Technical
I nfor matl On AAMI TIR20:2001
Report

Parametric release
for
ethylene oxide
sterilization

Association for the
AAI\/I I Advancement of Medical I‘V‘\
Instrumentation



http://www.avadocuments.com/doc/association-for-the
http://www.avadocuments.com/doc/association-for-the

AAMI Technical Information Report AAMI TIR20:2001

Parametric release for
ethylene oxide sterilization

Approved 24 September 2001 by
Association for the Advancement of Medical Instrumentation

Abstract: This AAMI technical information report (TIR) provides guidance to augment information and
requirements for parametric release provided in ANSI/AAMI/ISO 11135:1994, Medical devices—
Validation and routine control of ethylene oxide (EO) sterilization. This TIR is intended to assist
those individuals using ANSI/AAMI/ISO 11135:1994 in understanding the steps necessary to
develop and validate an ethylene oxide sterilization process that meets the standard’'s
requirements for parametric release. This TIR also provides guidance for choosing the
appropriate actions where alternatives are given. The guidance in this TIR is limited to the
sections of the standard that specifically address parametric release.
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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on—reaffirmed, revised, or withdrawn—and the action formally approved usually every 5 years but at least every 10
years. For a TIR, AAMI consults with a technical committee about 5 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 technical information report 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,
1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.
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Glossary of equivalent standards

International Standards adopted in the United States may include normative references to other International
Standards. For each International Standard that has been adopted by AAMI (and ANSI), the table below gives the
corresponding U.S. designation and level of equivalency to the International Standard.

Note Documents are sorted by international designation.

Other normatively referenced International Standards may be under consideration for U.S. adoption by AAMI;
therefore, this list should not be considered exhaustive.

International designation

U.S. designation

Equivalency

IEC 60601-1-2:2001

ANSI/AAMI/IEC 60601-1-2:2001

Identical

IEC 60601-2-21:1994 and
Amendment 1:1996

ANSI/AAMI/IEC 60601-2-21 &
Amendment 1:2000 (consolidated texts)

Identical

IEC 60601-2-24:1998

ANSI/AAMI 1D26:1998

Major technical variations

ISO 5840:1996 ANSI/AAMI/ISO 5840:1996 Identical
ISO 7198:1998 ANSI/AAMI/ISO 7198:1998/2001 Identical
ISO 7199:1996 ANSI/AAMI/ISO 7199:1996 Identical
ISO 10993-1:1997 ANSI/AAMI/ISO 10993-1:1997 Identical
ISO 10993-2:1992 ANSI/AAMI/ISO 10993-2:1993/(R)2001 Identical
ISO 10993-3:1992 ANSI/AAMI/ISO 10993-3:1993 Identical
ISO 10993-4:1992 ANSI/AAMI/ISO 10993-4:1993 Identical
ISO 10993-5:1999 ANSI/AAMI/ISO 10993-5:1999 Identical
ISO 10993-6:1994 ANSI/AAMI/ISO 10993-6:1995/(R)2001 Identical
ISO 10993-7:1995 ANSI/AAMI/ISO 10993-7:1995/(R)2001 Identical
ISO 10993-8:2000 ANSI/AAMI/ISO 10993-8:2000 Identical
ISO 10993-9:1999 ANSI/AAMI/ISO 10993-9:1999 Identical
ISO 10993-10:1995 ANSI/AAMI/ISO 10993-10:1995 Identical

ISO 10993-11:1993

ANSI/AAMI 10993-11:1993

Minor technical variations

ISO 10993-12:1996 ANSI/AAMI/ISO/CEN 10993-12:1996 Identical
ISO 10993-13:1998 ANSI/AAMI/ISO 10993-13:1999 Identical
ISO 10993-14:2001 ANSI/AAMI/ISO 10993-14:2001 Identical
ISO 10993-15:2000 ANSI/AAMI/ISO 10993-15:2000 Identical
ISO 10993-16:1997 ANSI/AAMI/ISO 10993-16:1997 Identical
ISO 11134:1994 ANSI/AAMI/ISO 11134:1993 Identical
ISO 11135:1994 ANSI/AAMI/ISO 11135:1994 Identical
ISO 11137:1995 ANSI/AAMI/ISO 11137:1994 Identical

