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Objectives and uses of AAMI standards

and recommended practices

It is most important that the objectives and potential uses of an
AAMI product standard or recommended practice are clearly
understood. The objectives of AAMI's technical development
program derive from AAMI's overall mission: the advancement of
medical instrumentation. Essential to such advancement are (1) a
continued increase in the safe and effective application of current
technologies to patient care, and (2) the encouragement of new
technologies. It is AAMI's view that standards and recommended
practices can contribute significantly to the advancement of
medical instrumentation, provided that they are drafted with
attention to these objectives and provided that arbitrary and
restrictive uses are avoided.

A voluntary standard for a medical device recommends to the
manufacturer the information that should be provided with or on
the product, basic safety and performance criteria that should be
considered in qualifying the device for clinical use, and the
measurement techniques that can be used to determine whether the
device conforms with the safety and performance criteria and/or to
compare the performance characteristics of different products.
Some standards emphasize the information that should be provided
with the device, including performance characteristics, instructions
for use, warnings and precautions, and other data considered
important in ensuring the safe and effective use of the device in the
clinical environment. Recommending the disclosure of
performance characteristics often necessitates the development of
specialized test methods to facilitate uniformity in reporting;
reaching consensus on these tests can represent a considerable part
of committee work. When a drafting committee determines that
clinical concerns warrant the establishment of minimum safety and
performance criteria, referee tests must be provided and the reasons
for establishing the criteria must be documented in the rationale.

A recommended practice provides guidelines for the use, care,
and/or processing of a medical device or system. A recommended
practice does not address device performance per se, but rather
procedures and practices that will help ensure that a device is used
safely and effectively and that its performance will be maintained.

Although a device standard is primarily directed to the
manufacturer, it may also be of value to the potential purchaser or
user of the device as a frame of reference for device evaluation.
Similarly, even though a recommended practice is usually oriented
towards healthcare professionals, it may be useful to the
manufacturer in better understanding the environment in which a
medical device will be used. Also, some recommended practices,
while not addressing device performance criteria, provide
guidelines to industrial personnel on such subjects as sterilization
processing, methods of collecting data to establish safety and
efficacy, human engineering, and other processing or evaluation
techniques; such guidelines may be useful to health care
professionals in understanding industrial practices.

In determining whether an AAMI standard or recommended
practice is relevant to the specific needs of a potential user of the
document, several important concepts must be recognized:

All AAMI standards and recommended practices are voluntary
(unless, of course, they are adopted by government regulatory or
procurement authorities). The application of a standard or
recommended practice is solely within the discretion and
professional judgment of the user of the document.
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Each AAMI standard or recommended practice reflects the
collective expertise of a committee of health care professionals and
industrial representatives, whose work has been reviewed
nationally (and sometimes internationally). As such, the consensus
recommendations embodied in a standard or recommended practice
are intended to respond to clinical needs and, ultimately, to help
ensure patient safety. A standard or recommended practice is
limited, however, in the sense that it responds generally to
perceived risks and conditions that may not always be relevant to
specific situations. A standard or recommended practice is an
important reference in responsible decision-making, but it should
never replace responsible decision-making.

Despite periodic review and revision (at least once every five
years), a standard or recommended practice is necessarily a static
document applied to a dynamic technology. Therefore, a standards
user must carefully review the reasons why the document was
initially developed and the specific rationale for each of its
provisions. This review will reveal whether the document remains
relevant to the specific needs of the user.

Particular care should be taken in applying a product standard
to existing devices and equipment, and in applying a recommended
practice to current procedures and practices. While observed or
potential risks with existing equipment typically form the basis for
the safety and performance criteria defined in a standard,
professional judgment must be used in applying these criteria to
existing equipment. No single source of information will serve to
identify a particular product as "unsafe”. A voluntary standard can
be used as one resource, but the ultimate decision as to product
safety and efficacy must take into account the specifics of its
utilization and, of course, cost-benefit considerations. Similarly, a
recommended practice should be analyzed in the context of the
specific needs and resources of the individual institution or firm.
Again, the rationale accompanying each AAMI standard and
recommended practice is an excellent guide to the reasoning and
data underlying its provision.

