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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 60601-1:2005
Technical Corrigendum 1 and 2

ANSI/AAMI ES60601-1:2005
ANSI/AAMI ES60601-1:2005/C1:2009 (amdt)

Major technical variations
C1 Identical to Corrigendum 1 & 2

IEC 60601-1-2:2007

ANSI/AAMI/IEC 60601-1-2:2007

Identical

IEC 60601-2-2:2009 ANSI/AAMI/IEC 60601-2-2:2009 Identical
IEC 60601-2-4:2002 ANSI/AAMI DF80:2003 Major technical variations
IEC 60601-2-19:2009 ANSI/AAMI/IEC 60601-2-19:2009 Identical
IEC 60601-2-20:2009 ANSI/AAMI/IEC 60601-2-20:2009 Identical
IEC 60601-2-21:2009 ANSI/AAMI/IEC 60601-2-21:2009 Identical

IEC 60601-2-24:1998

ANSI/AAMI 1D26:2004/(R)2009

Major technical variations

IEC 60601-2-47:2001

ANSI/AAMI EC38:2007

Major technical variations

IEC 60601-2-50:2009

ANSI/AAMI/IEC 60601-2-50:2009

Identical

IEC 80601-2-30:2009 and Technical
Corrigendum 1

ANSI/AAMI/IEC 80601-2-30:2009 and
ANSI/AAMI/IEC 80601-2-30:2009/ C1:2009
(amdt) — consolidated text

Identical (with inclusion)
C1 Identical to Corrigendum 1

IEC 80601-2-58:2008 ANSI/AAMI/IEC 80601-2-58:2008 Identical
IEC/TR 60878:2009 ANSI/AAMI/IEC TIR60878:2003 Identical
IEC/TR 62296:2009 ANSI/AAMI/IEC TIR62296:2009 Identical
IEC 62304:2006 ANSI/AAMI/IEC 62304:2006 Identical
IEC/TR 62348:2006 ANSI/AAMI/IEC TIR62348:2006 Identical
IEC/TR 62354:2009 ANSI/AAMI/IEC TIR62354:2009 Identical
IEC/TR 80002-1:2009 ANSI/IEC/TR 80002-1:2009 Identical
1ISO 5840:2005 ANSI/AAMI/ISO 5840:2005 Identical
1ISO 7198:1998 ANSI/AAMI/ISO 7198:1998/2001/(R)2004 Identical
1ISO 7199:2009 ANSI/AAMI/ISO 7199:2009 Identical

ISO 8637:2004

ANSI/AAMI RD16:2007

Major technical variations

I1ISO 8638:2004

ANSI/AAMI RD17:2007

Major technical variations

1ISO 10993-1:2009

ANSI/AAMI/ISO 10993-1:2009

Identical

1SO 10993-2:2006 ANSI/AAMI/ISO 10993-2:2006 Identical
1ISO 10993-3:2003 ANSI/AAMI/ISO 10993-3:2003/(R)2009 Identical
1ISO 10993-4:2002 and ANSI/AAMI/ISO 10993-4:2002/(R)2009 and Identical
Amendment 1:2006 Amendment 1:2006/(R)2009

I1ISO 10993-5:2009 ANSI/AAMI/ISO 10993-5:2009 Identical
ISO 10993-6:2007 ANSI/AAMI/ISO 10993-6:2007 Identical
1SO 10993-7:2008 ANSI/AAMI/ISO 10993-7:2008 Identical
1SO 10993-9:1999 ANSI/AAMI/ISO 10993-9:1999/(R)2005 Identical

1ISO 10993-10:2002 and
Amendment 1:2006

ANSI/AAMI BE78:2002/(R)2008
ANSI/AAMI BE78:2002/A1:2006/(R)2008

Minor technical variations
Identical

1ISO 10993-11:2006 ANSI/AAMI/ISO 10993-11:2006 Identical
ISO 10993-12:2007 ANSI/AAMI/ISO 10993-12:2007 Identical
ISO 10993-13:1998 ANSI/AAMI/ISO 10993-13:1999/(R)2004 Identical
ISO 10993-14:2001 ANSI/AAMI/ISO 10993-14:2001/(R)2006 Identical
1ISO 10993-15:2000 ANSI/AAMI/ISO 10993-15:2000/(R)2006 Identical
ISO 10993-16:1997 ANSI/AAMI/ISO 10993-16:1997/(R)2009 Identical
1ISO 10993-17:2002 ANSI/AAMI/ISO 10993-17:2002/(R)2008 Identical
1ISO 10993-18:2005 ANSI/AAMI BE83:2006 Major technical variations
ISO/TS 10993-19:2006 ANSI/AAMI/ISO TIR10993-19:2006 Identical
ISO/TS 10993-20:2006 ANSI/AAMI/ISO TIR10993-20:2006 Identical
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International designation U.S. designation Equivalency
1SO 11135-1:2007 ANSI/AAMI/ISO 11135-1:2007 Identical
ISO/TS 11135-2:2008 ANSI/AAMI/ISO TIR11135-2:2008 Identical
1ISO 11137-1:2006 ANSI/AAMI/ISO 11137-1:2006 Identical
1ISO 11137-2:2006 (2006-08-01 ANSI/AAMI/ISO 11137-2:2006 Identical
corrected version)

