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Abstract: Outlines design verification and validation considerations for absorbable cardiovascular implants.
Applies to implants in direct contact with the cardiovascular system, where the intended action is
upon the circulatory system.
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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on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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, Attn: 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

Documents
© 2014 Association for the Advancement of Medical Instrumentation m AAMI/ISO TIR17137:201% Document Sharing Hub

Full document details: AAMI ISO TIR17137-2014


http://www.avadocuments.com/doc/aami-iso-tir17137-2014
http://www.avadocuments.com/doc/aami-iso-tir17137-2014

Committee representation

Association for the Advancement of Medical Instrumentation

Cardiovascular Absorbable Implants Committee

This adoption of ISO Technical Specification (TS) 17137 as an AAMI Technical Information Report (TIR) was
initiated by the AAMI Cardiovascular Absorbable Implants Committee. Approval of the TIR does not necessarily imply
that all working group members voted for its approval.

At the time this document was published, the AAMI Cardiovascular Absorbable Implants Committee had the
following members:

Chairs: Maureen Dreher, PhD, FDA/CDRH
Julia Fox, PhD, Abbott Vascular

Members: Umang Anand, PhD, Boston Scientific
Joseph Berglund, Medtronic
Brian Choules, PhD, MED Institute
James C. Conti, PhD, Dynatek Labs
Maureen Dreher, FDA/CDRH
Julia Fox, PhD, Abbott Vascular
Silvia Garcia-Tunon, MS MSEM, Cordis
Byron Hayes, WL Gore
Anil Mahapatro, PhD, Wichita State University
Lito Mejia, Bose
Ed Parsonage, St. Jude Medical
Brenda Seidman, PhD, Seidman Regulatory Toxicology
Craig Weinberg, PhD, Biomedical Device Consultants & Laboratories

Alternates: Kenya Brothers, FDA/CDRH
Stephanie Del Paine, PhD, MED Institute
Shawn Kelley, Medtronic
Mary Beth Kossuth, PhD, Abbott Vascular
Elaine Strope, PhD, Dynatek Labs
Matthew Thompson, Bose
Steven Weinberg, Biomedical Device Consultants & Laboratories
Jennifer Zwiefelhofer, St Jude Medical

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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Background on ANSI/AAMI adoption of ISO/TS 17137:2014

As indicated in the foreword to the main body of this document (page ix), the International Organization for
Standardization (ISO) is a worldwide federation of national standards bodies. The United States is one of the ISO
members that took an active role in the development of this standard, which was developed by ISO Technical
Committee 150, Subcommittee 2, Cardiovascular implants and extracorporeal systems, to fill a need for outlining
design verification and validation considerations for absorbable cardiovascular implants.

U.S. participation in this ISO TC is organized through the U.S. Technical Advisory Group for ISO/TC 150/SC 2,
administered by the Association for the Advancement of Medical Instrumentation (AAMI). The U.S. TAG for ISO/TC
150/SC 2 supports the guidance provided in this document.

The AAMI adoption of AAMI/ISO 17137:2014 was approved by AAMI on 10 March 2014. The AAMI Cardiovascular
Absorbable Implants Committee (U.S. sub-TAG for ISO/TC 150/SC 2/WG 7, Cardiovascular Absorbable Implants)
initiated the U.S. adoption of ISO/TS 17137:2014.

AAMI procedures require that Technical Information Reports be reviewed and, if necessary, revised every three years
to reflect technological advances that may have occurred since publication.

AAMI has adopted other ISO standards. See the Glossary of Equivalent Standards for a list of ISO standards
adopted by AAMI which gives the corresponding U.S. designation and the level of equivalency with the ISO standard.

The concepts incorporated in this standard should not be considered inflexible or static. This standard, 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 data come 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 document are invited. Comments and suggested revisions should be sent to
Standards Department, AAMI, 4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.

NOTE Beginning with the ISO foreword on page ix, this AAMI TIR is identical to ISO/TS 17137:2014.
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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 I1SO technical
committees. Each member body interested in a subject for 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 part in 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 different approval criteria needed for the different types of ISO documents
should be noted. This document was drafted in accordance with the editorial rules of the ISO/IEC Directives, Part 2.
www.iso.org/directives

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent rights.
ISO shall not be held responsible for identifying any or all such patent rights. Details of any patent rights identified
during the development of the document will be in the Introduction and/or on the ISO list of patent declarations
received. 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.

The committee responsible for this document is ISO/TC 150, Implants for surgery, sous-comité SC 2, Cardiovascular
implants and extracorporeal systems.

The following definitions apply in understanding how to implement an ISO International Standard and other normative
ISO deliverables (TS, PAS, IWA):

— ‘“shall” indicates a requirement;
— ‘“should” indicates a recommendation;
— “may” is used to indicate that something is permitted;

— “can” is used to indicate that something is possible, for example, that an organization or individual is able to do
something.

3.3.1 of the ISO/IEC Directives, Part 2 (sixth edition, 2011) defines a requirement as an “expression in the content of
a document conveying criteria to be fulfilled if compliance with the document is to be claimed and from which no
deviation is permitted.”

3.3.2 of the ISO/IEC Directives, Part 2 (sixth edition, 2011) defines a recommendation as an “expression in the
content of a document conveying 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 is deprecated but not prohibited.”
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Introduction

Absorbable cardiovascular implants are medical devices with various clinical indications for use in the human
cardiovascular blood system. An absorbable cardiovascular implant, or at least a portion thereof, is designed to
intentionally degrade over time into products that are absorbed by the body through metabolism, assimilation, and/or
excretion (elimination). Such implants can be either surgically or interventionally introduced to the site of treatment.

This Technical Specification outlines requirements for intended performance, design attributes, materials, design
evaluation, manufacturing, sterilization, packaging, and information supplied by the manufacturer. This Technical
Specification should be considered as a supplement to 1SO 14630, which specifies general requirements for the
performance of non-active surgical implants. This Technical Specification should also be considered as a supplement
to relevant device-specific standards such as the 1SO 25539 series specifying requirements for endovascular
devices, which do not address degradation and other time dependent aspects of absorbable implants and coatings.

This Technical Specification is not comprehensive with respect to the pharmacological evaluation of cardiovascular
absorbable implants. More detailed safety and performance requirements for pharmacological agents included in the
absorbable cardiovascular implant are described in ISO/TS 12417.

Only issues related to absorption combined with the cardiovascular implant are covered by this Technical
Specification.

NOTE For issues related to the common mechanical function of the cardiovascular implant, the reader might
find it useful to consider a number of other International Standards (see Bibliography).
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