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Abstract: This technical report contains guidance on the application of ISO 11607-1:2006, Packaging for
terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems
and packaging systems and ISO 11607-2:2006, Packaging for terminally sterilized medical device
- Part 2: Validation requirements for forming, sealing, and assembly processes. Possible options
for compliance with the requirements of Parts 1 and 2 will be addressed as special concerns that
may require attention due to regional or local conditions, practices or regulations.
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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on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every
10 years. For a TIR, AAMI consults with a technical committee about five 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 TIR 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,
4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.

ANSI Registration

Publication of this Technical Report that has been registered with ANSI has been approved by the Accredited
Standards Developer (AAMI, 4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633). This document is
registered as a Technical Report according to the Procedures for the Registration of Technical Reports with ANSI.
This document is not an American National Standard and the material contained herein is not normative in nature.

Comments on this technical information report are invited and should be sent to AAMI, Atin: Standards Department,
4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.
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Glossary of equivalent standards

International Standards adopted in the United States may include normative references to other International
Standards. AAMI maintains a current list of each International Standard that has been adopted by AAMI (and ANSI).
Available on the AAMI website at the address below, this list gives the corresponding U.S. designation and level of
equivalency to the International Standard.

www.aami.org/standards/glossary.pdf
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Committee representation

Association for the Advancement of Medical Instrumentation

AAMI/ST/WG 07, Packaging Working Group

The adoption of ISO/TS 16775:2014 as a Technical Report and revision of existing AAMI TIR22:2007
was initiated by the AAMI Packaging Working Group, which serves as the U.S. TAG (technical advisory
group) for ISO/TC 198/WG 7. U.S. representatives played an active role in developing the 1ISO TR.

Committee approval of the standard does not necessarily imply that all committee members voted for its
approval.

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

Chairs: David W. Johnson, Kimberly-Clark Corporation
Jackie Daly Johnson, Flexible Packing Association

Members: Edward Arscott, NAMSA
Donald S. Barcan, DBI Inc (Donbar Industries Inc)
Jennifer Neid Benolken, CPP, St Jude Medical Inc
Bradley J. Bushman, Standard Textile Co Inc
Brian Buxton, Bausch & Lomb Inc
Claudia Camp, Stryker Instruments Division
Jeff Cavil, CareFusion
Chris Chemberlen, Sterilization Validation Services
Julie Clifford, Alcon Laboratories Inc
Ramona Conner, RN MSN CNOR, Association of Perioperative Registered Nurses
Tim Early, Zimmer Inc
Todd Engelken, Quality Tech Services Inc
Richard M. Granquist, BS, Cook Inc
Douglas F. Harbrecht, Sterility Assurance LLC
Victoria M. Hitchins, PhD, FDA/CDRH
Charles A. Hughes, Medivators Inc
Nyla Skee Japp, PhD RN CSPDM
Stephen M. Kovach, Healthmark Industries Company Inc
Kelley Kuehne, Centurion Sterilization Services
Colleen Patricia Landers, RN, Timmins & District Hospital
Curtis L. Larsen, CPP, Spartan Design Group
Helene Leblond, TSO3 Inc
Wendy S. Mach, BS, Nelson Laboratories Inc
Bob Massaglia, Terumo Americas Corporate
Russell D. Mills, GE Healthcare
Jordan Montgomery, Medtronic Inc WHQ Campus
Joseph Moore, Baxter Healthcare Corporation
Randy Penn, Abbott Laboratories
Dan Penny, Cardinal Health (MP&S)
Anthony M. Piotrkowski, Steris Corporation
Patrick Polito, Moog Medical Devices
Michael H. Scholla, PhD, Dupont Protection Technologies
Linda Slone, RN BSPA CNOR
Carol Smith, Boston Scientific Corporation
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Alternates:

Joan M. Spear, MBA RM CMPR, B Braun of America Inc
Ralph Stick, WuXi AppTec Inc

Larry Talapa, 3M Healthcare

Michael D. Tambasco, Propper Manufacturing Co Inc
Robert E. Thornburg, Becton Dickinson & Company
Chris Vogel, Covidien