ISO 11138-1:1994

ANSI/AAMI ST59:1999

Major technical variations
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International designation U.S. designation Equivalency
ISO 11138-2:1994 ANSI/AAMI ST21:1999 Major technical variations
ISO 11138-3:1995 ANSI/AAMI ST19:1999 Major technical variations
ISO 11140-1:1995 and ANSI/AAMI ST60:1996 Major technical variations
Technical Corrigendum 1:1998
ISO 11607:200x ¥ ANSI/AAMI/ISO 11607:2000 Identical
ISO 11737-1:1995 ANSI/AAMI/ISO 11737-1:1995 Identical
ISO 11737-2:1998 ANSI/AAMI/ISO 11737-2:1998 Identical
ISO TR 13409:1996 AAMI/ISO TIR 13409:1996 Identical
ISO 13485:1996 ANSI/AAMI/ISO 13485:1996 Identical
ISO 13488:1996 ANSI/AAMI/ISO 13488:1996 Identical
ISO 14155:1996 ANSI/AAMI/ISO 14155:1996 Identical
ISO 14160:1998 ANSI/AAMI/ISO 14160:1998 Identical
ISO 14161: 2000 ANSI/AAMI/ISO 14161:2000 Identical
ISO 14937:2000 ANSI/AAMI/ISO 14937:2000 Identical
ISO 14969:1999 ANSI/AAMI/ISO 14969:1999 Identical
ISO 14971:2000 ANSI/AAMI/ISO 14971:2000 Identical
ISO 15223:2000 ANSI/AAMI/ISO 15223:2000 Identical
ISO 15223/A1:2001 ANSI/AAMI/ISO 15223:2000/A1:2001 Identical
ISO 15225:2000 ANSI/AAMI/ISO 15225:2000 Identical
ISO 15674:2001 ANSI/AAMI/ISO 15674:2001 Identical
ISO 15675:2001 ANSI/AAMI/ISO 15675:2001 Identical
ISO TS 15843:2000 ANSI/AAMI/ISO TIR15843:2000 Identical
ISO TR 15844:1998 AAMI/ISO TIR15844:1998 Identical
ISO TR 16142:1999 ANSI/AAMI/ISO TIR16142:2000 Identical
Y EDIS approved; being prepared for publication.
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Sterilization Standards Committee

The Task Group on Parametric Release of the AAMI Industrial Ethylene Oxide Sterilization Working Group, under
the auspices of the AAMI Sterilization Standards Committee, developed this technical information report.

At the time this document was published, the AAMI Sterilization Standards Committee had the following
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Members: Trabue D. Bryans, AppTec Laboratory Services

Virginia C. Chamberlain, PhD, Hendersonville, NC
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Loretta L. Fauerbach, MS, CIC, Association for Professionals in Infection Control and Epidemiology
Dorothy M. Fogg, RN, BSN, MA, Association of Perioperative Nurses
Lisa Foster, lon Beam Applications
James M. Gibson, Jr., JM Gibson Associates
Barbara J. Goodman, RN, CNOR, Rising Sun, MD
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Susan Hadfield, Canadian Standards Association
Victoria Hitchins, PhD, U.S. Food and Drug Administration
Sue Kuhnert, Sterilization Technical Services
Byron J. Lambert, PhD, Guidant Corporation
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Robert F. Morrisey, PhD, Johnson & Johnson
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Janet K. Schultz, MSN, RN, Roswell, GA
Harry L. Shaffer, Titan Corp.—Titan Scan
Frank Sizemore, American Society for Healthcare Central Service Professionals
James L. Whitby, MA, MB, FRCP, University of Western Ontario
Thelma Wilcott, Becton Dickinson
Stephen C. Yeadon, Alcon Laboratories, Inc.
William E. Young, Baxter Healthcare Corporation
Alternates: Bettye Beebe, Alcon Laboratories, Inc.
Carl W. Bruch, PhD, Pennsylvania Engineering Company
Louis M. Glasgow, Bausch & Lomb, Inc.
Joyce M. Hansen, Baxter Healthcare Corporation
Lois A. Jones, Becton Dickinson
Susan G. Klacik, IAHCSMM
Sandra A. Lee, STERIS Corporation
Chiu Lin, PhD, U.S. Food and Drug Administration
Janet Prust, 3M Healthcare
Bruce Schullo, lon Beam Applications
James Whitbourne, Sterilization Technical Services

