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European foreword 

This document (EN ISO 13940:2016) has been prepared by Technical Committee ISO/TC 215 "Health 
informatics" in collaboration with Technical Committee CEN/TC 251 “Health informatics” the 
secretariat of which is held by NEN. 

This European Standard shall be given the status of a national standard, either by publication of an 
identical text or by endorsement, at the latest by July 2016, and conflicting national standards shall be 
withdrawn at the latest by July 2016. 

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

This document supersedes EN 13940-1:2007. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, 
France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, 
Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, 
Turkey and the United Kingdom. 

Endorsement notice 

The text of ISO 13940:2015 has been approved by CEN as EN ISO 13940:2016 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 on the meaning of ISO specific terms and expressions related to conformity 
assessment, as well as information about ISO’s adherence to the WTO principles in the Technical 
Barriers to Trade (TBT) see the following URL:  Foreword - Supplementary information

The committee responsible for this document is ISO/TC 215, Health informatics. 
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0 Introduction

0.1 General

The purpose of this International Standard is to define the generic concepts needed to achieve 
continuity of care. Continuity of care is an important aspect of quality and safety in healthcare and 
semantic interoperability is a basic requirement for continuity of care. The concepts that are needed for 
these should represent both the content and context of the healthcare services.

Healthcare is provided through activities in healthcare and clinical processes. These types of processes 
reflect the interaction between a subject of care and healthcare professionals. A clinical process 
provides continuity from the subject of care’s perspective. To complete the concepts representing 
continuity of care, a number of basic premises for management, resource handling and administration 
are also needed.

The system of concepts for continuity of care defined in this International Standard is based upon 
the clinical perspective with the clinical process as focus, it defines its component concepts and 
their descriptive terms regarding all types of healthcare and especially considering patient-centred 
continuity of care. This International Standard will establish a common conceptual framework across 
national, cultural and professional barriers.

0.2 Aims for this International Standard

The general aim for this International Standard is to provide a comprehensive, conceptual basis for 
content and context in healthcare services. It should be the foundation for interoperability at all levels 
in healthcare organizations and for development of information systems in healthcare.

The concepts aim to support the continuity of care in healthcare with clinical processes as the focus, 
enabling the use of healthcare information for other purposes such as secondary use for follow-up 
and knowledge management. The core business in healthcare is the interaction between subjects of 
care and healthcare professionals, such interactions occur in healthcare and clinical processes and are 
the justification for the process approach of this International Standard. To be able to represent both 
clinical content and clinical context, this International Standard is based upon the clinical perspective 
and has focus upon the clinical process as a main concept for achieving continuity of care.

To be able to support continuity of care, the standard also aims to include comprehensive concept 
definitions and concept relations for the clinical, management and resource aspects of healthcare.

In practice this International Standard aims to be used whenever requirements for information in 
healthcare are specified. This will cover all levels of specifications in the development of,

• enterprise models as a common basis for interoperability on international, national or local levels,

• information systems, and

• structured information for specified types of clinical processes.

0.3 About the concept of health

This International Standard is based on the World Health Organization’s (WHO) declaration of health 
from 1948: “... a state of complete physical, mental and social well-being and not merely the absence 
of disease or infirmity”. In 1986 WHO made two amendments to the above definition: “resource for 
everyday life, not the objective of living” and “health is a positive concept emphasizing social and 
personal resources, as well as physical capacities”.

In the International Classification of Functioning, Disability and Health (ICF) of WHO, the concept of 
health is categorized in a more specified way. The theoretical model in ICF identifies health components; 
body function, body structure, activity and participation, personal and environmental factors 
respectively. This International Standard applies the ICF model of health based on the health declaration.
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In this International Standard, the word “health” is not used as an isolated term designating any 
concept within the scope of the standard. The word “health” is merely used as prefix in several terms. 
The meaning of this prefix is that the concept represented by the term has to do with the subject of 
care’s health state or health condition, often in relation to a healthcare/clinical process.

0.4 Healthcare versus social care

Healthcare as well as social care has the objective to influence, restore and maintain health in the WHO 
sense. All kinds of activities that have the potential to influence any one of the five components of health 
mentioned in the ICF model can be a part of such care. There is an evident overlap between healthcare 
activities and social care activities. This International Standard is focused upon the part of healthcare 
that (in most cultures) does not include social care. The role of the subject of care is defined with 
respect to healthcare and the terms chosen are from this sector. However, many of the concepts are 
relevant for the social care sector and through the cooperation of the different domains of healthcare 
this International Standard should also be applicable for social care.