Mischa Waas, Johnson & Johnson

Don T. Williams, CRCST CHL, Swedish Medical Center

Denise Adams, B Braun of America Inc

Heide M. Ames, Steris Corporation

Susanne Anderson, NAMSA

Ralph J. Basile, MBA, Healthmark Industries Company Inc

Rachel Brewer, Moog Medical Devices

Douglas D. Davie, Sterilization Validation Services

Matthew Dehmler, Bausch & Lomb Inc

David Derr, Alcon Laboratories Inc

April J. Doering, St Jude Medical Inc

Sylvie Dufresne, PhD, TSO3 Inc

Dan B. Floyd, Nelson Laboratories Inc

Nick Fotis, Cardinal Health (MP&S)

Sean P. Gorman, Kimberly-Clark Corporation

Bonnie Heredia, Baxter Healthcare Corporation

Britt Jones, WuXi AppTec Inc

Ronald G. Lulich, 3M Healthcare

Michael Nolan, Medivators Inc

Rodney Patch, Johnson & Johnson

William Peiserich, Zimmer Inc

Karen Polkinghorne, Dupont Protection Technologies

Miraj Sheth, GE Healthcare

Ram K. Singhal, Flexible Packing Association

Sopheak Srun, MPH SM(NRCM), Quality Tech Services Inc

Steven E. Turtil, FDA/CDRH

Sharon Van Wicklin, MSN RN CNOR/CRNFA, Association of Perioperative Registered
Nurses

Abigail Walton, CareFusion

NOTE—Participation by federal agency representatives in the development of this document does not
constitute endorsement by the federal government or any of its agencies.
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Background of AAMI adoption of ISO/TS 16775:2014

International Technical Specification ISO/TS 16775 was developed by Working Group (WG) 7, Packaging, of
Technical Committee (TC) 198, Sterilization of health care products of the International Organization for
Standardization (ISO).

U.S. participation in ISO/TC 198/WG 7 is organized through the U.S. Technical Advisory Group (TAG) for ISO/TC
198, administered by AAMI on behalf of the American National Standards Institute (ANSI).

This edition replaces and revises AAMI TIR22:2007.

AAMI encourages its committees to harmonize their work with international documents as much as possible. The
AAMI Packaging Working Group reviewed ISO/TS 16775 to formulate the U.S. position while the document was
being developed. This close collaboration helped gain widespread U.S. consensus on the document. As the U.S.
Technical Advisory Group for ISO/TC 198/WG 7, the AAMI Packaging Working Group voted to adopt the I1SO
Technical Specification as written.

As used within the context of this document, “shall” indicates requirements strictly to be followed to conform to the
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 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.

The concepts incorporated into this technical report should not be considered inflexible or static. This technical
information report, like any other, must be reviewed and updated periodically to assimilate progressive technological
developments. To remain relevant, it must be modified as technological advances are made and as new date comes
to light.

Publication of this Technical Report that has been registered with ANSI has been approved by the Accredited
Standards Developer (AAMI, 4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633). This document is
registered as a Technical Report according to the Procedures for the Registration of Technical Reports with ANSI.
This document is not an American National Standard and the material contained herein is not normative in nature.

Suggestions for improving this TIR are invited. Comments and suggested revisions should be sent to Technical
Programs, AAMI, 4301 N Fairfax Drive, Suite 301, Arlington VA 22203-1633.

NOTE—Beginning with the ISO foreword on page x, AAMI/ISO TIR16775:2014, Packaging for terminally sterilized
medical devices — Guidance on the application of ISO 11607-1 and ISO 11607-2 is identical to ISO/TS 16775:2014.

© 2016 Association facthe Aduancomant af Madical Inctrnimoantation m AAMUISO TIRIA775 D01/ ix
This is a preview. Click here to purchase the full publication.



https://www.normsplash.com/AAMI/129251264/AAMI-TIR16775?src=spdf

	AAMI/ISO TIR16775:2014, Packaging for terminally sterilized medical devices — Guidance on the application of ISO 11607-1 and ISO 11607-2
	Title page
	Copyright information
	AAMI Technical Information Report
	ANSI Registration
	Contents
	Glossary of equivalent standards
	Committee representation
	Background of AAMI adoption of ISO/TS 16775:2014
	Foreword

