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Background of ANSI/AAMI adoption of ISO 11140-6:2022

As indicated in the foreword to the main body of this document (page vii), the International Organization for
Standardization (ISO) is a worldwide federation of national standards bodies. The United States is one of
the ISO membersthattook an active role in the developmentof this standard, which was developed by ISO/TC 198 to
specify the performancerequirements and testmethods for hollow devices and porous devices as well as the chemical
indicators and biological indicators that are utilized within these devices for testing a specific steam penetration
performance of type B cycles and some type S cycles of small steam sterilizers according to EN 13060.

U.S. participationin ISO/TC 198 is organized through the U.S. Technical Advisory Group, AAMI ST, administered by
the Association for the Advancementof Medical Instrumentation. Experts from the United States made a considerable
contribution to this standard.

AAMI encourages its committees to harmonize their work with International Standards in the area of chemical
indicators. Upon review of ISO 11140-6:2018,the U.S. TAG to ISO/TC 198 and the AAMI Chemical Indicators Working
Group decided to adoptit verbatim, as a first edition of ANSI/AAMI/ISO 11140-6:2024.

AAMI and ANSI procedures require that standards be reviewed and, if necessary, revised every five years to reflect
technological advances that may have occurred since publication.

As used within the context of this document, “shall” indicates requirements strictly to be followed to conform to the
recommended practice. “Should” indicates that among several possibilities, one is recommended as particulany
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 standard. “Can” is used as a
statementof possibility and capability. Finally, “must’is used only to describe “unavoidable” situations, including those
mandated by government regulation.

NOTE Users of this standard are advised that this documentis an AAMI identical adoption of an ISO documentand
that the following international conventions have been carried over to the AAMI publication:

— British English spelling (e.g. colour instead of color)
— Use of Sl units (e.g. metres instead of feet, Celsius instead of Fahrenheit, etc.)
— Decimal comma instead of a decimal point (e.g. 1 000,15 instead of 1,000.15)

The concepts incorporated in this standard should not be considered inflexible or static. This standard, like any other,
mustbe reviewed and updated periodically to assimilate progressive technological developments. To remain relevant,
itmust be modified as technological advances are made and as new data comes to light.

Suggestions forimproving this standard are invited. Comments and suggested revisions should be sent to Standards
Department, AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203.

NOTE—Beginning with the ISO foreword on page vii, this American National Standard is identical to ISO 11140-6:2022.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International Standards is normally carried out through ISO technical
committees. Each memberbody interested in a subjectfor which a technical committee has been established has the
right to be represented on that committee. International organizations, governmental and non-governmental, in liaison
with ISO, also take partin the work. ISO collaborates closely with the International Electrotechnical Commission (IEC)
on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described in the
ISO/IEC Directives, Part 1. In particular, the differentapproval criteria needed for the differenttypes of ISO documents
should be noted. This document was drafted in accordance with the editorial rules of the ISO/IEC Directives, Part 2
(see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this documentmay be the subjectof patentrights. ISO
shall not be held responsible for identifying any or all such patentrights. Details of any patent rights identified during
the developmentof the documentwill be in the Introduction and/oron the ISO list of patent declarations received (see
Www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not constitute an
endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and expressions related to
conformity assessment, as well as information about ISO's adherence to the World Trade Organization (WTO)
principles in the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This documentwas prepared by Technical Committee ISO/TC 198, Sterilization of health care products, in collaboration
with the European Committee for Standardization (CEN) Technical Committee CEN/TC 102, Sterilizers and associated
equipmentfor processing of medical devices, in accordance with the Agreementon technical cooperationbetween ISO
and CEN (Vienna Agreement).

A list of all parts in the ISO 11140 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A complete
listing of these bodies can be found at www.iso.org/members.html.
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Introduction

This document includes a description of both hollow and porous process challenge devices (PCDs) and their
performance requirements, along with methods by which an alternative PCD can be shown to have equivalent
performance to thatof the reference PCD. Small sterilizers unable to accommodate a sterilization module [rectangular
parallelepiped of dimensions 300 mm (height) x 600 mm (length) x 300 mm (width)] cannot be tested using the tests
described in EN 285 for large sterilizers for wrapped goods and porous loads because

— the chambersize of a small steam sterilizeraccordingto EN 13060 is unable to accommodate the standard test
pack from EN 285, and

— the efficacy of the tests isimpaired when the test pack occupies a large proportion of the chamber volume (>20 %
chamber volume).

Indicators described in this documentare intended to be used in conjunction with appropriate PCDs to show penetration
of steam into the PCD. The reference indicator systems and alternative indicator systems pose specified challenges to
airremoval and steam penetration.

The devices described in this documentare intended for use only in small steam sterilizers conforming to EN 13060 to
monitor steam penetration in type B cycles and some type S cycles.

NOTE Even though the hollowload was originally designed as a type test in EN 867-5 (withdrawn standard replaced by
this document) to test the performance of small steam sterilizers conforming with EN 13060, the same test is also used in
other standards, for example, EN 285.

viii © ISO 2022 - All rights reserved
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Sterilization of health care products—Chemical
indicators—Part 6: Type 2 indicators and process
challenge devices for use in performance testing of
small steam sterilizers

WARNING — The use of this document can involve hazardous materials, operations and equipment. It is the
responsibility of the user of this documentto establish appropriate safety and health practices and determine the
applicability of any other restrictions prior to use.

1 Scope

This document specifies the performance requirements and test methods for hollow devices and porous devices as
well as the chemical indicators and biologicalindicators that are utilized within these devices for testing a specific steam
penetration performance of type B cycles and some type S cycles of small steam sterilizers according to EN 13060.

NOTE Thehollow and porous devices described in thisdocumentare notintended for use as surrogate devices for hollow
and porous medical devices used in health care facilities.

a) Chemical indicators used with a porous device specified in this document are designed to demonstrate the
adequacy of steam penetration into a porous device in small steam sterilizers (see EN 13060).

This document specifies the requirements for:

— areference porous device (RPD) as a reference device by which alternative porous indicator systems (APISs)
can be shown to be equivalentin performance according to this document, i.e. a textile test pack in which
steam penetration is judged by thermometric means;

— an alternative porous chemical indicator system equivalentin performance to the RPD, i.e. an APIS, usually
commercially manufactured, of any design.

b) Chemical indicators used with a hollow load device specified in this document are designed to demonstrate the
adequacy of steam penetration into a narrow lumen (previously known as hollowload A) in small steam sterilizers
(see EN 13060).

This document specifies the requirements for:

— a reference hollow device (RHD) used as a reference device in this document, i.e. a lumened device with
attached capsule in which steam penetration is judged by inactivation or survival of a specified biological
indicator;

— an alternative hollow device:

— employing the same specific test load as defined for the RHD and a chemical indicator designed

specifically for use in the reference hollow testload, i.e. a lumened device with an attached capsule in
which steam penetration is judged by visual examination of a chemical indicator;
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