In summary, a standard or recommended practice is truly
useful only when it is used in conjunction with other sources of
information and policy guidance and in the context of professional
experience and judgment.
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American National Standard ANSI/AAMI/ISO 11607-2:2019
(Revision of ANSI/AAMI/ISO 11607-2:2006/(R)2015 & A1:2014 (R)2016)

Packaging for terminally sterilized medical devices—
Part 2: Validation requirements for forming, sealing
and assembly processes

Approved 2 May 2019 by
AAMI

Approved 24 May 2019 by
American National Standards Institute

Abstract: Specifies the requirements for development and validation of processes for packaging medical
devices that are terminally sterilized and maintain sterility to the point of use. These processes
include forming, sealing, and assembly of preformed sterile barrier systems, sterile barrier systems,
and packaging systems.
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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 reaffim, 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.

All AAMI 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.

Published by

AAMI
901 N. Glebe Road, Suite 300
Arlington, VA 22203

© 2019 by the Association for the Advancement of Medical Instrumentation
All Rights Reserved

This publication is subject to copyright claims of ISO and 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 AAMI. 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 pemission regarding the use of all or any part of this
document, contact AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203 Phone: (703) 525-4890; Fax: (703) 525-
1067.

Printed in the United States of America

ISBN 978-1-57020-720-4

Documents

Document Sharing Hub

Full document details: ANSI AAMI ISO 11607-2-2019


http://www.avadocuments.com/doc/ansi-aami-iso-11607-2-2019
http://www.avadocuments.com/doc/ansi-aami-iso-11607-2-2019

Contents Page

Committee rePreSENtAtiON..........cciiiiiiicccccerr e e e e e s s s s s ss e e e e e e s e s s s snne e e e eeasssssnnneeeeeeasssnnnneeneean s nnnennnnnann iv
Background of ANSI/AAMI adoption of ISO 11607-2:2019 ........cccccceerrriiirceseerrrerssssssssrreesssssssssnseeeesssssssnnsesessssnsnnn vii
L0 =T viii
0o o 11T o) iX
1 £ o7 o o -SSR 1
2 NOIMAative FEfErENCES .....coii i a s saae s s n e e s e e e e e nns 1
3 Terms and definitions..... ... 1
4 (7o =T = T =T [T =Y 44T | SRR 6
4.1 L T 11 Y= (= 1 1 6
4.2 RiSK MANAGEMENL .......ceeiiiiiiicccccirre i sscssee e e s s s s s s ssssr e e e e e s s s s s sssne s e e e e assssssneseeeeaaassssnnneeeeeaasssnnnneeneeaansannnnnensesnnen 6
4.3 RS- 114 o] 11 4T SR 6
44 B 1T 0 T=T 4 T X L 6
4.5 T T o] 14 T=Y o €= 1o o 7
5 Validation of packaging ProCeSSES ........cuumiirirriiiiiriniiir i an e 7
51 L =T 3T - 7
5.2 Installation qUAlIfiCation ........ ... aan 8
5.3 (O 0=1 = 1 o3 g E=T e {1 F= 3= Lo o SRR 9
5.4 Performance qUalifiCation..........ccceeiiccccciiiii i e s nnr e s s nnn e e e e e e nnnn e e e e nnnnnnn 10
5.5 Formal approval of the process validation..............ooo e 10
5.6 Process control and MONItOriNgG........ccccceiiiiiiiicssserrr s isssssseer e e e s s sssssssr e e e e e s sssssnnse e e e e sssssssnneeeeesassssnnnnsenensnsen 10
5.7 Process changes and revalidation...........coiicccceiiiiiiccccccir s sccsserr e sssr s e e s snn e e e s s snmnn e e e e ennnnnn 1
6 X7 4 o RS SRRTPY 1
7 Use of reusable sterile barrier Systems ...........ccccceiiiiiicccciiiiis e e snne e e e e e e nnn 12
8 153 Yy 1 LY [0TTe B =14 g T o7 Td (€= Ve 1] 4 Ve [ SRS 12
Annex A (informative) Process develOpmEeNt ...........ccccceeiiiiicicismerrssisssssssseesesssssssssssssessssssssssnssssssssssssnnsessssssssssnnnes 13
LS T] o [0 o = ¢ 4 /PSR T 14
Documents

