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European foreword 
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Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights. 

This document supersedes CEN ISO/TS 17251:2016. 

Any feedback and questions on this document should be directed to the users’ national standards 
body/national committee. A complete listing of these bodies can be found on the CEN website. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to announce this Technical Specification: Austria, Belgium, Bulgaria, 
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United Kingdom. 

Endorsement notice 

The text of ISO/TS 17251:2023 has been approved by CEN as CEN ISO/TS 17251:2023 without any 
modification. 
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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 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 
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/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).

This second edition cancels and replaces the first edition (ISO/TS 17251:2016), which has been 
technically revised.

The main changes are as follows:

—	 editorial corrections and clarifications;

—	 added Clause 4 on the relationship to other standards;

—	 updated Clause 3;

—	 Clause 4 includes discussion on the relationship to the IDMP standards and clarifies the use of IDMP 
terms;

—	 Subclause 6.4.9: removed height, added optional laboratory observations;

—	 Subclause 6.4.5 and 6.4.7.1 for elements described as a range (e.g. max/min dose, range for interval 
or frequency) added discussion of 2-term and 3-term representations;

—	 Subclause 6.4.1: added discussion on complex instructions (e.g. multiple schedules, multiple dose 
amounts);

—	 Subclause  6.4.5: clarified language around selection of unit of measurement versus unit of 
presentation;

—	 Subclause 6.4.8: clarified that conditional administration is not necessarily the indication for the 
medication order;
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—	 Subclause 6.4.9.4: added capability to provide date and/or time for subject of care characteristics;

—	 Subclause 6.4.4.1: added description and conformance for administration method;

—	 Subclause 6.4.7.1: added the option to have frequency based upon a period of time, such as “2 times 
over 3 days”.

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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Introduction

The requirements for the exchange of structured dose instructions are intended to be independent of 
any technology standard or software platform and have been developed with the aim of specifying the 
necessary clinical and business requirements precisely and unambiguously. Precise, unambiguous, 
structured, and codified dose instructions permit the prescriber, pharmacy, and other clinical systems 
to utilize that information for dose checking and other clinical decision support. Ultimately, precise and 
unambiguous dose instructions are essential for the subject of care or caregiver to appropriately use 
the medication for optimal benefit.

The primary audiences for this document are software developers building IT systems in the healthcare 
sector.

The intent of this document is that all prescribing and dispensing systems can build and recognized 
unambiguous dose instructions, preferably with structured and codified content which can enable 
additional system capabilities (e.g. Clinical Decision Support).
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