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

Cochairs: James M. Gibson, Jr.
Carolyn L. Kinsley
Members: Kenneth W. Allen, Arrow International, Inc.

Lauren Andersen, Andersen Products, Inc.
Krisann Anderson, St. Jude Medical, Inc.
Richard H. Bean, Zimmer, Inc.
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Leonard S. Bermann, PhD, Pall Corporation
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Lloyd Brown, TYCO Healthcare
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Charles Cogdill, Boston Scientific Corporation

Julee Comer, Ethox Corporation

Stephen A. Conviser, Honeywell International

Gary N. Cranston, CATS/PCS

Christine Czap, Fresenius Medical Care NA Dialysis Production Division

Roger Dabbah, PhD, U.S. Pharmacopeial Convention, Inc.

Douglas D. Davie, Sterilization Validation Services

Shawn A. Doyle, Sterilator Company, Inc.

Dan B. Floyd, Nelson Laboratories, Inc.

James M. Gibson, Jr., JM Gibson Associates

Zory R. Glaser, PhD, Johns Hopkins University, School of Public Health

Louis M. Glasgow, Bausch & Lomb, Inc.

Arthur C. Harris, Chicago Sterilization Services

Deborah A. Havlik, Abbott Laboratories

Clark W. Houghtling, Cosmed Group, Inc.

Carolyn L. Kinsley, Baxter Healthcare Corporation

Gordon Leichter, Getinge/Castle, Inc.

Ralph Makinen, Guidant Corporation

Mary S. Mayo, CR Bard, Inc.

James E. McGowan, Kimberly-Clark Corporation

Craig A. Meadows, Medtronic, Inc.

Alexander Mello, Microtest Laboratories

Joseph M. Mello, Ethide Laboratories, Inc.

Sarah Mowitt, U.S. Food and Drug Administration

Gerry A. O'Dell, Gerry O’Dell Consulting

Dave Parente, NAMSA

Robert R. Reich, Pharmaceutical Systems, Inc.

William G. Rowlands, Becton Dickinson

Mike Sadowski, Allegiance Healthcare Corporation

Zenius V. Seliokas, Stericon, Inc.

Jon Seulean, Gambro BCT, Inc.

Paul J. Sordellini, Quality Solutions, Inc.

Bill South, STERIS Corporation

Ralph Stick, AppTec Laboratory Services

Wayne Swallow, Becton Dickinson

James Whitbourne, Sterilization Technical Services

Casimir John Woss, PhD, Johnson & Johnson

Stephen C. Yeadon, Alcon Laboratories, Inc.

William T. Young, lon Beam Applications
Alternates: Bettye Beebe, Alcon Laboratories, Inc.

John Broad, NAMSA

Elizabeth G. Bruette, CR Bard, Inc.

Trabue D. Bryans, AppTec Laboratory Services

Denise Carey, Bausch & Lomb, Inc.

James E. Conner, Zimmer, Inc.

John DiCaro, TYCO Healthcare

Joseph R. Durbin, Abbott Laboratories

Doug F. Harbrecht, Scimed-Boston Scientific Corporation

J. Michael Kuchinski, U.S. Food and Drug Administration

Sue Kuhnert, Sterilization Technical Services

Gary Mitchel, Johnson & Johnson

Ken Paddock, Allegiance Healthcare Corporation

Timothy Ramsey, Northview Biosciences

Manny Saavedra, Kimberly-Clark Corporation

Bruce Schullo, lon Beam Applications

Mark Seybold, Baxter Healthcare Corporation
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Richard L. Weisman, Fresenius Medical Care NA Dialysis Products Division
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