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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.

TSOcottaborates closety with the International Etectrotechnical Commission (IEC)on ail matte
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria.needed fo

s of

are
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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 subje
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Deta

ct of
Is of

any patent rights identified during the development of the document wilkbe 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 doe$

constitute an endorsement.

For an explanation of the voluntary nature of standards,)the meaning of ISO specific terms
expressions related to conformity assessment, as welk as information about ISO's adherend
the World Trade Organization (WTO) principles i ‘the Technical Barriers to Trade (TBT),
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 215, Health informatics, in collabord
with the European Committee for Standardization (CEN) Technical Committee CEN/TC 251, H
informatics, in accordance with the Agreenient on technical cooperation between ISO and CEN (Vi
Agreement).

Any feedback or questions on this document should be directed to the user’s national standards bo
complete listing of these bodies ¢an be found at www.iso.org/members.html.

not

and
e to
see

jtion
balth
bnna

ly. A

© IS0 2022 - All rights reserved

iii


https://www.iso.org/directives-and-policies.html
https://www.iso.org/iso-standards-and-patents.html
https://www.iso.org/foreword-supplementary-information.html
https://www.iso.org/members.html
https://standardsiso.com/api/?name=578e32d0e202379673657a9b7b3152b6



https://standardsiso.com/api/?name=578e32d0e202379673657a9b7b3152b6

ISO 11615:2017/Amd.1:2022(E)

Health informatics — Identification of medicinal
products — Data elements and structures for the unique

identification and exchange of regulated medicinal product

23 Py NP
1IITUL 1II1IdU1UI]

AMENDMENT 1

Introduction, last paragraph
Replace the paragraph with the following:

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

7.5.4
Add the following paragraph at the end of the subclaugé:

Annex C provides translations and synonyms, utilized in regulatory, clinical, pharmacovigilz
healthcare and by governmental organisations_for IDMP class names and attributes defined in
document on an international scale.

Annex C

Add the following annex after Annex B, before the Bibliography.
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Annex C
(informative)

Class name and attribute translations and synonyms for the
identification of medicinal products (IDMP)

This]

annex describes language translation considerations and provides synonyms. An impprtant

implementation consideration is the consistent application and regional/local language translations

of th

imp
data
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heal
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e semantic definitions for the class names and attributes depicted in the data model referenced

in I}Enexes A and B. Terms and synonyms used throughout this document can be used to assist

menters and help ensure consistent semantic interpretation of the class names, attributes and
elements used in the data model.

terms are common concepts used in IDMP use cases such as regulatory affajrs)pharmacovigilance,
th care and governmental organisations involved in the use of IDMP standands.

slation is the conversion of text written in one language into another,language. It always involves
pretation, because a word for word translation of the original doctunent into the target document
d change the meaning of the content. The most important aspect of translation is to transfer the
e message contained in the original language into a different’ language. The translations were

creq

ed under the premise that the meaning of each term is defined by the IDMP model and its relations

to ofher terms. Therefore, it can deviate from word-for-word{translations.

This| annex also addresses businesses, local authorities; health insurances, hospitals, etc. seeking to

imp
lang

The
Prod
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ment the IDMP data model. It facilitates the undérstanding of the IDMP model by breaking down
uage barriers and ensures the consistency and validity of the different translations available.

full list of class name and attribute translations and synonyms for the identification of Medicinal
ucts is available on the ISO Standards Maintenance Portal: https://standards.iso.org/iso/11615/ed
n/amd/1.
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