Document Sharing Hub

Full document details: ANSI AAMI ISO 11607-2-2019


http://www.avadocuments.com/doc/ansi-aami-iso-11607-2-2019
http://www.avadocuments.com/doc/ansi-aami-iso-11607-2-2019

Committee representation

Association for the Advancement of Medical Instrumentation

Packaging Working Group

The adoption of ISO 11607-2 as an American National Standard was initiated by the AAMI Packaging Working Group.
AAMI Packaging Working Group provides input to the AAMI Sterilization Standards Committee which is the responsible
group for providing the U.S. input to the relevant group in ISO/TC 198, Sterilization of health care products. U.S.
representatives from AAMI Packaging Working Group and the TAG played an active part in developing the ISO
document.

At the time this document was published, the AAMI Packaging Working Group has the following members:

Cochairs: Jen Benolken
Jordan Montgomery

Members: Anas Aljabo, CMC Sterilization Ltd
David Anundson, Smiths Medical
Ed Arscott, NAMSA

Jennifer Asleson, Quality, Microbiology & Sterilization Services LLC
D'J Ballard, Packaging Science Center Inc
Harshad Borgaonkar, Cantel Inc

Carolyn Braithwaite-Nelson, Philips (fka Spectranetics Corporation)
Danette Casper, Olympus American Inc
Jeff Cavil, Becton Dickinson & Company

Chris Chemberlen, Sterilization Validation Services

Xiaolan Chen, Advanced Sterilization Products

Jeremy Elwell, Stryker Instruments Division

Gordon Ely, GEM Consulting

Nick Fotis, Cardinal Health

Becky Gilsdorf, Healthmark Industries Company Inc

Kevin Grum, DuPont Tyvek Medical and Pharmaceutical Protection

Doug Harbrecht, Sterility Assurance LLC
Nyla Japp, Independent Expert

Jackie Johnson, Flexible Packing Association

Britt Jones, WuXi AppTec Inc
Jeff Klein, Edwards Lifesciences
Kelley Kuehne, Centurion Sterilization Services

Erin Kyle, Association of Perioperative Registered Nurses
Jean-Luc Lemyre, TSO3 Inc

Wendy Mach, Sotera Health LLC
Roger Martin, Sterilucent Inc

Bob Massaglia, Terumo Americas Corporate

Tom McElroy, IUVO BioScience

Rusty Mills, GE Healthcare

Jordan Montgomery, Medtronic Inc Campus
Joseph Moore, Baxter Healthcare Corporation
Brian Nissen, Quality Tech Services LLC

Cindy O'Leary-Swinson, WL Gore & Associates Inc
Rod Patch, Johnson & Johnson

Michael Piazza, Alcon Laboratories Inc

Tony Piotrkowski, STERIS Corporation
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Mary Sheehan, BSI| Healthcare

Carol Smith, Boston Scientific Corporation

Joan Spear, B Braun of America Inc

Steve Spencer, Owens & Minor

Oliver Stauffer, PTI Inspection Systems

Don Tumminelli, HIGHPOWER Validation Testing & Lab Services Inc
Steven Turtil, FDA/CDRH

