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IMPORTANT — Please use this updated version dated 2021-08-18, and
discard any previous version of this DAM. The URN has been corrected.
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THEREFORE SUBJECT TO CHANGE AND MAY
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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 of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to éonformity 'assessment,’as' well as information about ISO's adherence to the
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.org/
iso/foreword.html.

This document was prepared by Technical Committee [SO/TC 215, Health informatics, in collaboration
with the European Committee for'Standardization“(CEN)~Technical Committee CEN/TC 251, Health
informatics, in accordance ‘with the Agreement on technical’cooperation between ISO and CEN (Vienna
Agreement).

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Health informatics — Identification of medicinal

products — Data elements and structures for the unique
identification and exchange of regulated medicinal product
information

AMENDMENT 1

Introduction, last 2 paragraphs
Remove the last paragraph and add the following text.

Reference to the use of other normative IDMP and messaging standards for Medicinal Product
information is included in this document to support successful information exchange.

In addition, Annex C has been included for language translation considerations and preferred terms in
support of ISO 11615:2017.

Clause 2, ISO/TS 20443
Footnote added

Annex C provides, translations. and synonyms  utilized in, regulatory,  clinical, pharmacovigilance,
healthcare and by governmental organisations, for,IDMP class names and attributes defined in
[SO 11615:2017 on an international scale.

Annex C

Add the following after Annex B, before the bibliography.
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