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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

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.

ISO 11658 was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee SC 2,
Cardiovascular implants and extracorporeal systems.
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Introduction

This International Standard is intended to ensure that devices that have surface modified blood-contacting
surfaces are tested for their safety, integrity and function, and that extracorporeal device characteristics are
appropriately disclosed when labelling the device. This International Standard also includes minimum reporting
requirements, which will allow the user to compare properties in a standard way.

This International Standard therefore contains recommended procedures to be used for evaluation of modified
surfaces. The requirements for determination of the surface coverage, leaching and biological activity, if
claimed, of the surface modification are addressed, although limits for these requirements are not specified.

This International Standard makes reference to other International Standards in which methods for determination
of characteristics common to medical devices can be found.

Requirements for animal and clinical studies have not been included in this International Standard.

Additional requirements are covered by references to other International Standards listed in the normative references.
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