1SO 11137-3:2006 ANSI/AAMI/ISO 11137-3:2006 Identical
1SO 11138-1: 2006 ANSI/AAMI/ISO 11138-1:2006 Identical
1SO 11138-2: 2006 ANSI/AAMI/ISO 11138-2:2006 Identical
1ISO 11138-3: 2006 ANSI/AAMI/ISO 11138-3:2006 Identical
1SO 11138-4: 2006 ANSI/AAMI/ISO 11138-4:2006 Identical
1SO 11138-5: 2006 ANSI/AAMI/ISO 11138-5:2006 Identical
ISO/TS 11139:2006 ANSI/AAMI/ISO 11139:2006 Identical
1ISO 11140-1:2005 ANSI/AAMI/ISO 11140-1:2005 Identical
1SO 11140-3:2007 ANSI/AAMI/ISO 11140-3:2007 Identical
1SO 11140-4:2007 ANSI/AAMI/ISO 11140-4:2007 Identical
1SO 11140-5:2007 ANSI/AAMI/ISO 11140-5:2007 Identical
1ISO 11607-1:2006 ANSI/AAMI/ISO 11607-1:2006 Identical
1SO 11607-2:2006 ANSI/AAMI/ISO 11607-2:2006 Identical
1SO 11737-1: 2006 ANSI/AAMI/ISO 11737-1:2006 Identical
1SO 11737-2:2009 ANSI/AAMI/ISO 11737-2:2009 Identical
1ISO 13408-1:2008 ANSI/AAMI/ISO 13408-1:2008 Identical
1ISO 13408-2:2003 ANSI/AAMI/ISO 13408-2:2003 Identical
1SO 13408-3:2006 ANSI/AAMI/ISO 13408-3:2006 Identical
1SO 13408-4:2005 ANSI/AAMI/ISO 13408-4:2005 Identical
1ISO 13408-5:2006 ANSI/AAMI/ISO 13408-5:2006 Identical
1ISO 13408-6:2006 ANSI/AAMI/ISO 13408-6:2006 Identical
1SO 13485:2003 ANSI/AAMI/ISO 13485:2003/(R)2009 Identical
1SO 14155-1:2003 ANSI/AAMI/ISO 14155-1:2003/(R)2008 Identical
1ISO 14155-2:2003 ANSI/AAMI/ISO 14155-2:2003/(R)2008 Identical
1ISO 14160:1998 ANSI/AAMI/ISO 14160:1998/(R)2008 Identical
1SO 14161:2009 ANSI/AAMI/ISO 14161:2009 Identical
1SO 14708-3:2008 ANSI/AAMI/ISO 14708-3:2008 Identical
1ISO 14708-4:2008 ANSI/AAMI/ISO 14708-4:2008 Identical
1SO 14937:2009 ANSI/AAMI/ISO 14937:2009 Identical
ISO/TR 14969:2004 ANSI/AAMI/ISO TIR14969:2004 Identical
1SO 14971:2007 ANSI/AAMI/ISO 14971:2007 Identical
1ISO 15223-1:2007 and A1:2008 ANSI/AAMI/ISO 15223-1:2007 and A1:2008 Identical
ISO 15225:2000 and A1:2004 ANSI/AAMI/ISO 15225:2000/(R)2006 and Identical

A1:2004/(R)2006

1SO 15674:2009 ANSI/AAMI/ISO 15674:2009 Identical
1SO 15675:2009 ANSI/AAMI/ISO 15675:2009 Identical
1SO 15882:2008 ANSI/AAMI/ISO 15882:2008 Identical

ISO 15883-1:2006

ANSI/AAMI ST15883-1:2009

Major technical variations

ISO/TR 16142:2006

ANSI/AAMI/ISO TIR16142:2005

Identical

1ISO 17664:2004

ANSI/AAMI ST81:2004

Major technical variations

1ISO 17665-1:2006

ANSI/AAMI/ISO 17665-1:2006

Identical (with inclusions)

ISO/TS 17665-2:2009

ANSI/AAMI/ISO TIR17665-2:2009

Identical

ISO 18472:2006 ANSI/AAMI/ISO 18472:2006 Identical
ISO/TS 19218:2005 ANSI/AAMI/ISO 19218:2005 Identical
ISO 22442-1:2007 ANSIAAMI/ISO 22442-1:2007 Identical
ISO 22442-2:2007 ANSIAAMI/ISO 22442-2:2007 Identical
ISO 22442-3:2007 ANSI/AAMI/ISO 22442-3:2007 Identical
ISO 25539-1:2003 and A1:2005 ANSIVAAMI/ISO 25539-1:2003/(R)2009 and | Identical
A1:2005/(R)2009
ISO 25539-2:2008 ANSI/AAMI/ISO 25539-2:2008 Identical
ISO 81060-1:2007 ANSI/AAMI/ISO 81060-1:2007 Identical
ISO 81060-2:2009 ANSI/AAMI/ISO 81060-2:2009 Identical
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Foreword

