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Biological indicators—Part 2: Biological
indicators for ethylene oxide sterilization
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Approved 22 September 1999 by
American National Standards Institute, Inc.

Abstract: This standard provides specific requirements for test organisms and biological indicators intended
for use in assessing the performance of sterilizers employing pure ethylene oxide gas or admixtures
of the gas with diluent gases at sterilizing temperatures within the range of 20° C to 65° C.
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AAMI Standard

This Association for the Advancement of Medical Instrumentation (AAMI) standard implies a consensus of those
substantially concerned with its scope and provisions. The existence of an AAMI standard does not in any respect
preclude anyone, whether they have approved the standard or not, from manufacturing, marketing, purchasing, or using
products, processes, or procedures not conforming to the standard. AAMI standards are subject to periodic review, and
users are cautioned to obtain the latest editions.

CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI procedures require that action
be taken to reaffirm, revise, or withdraw this standard no later than 5 years from the date of publication. Interested
parties may obtain current information on all AAMI standards by calling or writing AAMI.
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This publication is subject to copyright claims of AAMI. No part of this publication may be reproduced or distributed in any
form, including an electronic retrieval system, without the prior written permission of AAMI. All requests pertaining to this
draft should be submitted to AAML. 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 of Medical Instrumentation. Violators risk legal action, including civil and criminal penalties, and damages
of $100,000 per offense. For permission regarding the use of all or any part of this document, contact Kurt C. Larrick,
Director, Technical Publishing, at AAMI, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201. Phone: (703) 525-4890,
Ext. 239; Fax: (703) 525-1067.
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Committee Representation

Association for the Advancement of Medical Instrumentation
Sterilization Standards Committee

This American National Standard was developed by the Biological Indicators Working Group under the auspices of
the AAMI Sterilization Standards Committee.

The AAMI Sterilization Standards Committee has the following members:

Cochairs: Virginia C. Chamberlain, PhD
William Young
Members: Carl W. Bruch, PhD, Consultant, Hudson, WI

Virginia C. Chamberlain, PhD, VC Chamberlain and Assoc., Hendersonville, NC
Neal E. Danielson, D's Enterprise, Wichita, KS
Judith Dowler, Medical Development Bureau, Health Canada, Ottawa, ON
Frank B. Engley, Jr., PhD, University of Missouri, Columbia, MO
Virginia Hitchins, PhD, Center for Devices and Radiological Health, U.S. Food
and Drug Administration
Robert F. Morrissey, PhD, Johnson & Johnson
S. Richard Nusbaum, Pennsylvania Engineering Company
Barry F. J. Page, Barry Page Consulting, Garner, NC
Marimargaret Reichert, RN, Reichert Consulting, Olmsted Falls, OH
Janet K. Schultz, RN, Medascend
James Whitbourne, Sterilization Technical Services
James L. Whitby, MA, MB, FRCP, University of Western Ontario,
London, Ontario
William Young, Baxter Healthcare Corporation

The Biological Indicators Working Group has the following members:

Cochairs: Lois Jones
Phil Schneider
Members: Krisann Anderson, St. Jude Medical, Inc.

Trabue D. Bryans, Viromed Biosafety Labs

Karla Byrne, Getinge/Castle, Inc.

Virginia C. Chamberlain, PhD, VC Chamberlain and Assoc., Hendersonville, NC

Gary Cranston, Consulting and Technical Services, Taunton, MA

Douglas Davie, Sterilization Validation Services

Brian Drumheller, CR Bard, Inc.

John Dyckman, PhD, Propper Manufacturing Corporation

Gordon Ely, BS RM, Nelson Laboratories, Inc.

Jerry Falkowski, PhD, Steris Corporation

Janie Fuller, DDS MPH, Center for Devices and Radiological Health, U.S. Food
and Drug Administration

James Gibson, Jr., J.M. Gibson Associates, Odessa, FL

Joel R. Gorski, PhD, NAMSA

Thomas L. Hansen, Kendall Healthcare

Arthur C. Harris, Chicago Sterilization Services

Lois Jones, Becton Dickinson and Company

Carolyn Kinsley, Baxter Healthcare Corporation

James P. Kulla, BS MS, BEC Laboratories, Inc.

Linda Lavelle, Johnson and Johnson

Patrick McCormick, Bausch & Lomb, Inc.

James McGowan, Kimberly-Clark Corporation

Gregg Mosely, Biotest Laboratories

Robert Reich, BS MS, Pharmaceutical Systems, Inc.

Phil Schneider, 3M Health Care

Scott Sutton, PhD, Alcon Laboratories, Inc.

Zenius Seliokas, Stericon, Inc.

James Whitbourne, Sterilization Technical Services
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