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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.

Amendment 2 to ISO 10555-1:1995 was prepared by Technical Committee ISO/TC 84, Devices for
administration of medicinal products and intravascular catheters, Subcommittee SC 1, Syringes, needles and
intravascular catheters for single Wsé, in ordér)tolréflect the inereasing supply and usage of catheters having
coatings.
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Sterile, single-use intravascular catheters —

Part 1:
General requirements

AMENDMENT 2

Page 1, Clause 3

Add the following definition:

3.1

coating

any material added to a catheter, in less than pharmacological concentrations, to modify the antithrombotic
and/or antimicrobial properties of the catheter

NOTE The coating may be physically and/or chemically bonded to the surface, impregnated into the catheter surface
or compounded as a constituent of the/catheter, material.

Page 4, Clause 6
Add the following items to the list:
m) duration of effectiveness in use of any specified coating(s) that have been applied;
n) if applicable, special claims made because of the presence of the coating;
o) if applicable, a description of the coating material;
p) if applicable, the method of coating addition, e.g.
— applied to the surface,
— impregnated into the surface,
— formulated or compounded as a component of the catheter material.
q) if applicable, known reactions between the catheter and magnetic resonance imaging (MRI);
r) if applicable, shelf life and storage conditions;

s) if applicable, any contra-indications, warnings and precautions based on the coating material(s.)
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