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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.

In exceptional circumstances, when a technical committee has collected data of a different kind from that
which is normally published as an International Standard (“state of the art”, for example), it may decide by a
simple majority vote of its participating members to publish a Technical Report. A Technical Report is entirely
informative in nature and does not have to be reviewed until the data it provides are considered to be no
longer valid or useful.

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/TR 11487 was prepared by Technical Committee ISO/TC 215, Health informatics.
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Introduction

According to the ISO Code of Ethics ['], the development of International Standards is a consensus-based
process that relies on “the contributions of the relevant experts and the participation of the concerned
stakeholders”. ISO members (i.e. national standardization organizations) are expected to take “appropriate
measures to facilitate the participation of consumers and other affected parties from civil society, SMEs and
public authorities”. Objective 2 of ISO Strategic Plan 2005-2010 [2] specifically addresses actions that national
members should be taking to ensure the involvement of stakeholders. Stakeholder participation is seen as key
to both the market relevance and effective use of standards. See Reference [3].

Building on an initial enquiry into the participation of nursing experts and stakeholders in the work of TC 215, a
multi-disciplinary task force was formed to review clinical stakeholder participation in TC 215 in broader and
more general terms. This review is undertaken in the context of increasingly widespread deployment of health
information technologies, renewed demands on TC 215 to respond rapidly to the business needs of national
members and improved harmonization with other international standards organizations.
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