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Nationales Vorwort

Diese Norm enthalt unter Beriicksichtigung des Prasidialbeschlusses 13/1983 den englischen Originaltext der Euro-
paischen Norm EN 13609-1, Ausgabe Mai 2005. Diese europadische Norm wurde in der WG | ,Information
Models” des CEN/TC 251 ,Medizinische Informatik“ erarbeitet. Der Fachbereich G ,Medizinische Informatik“ und
insbesondere die Mitarbeiter des Arbeitsausschusses G 2 ,Interoperabilitat* des Normenausschusses Medizin

(NAMed) im DIN haben an der Erarbeitung mitgewirkt.

Folgende Begriffsliste wurde erarbeitet und soll die Lesbarkeit des Dokumentes fir die Leser erhéhen.
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Fir die im Abschnitt 2 zitierten Internationalen Normen
Normen hingewiesen:

CEN/TS 14796 siehe DIN CEN/TS 14796

wird im Folgenden auf die entsprechenden Deutschen

Nationaler Anhang NA
(informativ)

Literaturhinweise
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Foreword

This document (EN 13609-1:2005) has been prepared by Technical Committee CEN/TC 251 “Health informatics”,
the secretariat of which is held by SIS.

This standard consists of the following parts, under the general title Messages for maintenance of supporting
information in healthcare systems:

- Part 1: Updating of coding schemes
- Part 2: Updating of medical laboratory specific information

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by endorsement, at the latest by November 2005, and conflicting national standards shall be withdrawn at the latest
by November 2005.

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

The increased use of data processing and telecommunications capabilities has made possible the interchange of
information in machine readable and machine processable formats. As automated interchange of information in
healthcare increases, it is essential to provide appropriate information interchange standards.

Computer systems are now used by healthcare professionals for a wide range of purposes. The healthcare specific
data held on these systems is often held in a coded form, i.e. code values are used to represent particular concepts
or meanings which are used to represent items of data such as diagnoses, procedures, investigations, medicinal
items, organisations and professionals, etc. This European Standard defines a syntax independent specification of
a message that may be used to provide a means of supplying receiving systems with sufficient information to
populate a locally defined coding scheme.

The choice of coding scheme(s) used by an application will depend upon a number of factors: the supplier’s policy,
the nature of the application, national or regional policy, etc. When information is exchanged between applications
in coded format, there is often a need to convert from code values taken from a coding scheme used in the
originating application to equivalent code values from another coding scheme. The code value mapping
information will generally be held in a database available to the user of the coding scheme and this European
Standard provides a syntax independent description of a message that may be used to maintain the information in
such a database.

This European Standard is intended for use by message developers. Its provisions are directly relevant to
suppliers of computer systems for use generally within healthcare. Its provisions are also relevant to those
planning, specifying, procuring or implementing information systems for use in hospitals, general practices, clinical
departments and specialist clinics.

The main normative provisions in this European Standard are expressed in clauses 4, 5, 6 and 7.
Much, although not all, of the representation used in this European Standard is drawn from the Unified Modeling

Language (UML). The reader should, however, interpret the representations within this European Standard
according to the provisions laid out in informative Annex A.
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1 Scope

1.1

This European Standard specifies messages for electronic information exchange between computer systems using
coding schemes in healthcare. It describes a message that may be used to populate or update the content of a
coding scheme at user applications.

1.2
This European Standard is limited to a definition of the content of a message that serves the following functions:

a) to populate a new coding scheme where individual entries are composed of a code value related to zero or
more (textual) code meanings,

b) to add new entries into an existing coding scheme where these entries are composed of new code values and
their associated meanings,

c) to mark existing code value entries as no longer active,

d) to mark new and existing code meanings to be of a certain status (e.g. preferred, obsolete, etc.),
e) to mark new and existing code values with dates of applicability,

f) to mark new and existing code meanings with dates of applicability.

1.3

This European Standard provides a specification of a message that may be used to populate or update a mapping
between a single code value in a coding scheme and simple list of code values that together have an equivalent
meaning in the same coding scheme. This meets the requirements of ENV 1614 — Healthcare informatics —
Structure for nomenclature, classification and coding of properties in clinical laboratory sciences.

