Advancement of Medical Instrumentation
Microbiological Methods Working Group

The adoption of ISO/TS 22456:2021 as an AAMI Technical Information Report was initiated by the AAMI Microbiological
Methods Working Group. AAMI ST-WGO08 provides input to the AAMI Sterilization Standards Committee which is the
responsible group for providing the U.S. input to the relevant group in the International Organization for Standardization
(ISO). U.S. representatives from AAMI Microbiological Methods Working Group and the TAG played an active part in
developing the ISO document.

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

Cochairs: Amy Karren
Sopheak Srun

Members: Anas Aljabo, CMC Sterilization Ltd
Christopher Anderson, Johnson & Johnson
Jennifer Asleson, Quality, Microbiology & Sterilization Services LLC
Erika Kitagawa Bawor, Insulet Corporation
Gabrielle Benjamin, Mesa Laboratories Biological Indicator Division- Bozeman Facility
Tim Bollnow, Intuitive Surgical Inc
Michael John Brady, Labcorp Bedford (fka Toxikon)
Carolyn Braithwaite-Nelson, Philips
Trabue Daley Bryans, BryKor LLC
Robb Calabro, AbbVie
Glenn Calvert, West Pharmaceutical Services, Inc.
Lisa Cook, B Braun of America Inc
Elaine Daniell, EDan-SA LLC
Kimbrell Darnell, Becton Dickinson & Company
Douglas Davie, Sterilization Validation Services
April Doering, 3M Health Care
Michael Douthit, Minus 6 Sterilization Consulting
Dan Floyd, DuPont Tyvek Medical and Pharmaceutical Protection
Jacob Gibbons, Genentech Inc
Scott Giraud, Medtronic Inc Campus
Travis Grahek, BSI Healthcare
Smita Gupta, Alcon Laboratories Inc
Chris Haas, Getinge USA
Douglas Harbrecht, Sterility Assurance LLC
Eric Harper, Pfizer Parenteral Center of Excellence
Deborah Havlik, DA Havlik Consulting
Henri Hubert, Quality Processing Resource Group LLC
Amy Karren, WL Gore & Associates Inc
Daniel Klein, STERIS Corporation | Healthcare
Mark Krocko, Mevex Corporation
Kaumudi Kulkarni, Healthmark Industries Company Inc
Paul Littley, Integra LifeSciences Corporation
Jaconda Logan, Eurofins Medical Device Testing
Emily Lorcheim, ClorDiSys Solutions, Inc
Christine Loshbaugh, Edwards Lifesciences
Jeffrey Martin, Sterilization and Quality System Consulting LLC
Mauricio Martinez Sr, Smiths Medical
Shaun McGinley, Zimmer Biomet
David Ford McGoldrick, Abbott Laboratories
Susan Messier, Ethide Laboratories
Emily Mitzel, GE Healthcare
Nathan Morris, IUVO BioScience
Susumu Nozawa, Siemens Healthineers
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Gerry O'Dell, Gerry O'Dell Consulting

David Parente, Sterwell LLC

Alberto Guzman Paret, Cordis US Corp

Kimberly Patton, Performance Review Institute MedAccred
Lori Patzner, Cook Medical - Bloomington

Michael Polozani, Case Medical Inc

Antonio Prado, Cardinal Health

Marcus Reese, Terumo BCT

Yaira Rivera, Arthrex Inc

Beau Rollins, Convatec

Tyrone Rouse, Owens & Minor

Manuel Saavedra Jr., Avanos Medical

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

Radhakrishna Tirumalai, US Pharmacopeia Convention Inc
Sean Toler, Baxter Healthcare Corporation

Donald Tumminelli, HHGHPOWER Validation Testing & Lab Services Inc
Wendy Wangsgard, ICU Medical Inc

Sean Weir, Sean Weir (Individual)

Richard Weisman, Fresenius Medical Care

Beverly Whitaker, Indigo Consulting Group LLC

Nicole Williams, Sterilucent Inc

Martell Winters, Sotera Health LLC

Jarl Yeager, Powder River Medical Resources
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Tess-Simone Brill, WL Gore & Associates Inc
David Brodersen, Getinge USA
Heather Carr, Baxter Healthcare Corporation
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Nicole DeWald, Mesa Laboratories Biological Indicator Division- Bozeman Facility
Mary Ann Drosnock, Healthmark Industries Company Inc
Gordon Ely, LexaMed Ltd
Shawn Engberg, MD Furniture & Supply
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Mike Nolan, HIGHPOWER Validation Testing & Lab Services Inc
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