Stephanie Volk, ConvaTec Inc

Don Williams, Kaiser Foundation Health Plan

Kristy Yates, 3M Healthcare

Zach Zott, Medline Industries Inc Roberto Zumbado, Philips

Alternates: Susanne Anderson, NAMSA
Ralph Basile, Healthmark Industries Company Inc
Jen Benolken, DuPont Tyvek Medical and Pharmaceutical Protection
Jenny Berg, Sterilucent Inc
Greg Crego, IUVO BioScience
Douglas Davie, Sterilization Validation Services
Veronica Falkevitz, HHGHPOWER Validation Testing & Lab Services
Brad Fish, Bausch & Lomb Inc
Pankaj Gaur, Medtronic Inc Campus
Bonnie Heredia, Baxter Healthcare Corporation
Pal Khangaldy, Sotera Health LLC
Young Lee, FDA/CDRH
Sierra Mertz, B Braun of America Inc
Vanessa Molloy-Simard, TSO3 Inc
Dan Penny, Cardinal Health
Jimmy Quijas, Abbott Laboratories
Claudia Romero-Waas, BS| Healthcare
Jason Ruff, Boston Scientific Corporation
Richard Schule, STERIS Corporation
Ram Singhal, Flexible Packing Association
Maruti Sinha, Cantel Inc
Mischa Waas, Johnson & Johnson
Abbey Walton, Becton Dickinson & Company
Tina Yu, Advanced Sterilization Products

NOTE—Participation by federal agency representatives in the development of this standard does not constitute
endorsement by the federal government or any of its agencies.

At the time this document was published, the AAMI Sterilization Standards Committee had the following members:

Cochairs: Michael Scholla
Patrick Weixel
Members: Anas Aljabo, PhD, CMC Sterilization Ltd

Brett Anderson, Cochlear Ltd

Richard Bancroft, STERIS Corporation
Marie Brewer (Independent Expert)

Trabue D. Bryans, BryKor LLC

Jon Burdack, PhD, Nanosonics Limited
Tim Carlson, Becton Dickinson & Company
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Phil Cogdill, Medtronic Inc

Lena Cordie-Bancroft, Qualitas Professional Services LLC

Jacqueline Daley (Independent Expert)

Gordon Ely, GEM Consulting

Lisa Foster, Adiuvo QS & SA Consulting

Daniel Fowler, WuXi AppTec Inc

Joel R. Gorski, PhD, NAMSA

Joyce Hansen, Johnson & Johnson

Mollie Holter, MicroBio Consulting LLC

Stephanie Homuth (Independent Expert)

Gail Horvath, ECRI Institute

Clark Houghtling, Cosmed Group Inc

Susan G. Klacik, CCSMC, FCS, ACE, International Association of Healthcare Central Service
Materiel Management

Erin Kyle, Association of periOperative Registered Nurses

Byron J. Lambert, PhD, Abbott Laboratories

Michelle Luebke, Baxter Healthcare Corporation

Patrick J. McCormick, Bausch & Lomb Inc

Leslie Nichols, Mayo Clinic

Gerry O'Dell, Gerry O'Dell Consulting

David Pickard, BSI| Healthcare

Adrian Ponce, Verrix LLC

Janet Prust, 3M Healthcare

Nancy Rakiewicz, IUVO BioScience

Michael H. Scholla, MS, PhD, Dupont Protection Technologies

Linda Schultz, Northside Hospital Surgical Services Atlanta

Kristen Singleton, Getinge USA

Joan Spear, B Braun of America Inc

Patrick Weixel, FDA/CDRH

Sid Wiggs (Independent Expert)

Stephen Yeadon, Boston Scientific Corporation

William E. Young, Sotera Health LLC

Roberto Zumbado, Philips

Alternates: Stacy Bohl, Boston Scientific Corporation
Greg Crego, IUVO BioScience
Dan Floyd, DuPont Protection Technologies
Bob Marrs, B Braun of America Inc
Gerry McDonnell, PhD, Johnson & Johnson
David McGoldrick, Abbott Laboratories
Kimberly Patton, Becton Dickinson & Company
Christine Render, Cosmed Group Inc
Claudia Romero-Waas, BSI| Healthcare
Michael Sadowski, Baxter Healthcare Corporation
Mark Smith, Getinge USA
Craig Wallace, 3M Healthcare
LisaWard, STERIS Corporation
Jill Warren, WuXi AppTec Inc
Martell Kress Winters, SM, Sotera Health
Jon Wood, International Association of Healthcare Central Service
Materiel Management

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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