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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 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 (see 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 (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 on the meaning of ISO specific terms and expressions related to conformity 
assessment, as well as information about ISO’s adherence to the WTO principles in the Technical 
Barriers to Trade (TBT) see the following URL:  Foreword - Supplementary information

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

This second edition cancels and replaces the first edition (ISO 7198:1998), which has been technically 
revised.

 

© ISO 2016 – All rights reserved v

This is a preview of "ISO 7198:2016". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 7198:2016". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 7198:2016". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 7198:2016". Click here to purchase the full version from the ANSI store.

http://www.iso.org/directives
http://www.iso.org/patents
http://www.iso.org/iso/home/standards_development/resources-for-technical-work/foreword.htm
http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%207198:2016&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%207198:2016&source=preview
https://webstore.ansi.org/Standards/ISO/ISO71982016&source=preview
https://webstore.ansi.org/Standards/ISO/ISO71982016?source=preview


 

ISO 7198:2016(E)

Introduction

This International Standard has been prepared in order to provide minimum requirements for tubular 
vascular grafts and vascular patches, including guidance on the methods of test that will enable their 
evaluation. This International Standard is an update of ISO 7198:1998, necessary given the introduction 
of new standards for endovascular prostheses, vascular stents and vascular device-drug combination 
products.

This International Standard covers vascular prostheses implanted using direct visualization surgical 
techniques as opposed to fluoroscopic or other non-direct imaging (e.g. computerized tomography 
or magnetic resonance imaging). ISO 25539-1 specifies requirements and testing guidelines for 
endovascular prostheses, implanted using catheter delivery and non-direct visualization. Since the 
design of endovascular prostheses often involves the use of materials that are used in traditional 
vascular prostheses, some of the methods to evaluate these materials are contained in this International 
Standard and referenced in the endovascular prostheses standard (ISO 25539-1).

It is recognized by this ISO committee that many forms of tubular vascular grafts and vascular patches 
have been shown to be a safe and effective means to surgically restore blood flow in various indications 
over many years. This update is not intended to significantly change the manner in which tubular 
vascular grafts have been evaluated or to add new requirements. Therefore, manufacturers can rely on 
evaluation and historical data gathered under ISO 7198:1998 to meet the requirements that have not 
changed in the current standard. The committee recognizes that, with the addition of requirements for 
vascular patches and references to device-drug combination requirements in other ISO documents, a 
reasonable amount of time (e.g. one to three years) might be needed to become fully compliant with this 
International Standard.
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