This document is part of a series of technical information reports (TIRs) intended for use in conjunction with
ANSI/AAMI/ISO 11135-1. The other reports in the series are

— AAMI TIR14:2009, Contract sterilization using ethylene oxide;

— AAMI TIR16:2009, Microbiological aspects of ethylene oxide sterilization;

— AAMI TIR28:2009, Product adoption and process equivalence for ethylene oxide sterilization; and

— ANSI/AAMI/ISO TIR11135-2:2008, Sterilization of health care products—Ethylene oxide—Part 2: Guidance on
the application of ANSI/AAMI/ISO 11135-1

The original TIR15, along with other AAMI TIRs, provided additional guidance to the 1994 edition of the industrial ethylene
oxide sterilization standard ANSI/AAMI/ISO 11135, which was revised in 2007 under a new designation, ANSI/AAMI/ISO
11135-1:2007, Sterilization of health care products—Ethylene oxide—Part 1: Requirements for development, validation,
and routine control of a sterilization process for medical devices. In 2008, the International Organization for
Standardization (ISO) published its own guidance document for the 11135 standard, ISO/TR 11135-2:2008, Sterilization of
health care products—Ethylene oxide—Part 2: Guidance on the application of ISO 11135-1, which was based to a great
extent on the earlier AAMI TIRs. Correspondingly, the AAMI Industrial Ethylene Oxide Sterilization Working Group is
updating its TIRs to take into account changes to the 11135 standard and to avoid redundancy with ANSI/AAMI/ISO
TIR11135-2:2008.

This TIR contains guidelines that are not intended to be absolute or to apply in all circumstances. One should use
judgment in applying the information in this TIR.

As used within the context of this document, “should” indicates that among several possibilities, one is recommended as
particularly suitable, without mentioning or excluding others, or that a certain course of action is preferred but not
necessarily required, or that (in the negative form) a certain possibility or course of action should be avoided but is not
prohibited. “May” is used to indicate that a course of action is permissible within the limits of the technical information
report. “Can” is used as a statement of possibility and capability. Finally, “must” is used only to describe “unavoidable”
situations, including those mandated by government regulation. See also the NOTE on Page 1.

Suggestions for improving this technical information report are invited. Comments and suggested revisions should be sent
to AAMI, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.

NOTE—This foreword does not contain provisions of AAMI TIR15:2009, Physical aspects of ethylene oxide sterilization, but it
does provide important information about the development and intended use of the document.
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AAMI Technical Information Report AAMI TIR15:2009

Physical aspects of ethylene oxide sterilization

NOTE—This technical information report (TIR) is not a standard, and the material contained herein is not normative in nature. In a few
instances, the committee has used the term “shall” based on its knowledge of requirements contained in relevant standards, regulatory
requirements, or both.

1 Scope

This AAMI TIR provides additional guidance to augment ANSI/AAMI/ISO 11135-1:2007. This TIR addresses some of the
physical aspects of ethylene oxide (EO) sterilization and provides guidance on sterilization equipment, considerations for
preconditioning, how to calculate relative humidity, EO concentration, and flammability, as well as guidance on the use of
statistics for process equivalence.

Additional guidance on ANSI/AAMI/ISO 11135-1:2007 can be found in ANSI/AAMI/ISO 11135-2:2008.

2  Definitions

For the purposes of this TIR, the terms and definitions in ANSI/AAMI/ISO 11135-1:2007, ANSI/AAMI/ISO 11135-2:2008,
and the following apply:

21 dew point: The temperature at which the saturation water vapor pressure is equal to the partial pressure of the
water vapor in the atmosphere. Any cooling of the atmosphere below the dew point would produce water condensation.

2.2 humidity: A measure of the water vapor present in a gas. It is usually measured as absolute humidity, relative
humidity, or dew point temperature.

2.3 preconditioning area: Either a chamber or a room in which product preconditioning occurs.

2.4 relative humidity (RH): Ratio of water vapor partial pressure actually present to water vapor pressure required
for saturation at a given temperature.

actual vapor pressure

%oRH saturation vapor pressure x 100
3 EO sterilization processing equipment
31 General
3.1.1  When 100 % EO or flammable blends of EO are used,
a) Electrical accessories used for EO processes should comply with Class I, Division 2, Group B electrical

requirements as stated by the National Fire Protection Association (NFPA) in NFPA 70 (2008) or equivalent. The
guidance within NFPA 560 (2007) should also be consulted.

b) The sterilizer interior should comply with Class I, Division 1, Group B electrical requirements stated within NFPA
70 (2008) or equivalent. The guidance within NFPA 560 (2007) should also be consulted.

C) Equipment and piping should be grounded in accordance with NFPA 70 (2008) or equivalent.

d) In facilities constructed after 1995 and where NFPA standards are under the jurisdiction of a federal, state, local,
or other regional department or individual (e.g., fire chief), the storage, handling, and use of EO shall comply with
NFPA 560 (2007).

e) When designing sterilization cycles, the chamber environment should remain nonflammable.
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