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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revised, or withdrawn—and the action formally approved usually every five years but at least every 10 years.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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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.
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Committee representation

Association for the Advancement of Medical Instrumentation
AAMI Industrial Ethylene Oxide Sterilization Working Group

This Technical Information Report was developed by the AAMI Industrial Ethylene Oxide Sterilization Working
Group. Committee approval of the TIR does not necessarily imply that all committee members voted for its approval.

At the time this document was published, the AAMI Industrial Ethylene Oxide Sterilization Working Group had
the following members:

Cochairs: Jonathan Bull, Johnson & Johnson
Jeffrey Martin, Sterilization and Quality System Consulting

Members: Erin Armstrong, B Braun Medical
Edward Arscott, NAMSA
David Ballard, Dynatec Scientific Labs
Anne F. Booth, MS, Booth Scientific
Carolyn Braithwaite-Nelson, Spectranetics
Jonathan Bull, Johnson & Johnson
Tim Carlson, BD Medical
Sarah Chamberlain, Accuratus Labs Services
Gary N. Cranston, Consulting & Technical Services/PCS
Elaine Daniell, Bard Medical Division
Douglas D. Davie, Sterilization Validation Services
Darci Diage, Direct Flow Medical
Mary Ann Drosnock, MS, Healthmark Industries
Paul Fioriti, PF Quality Consulting
William F. FitzGerald, PE, FitzGerald & Associates Ltd.
Dan B. Floyd, RM, Nelson Laboratories Inc.
Lisa Foster, Adiuvo QS & SA Consulting
Matthew Freeman, Terumo BCT
Zory R. Glaser, PhD MPH CSPDM, Johns Hopkins University
Michael Groendyk, Arthrex
Douglas Harbrecht, Sterility Assurance
Arthur C. Harris, Cook
Deborah A. Havlik, Hospira Worldwide
Jason Hedrick, Medtronic
Clark W. Houghtling, Cosmed Group
Krista Howard, WL Gore & Associates
Naipur Jain, Intuitive Surgical
Carolyn L. Kinsley, LexaMed
Karen A. Kowalczyk, Centurion Sterilization Services
Christine Loshbaugh, Edwards LifeSciences
Mollie Love, Smiths Medical
Jeffrey Martin, Sterilization and Quality System Consulting
Ted May, Andersen Products Inc.
Patrick McCormick, PhD, Bausch & Lomb
David Ford McGoldrick, BS, Abbott Laboratories
Russell D. Mills, GE Healthcare
Gerry A. O'Dell, MS, Gerry O’Dell Consulting
Dave Parente, ECOLAB Healthcare
Michelle Peterson, Stryker Instruments
Andrew Porteous, Baxter Healthcare
Nancy Rakiewicz,, IUVO BioScience
Keith Reiner, Terumo Cardiovascular Systems
Beth Ridgeway, Mesa Laboratories
Manuel Saavedra Jr., Halyard Health
Liza Salerno, Accuratas Labs Services
Harry Shaffer, Sterilization Consulting Services
Arnold Shechtman, BS, Validation Challenges Consulting
David Silor, Zimmer
Bill South, Isomedix Services
Michael G. Sprague, Ethide Laboratories
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Sopheak Srun, MPH SM(NRCM), Quality Tech Services
Fenil Sutaria, Medline Industries

Mara Tafoya, WuXi AppTec

Radhakrishna S. Tirumalai, US Pharmacopeial Convention
Steven E. Turtil, FDA/CDRH

Craig A. Wallace, 3M Healthcare

P. Richard Warburton, ChemDAQ Inc.

Richard L. Weisman, Fresenius Medical Care Renal Therapies Group
Beverly Whitaker, CQA RAB MBA, Indigo Consulting Group
Stacy Bohl Wiehle, Boston Scientific

Dennis L . Wildes, St. Jude Medical

William T. Young, Sterigenics International

Alternates: August Baur, Centurion Sterilization Services
Erika Kitagawa Bawor, Arthrex Manufacturing
MarJean Boyter, Fresenius Medical Care
Robert Bradley, CBET, Mesa Laboratories
Robert Bradley, Mesa Laboratories
Trabue D. Bryans, BryCor
Greg Bush, Alcon Research
Claudia Camp, Stryker Instruments
Greg Crego, IUVO BioScience
Jessica Desmond, Accuratus Labs Services
Dave Dion, Cardinal Health
David Dominguez, Carefusion
Brian Drumheller, Bard Medical Division
Venice Eldred, Medline Industries
Steven Elliott, FDA/CDRH
Diane Faivre-Swiat, Cardinal Health
Naomi Gamm, St. Jude Medical
Scott Giraud, Medtronic Cardiac Surgical Products
William K. Gordon, Steris Isomedix Services
David M. Hilliker, ChemDaq
Brent Huberty, Boston Scientific
Nicole Jackson, Ecolab
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Wesley Lantz, Zimmer
John Lindley, Andersen Products Inc.
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Mauricio Martinez, Smiths Medical
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Joseph Mello, Ethide Laboratories
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Ken Paddock, Baxter Healthcare
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Tyrone S. Rouse, Halyard Health

Jade Schiesser, Quality Tech Services

Michael Shoene, Bausch & Lomb

Kristen Thompson, Stryker Instruments

Brian Wallace, Intuitive Surgical

Jill Warren, WuXi AppTec

Scott Weiss, Ethicon

Daryl Woodman, Andersen Products

Casimir John Wos, PhD, FitzGerald & Associates

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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Introduction: Need for this AAMI TIR

ISO 11135:2014, Sterilization of health-care products — Ethylene oxide — Requirements for the development,
validation and routine control of a sterilization process for medical devices has now replaced the previous version of
this standard, ISO 11135-1:2007, and it accompanying guidance document, ISO 11135-2:2008.

The purpose of this document is to provide a summary of differences between the new 2014 version and the 2007
version of this standard. The intent is to provide end users with a quick reference when evaluating and implementing
the 2014 version of ISO 11135 in their facilities. The document has been created and reviewed by AAMI Working
Group 1, Industrial Ethylene Oxide Sterilization. However, it should be noted that this document is a guidance or
summary only, and should not be considered a complete and definitive record of all changes. Final assessment of
the changes, and possible impacts of these changes, is the responsibility of the end user.

The first column of the table references the clause in ISO 11135:2014, the second column provides a description of

the change from the 2007 version to the 2014 version, and the 3" column provides an opinion on the possible
impact of the change.
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