0.5 Intended users for this International Standard

All parties interested in the interoperability issues in health care are intended users of this health 
informatics standard. This includes, but is not limited to, healthcare professionals and teams, subjects 
of care, healthcare managers, healthcare funding organizations and all types of healthcare providers 
and community care teams.

This system of concepts is relevant across all healthcare information and the development and use of 
healthcare information systems. It can also be used for business analysis as a basis for organizational 
decisions and more widely in developments that are not inherently tied to the use of information systems.

0.6 Architecture of this system of concepts

To cover continuity of care, concepts are needed from all of these basic process aspects:

• Healthcare/clinical processes

• Management

• Support

This system of concepts is based upon the clinical perspective of healthcare, this being the 
healthcare/clinical processes. All other areas of work in healthcare both relate to and interact with 
the healthcare/clinical processes. As such, the management aspects of healthcare are identified in the 
process management areas and similarly the resource support areas are correspondingly identified 
as outcomes of the support processes. This architecture with the areas around the healthcare/clinical 
process is described in Figure 1.
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Figure 1 — Architecture of the concept areas

0.7 Description and display of concepts

In this International Standard the concepts are grouped into separate clauses. The relationships between 
the enterprise/information areas that need to be covered are used to structure this International 
Standard. Each of the concepts are defined and described systematically and their relations are shown 
in UML models.

Descriptions are framed within tables, following the same pattern, and information is systematically 
provided for all the concepts presented in Clauses 5 to 12. Some categories will intentionally be left 
blank as these are not relevant to a given concept.

Examples are provided wherever they are considered relevant and necessary. However and in 
general, examples for superordinate concepts are to be sought at the level of the corresponding 
subordinate concepts.
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In order to help the reader understand the relationships between these concepts more easily, diagrams 
have been included based on UML conventions. For each one of the concepts described in Clauses 5 to 
12, a partial view of the general subclause and comprehensive diagram is provided, showing only its 
direct relationships with other concepts belonging to the relevant aspect of the system of concepts.

At the beginning of Clauses 5 to 12 there are diagrams that provide partial views of the concepts that 
are to follow and focus upon the topic addressed in the corresponding clause. For clarity of reading,

• concepts shown in white with a solid border are defined in the same clause or subclause,

• concepts defined in other clauses or subclauses are shown in grey with a solid border,

• concepts not defined in this International Standard are shown in grey with a dashed border,

• for the concepts shown in white, all relationships are included,

• relationships between concepts shown in grey are not included,

• italic characters are used in the headings for concepts that are purely abstract and therefore
supported only through their specializations.

The purpose of using concept models in this International Standard is to highlight the relationships 
between concepts. Attributes do not belong to the field of concept modelling. Attributes can be added in 
the course of implementation and still be conformant to this International Standard.
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Health informatics — System of concepts to support 
continuity of care

1 Scope

This International standard defines a system of concepts for different aspects of the provision of 
healthcare.

The core business in healthcare is the interaction between subjects of care and healthcare professionals. 
Such interactions occur in healthcare/clinical processes and are the justification for the process 
approach of this International Standard. To be able to represent both clinical content and clinical 
context, this International Standard is related to a generic healthcare/clinical process model as well 
as comprehensive concept definitions and concept models for the clinical, management and resource 
aspects of healthcare services.

In practice this International Standard covers the concept definitions needed whenever structured 
information in healthcare is specified as a requirement. The definitions are intended to refer to the 
conceptual level only and not to details of implementation. This International Standard will cover all 
levels of specifications in the development of

• logical reference models within the information viewpoint as a common basis for semantic 
interoperability on international, national or local levels,

• information systems, and

• information for specified types of clinical processes.

How to perform specific healthcare/clinical/informatics processes is not covered by this 
International Standard.

Healthcare research processes and healthcare educational processes are not covered in this 
International Standard.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies.

ISO 9000, Quality management systems — Fundamentals and vocabulary

3	 Terms	and	definitions

For the purposes of this document, the terms and definitions given in ISO 9000 and the following apply.

3.1 Healthcare

3.1.1
healthcare
care activities, services, management or supplies related to the health of an individual

Note 1 to entry: This includes more than performing procedures for subjects of care. It includes, for example, the 
management of information about patients, health status and relations within the healthcare delivery framework 
and may also include the management of clinical knowledge.
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