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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 voluntary nature of standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO's adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following 
URL: www .iso .org/iso/foreword .html.

This document was prepared by Technical Committee ISO/TC 84, Devices for administration of medicinal 
products and catheters.
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Sterile single-use intravascular introducers, dilators and 
guidewires

AMENDMENT 1
8.6

Designate the existing NOTE as NOTE 1 and add the following new NOTE:

“NOTE 2 This requirement also applies for guidewires with polymer jackets.”

9.3.3

Replace “minimum force at break” with “peak tensile force”.

F.2.1

Replace "(see 8.2)" with "(see 8.4)".

F.3.3

Add in between the first and second sentence:

"Ensure that the coils are pushed towards the distal end during testing and not forced towards the 
proximal end."

Add after the last sentence in F.3.3

“Care should be taken not to apply pull force on the coils that is not clinically relevant. Hold in 
proximal (backend) and push coils forward when operating.”

G.2.1

Replace "(see 8.2)" with "(see 8.5)".

H.2.2

Replace the text with the following:

"Split tapered clamp, with closed diameter of 0,02 mm less than the minimum diameter of 
guidewire to be tested, or alternative arrangement."

Figure H.1

Delete the figure.
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I.3.2

Add the following sentence at the end of the subclause:

"Based on risk assessment, the manufacturer can apply slower test speed in order to reach the 
target force."
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