1.4

This European Standard provides a specification of a message that may be used to populate or update a mapping
showing equivalence between code values in two different coding schemes. The specification supports mappings
in which:

a) a single code value in one (source) coding scheme is mapped to a single equivalent code value within another

(target) coding scheme,

b) a single code value in the source coding scheme is mapped to a set of code values which together represent
an equivalent concept within the target coding scheme.
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2 Normative references

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

ENV 1613 Medical informatics - Messages for exchange of laboratory information

CR 12587 Medical Informatics — Methodology for the development of healthcare
messages

CEN/TS 14796 Health informatics — Data types

ISO 2382-4 Information technology — Vocabulary — Part 4: Organisation of data

ISO/IEC 6523-1 Information technology — Structure for the identification of organizations and

organization parts — Part 1: Identification of organization identification schemes

ISO/IEC 8824-1 Information technology - Abstract Syntax Notation One (ASN.1): Specification
of basic notation

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

31

association

binary predicate applied to an ordered pair of types. The first type is referred to as the source type and the second
as the target type

3.2
concept
subset of knowledge constructed through combining characteristics

3.3

coded concept

element within a coded set

EXAMPLE: "Paris Charles-De-Gaulle" which is mapped on to the three-letter abbreviation "CDG" by the coding
scheme for three-letter abbreviations of airport names.

3.4

coded set

set of elements that is mapped onto another set according to a code

[ISO 2382-4]

EXAMPLE: A list of the names of airports which is mapped on to a set of three letter abbreviations.

3.5
code meaning
element within a coded set

EXAMPLE "Paris Charles-De-Gaulle™ which is mapped on to the three-letter abbreviation "CDG" by the coding
scheme for three-letter abbreviations of airport names.
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3.6

code value

result of applying a code to an element of a coded set

[ISO 2382-4]

EXAMPLE: "CDG" as the representation of "Paris Charles-De-Gaulle" in the coding scheme for three-letter
representations of airport names.

3.7

coding scheme

collection of rules that maps the elements of a first set onto the elements of a second set
[ISO 2382-4]

3.8

domain information model

DIM

conceptual model describing common concepts and their relationships for communication parties required to
facilitate exchange of information between these parties within a specific domain of healthcare

[ENV 1613]

3.9

general message description

GMD

subset of a domain information model prescribing the information content and semantic structure of a message
used to meet one or more identified information interchange requirements

[ENV 1613]

3.10

healthcare organisation

organisation responsible for the direct or indirect provision of healthcare services
[ENV 1613]

3.1

hierarchical relation

relation between two concepts arranged in graded order
[ISO 2382-4]

3.12
message type

identified, named and structured set of functionally related information which fulfils a specific business purpose
[ENV 1613]

3.13

organisation

unique framework of authority within which a person or persons act, or are designated to act towards some
purpose

[ISO/IEC 6523-1]
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4 Requirements

4.1 A compliant implementation shall conform to the provisions laid out in 4.2, and to any or all of the requirements
identified by message type and laid out in 4.3 and 4.4. as specified in this document.

4.2 An Update Coding Scheme Message from a coding scheme provider to the user of the coding scheme covered
by the scope of this document, shall conform to the mandatory provisions defined in 7.3, 7.5 and 7.6 subject to the
provisions laid out in the following sub-clauses:

- Al mandatory requirements and conditions laid out in 7.6.2 and 7.6.7, shall be fully complied with.

- A conformant message implementation may, if appropriate, not include the provisions concerning Aggregate
Code Value within 7.6.3. If the message does include such facilities it shall conform fully to the requirements laid
out in 7.6.3 and may be described as ‘Aggregate Code Value compliant’.

- A conformant message implementation may, if appropriate, not include the provisions concerning Associated
Code Values within 7.6.4. If the message does include such facilities it shall conform fully to the requirements
laid out in 7.6.4 and may be described as ‘Associated Code Value compliant’.

- A conformant message implementation may, if appropriate, not include the provisions laid out in 7.6.5 (Code
Value Group). If the message does include such facilities it shall conform fully to the requirements laid out in
7.6.5 and may be described as ‘Code Value Group compliant’.

- A conformant message implementation may, if appropriate, not include the provisions laid out in 7.6.6 (Code
Value Validation). If the message does include such facilities it shall conform fully to the requirements laid out in
7.6.6 and may be described as ‘Code Value Validation compliant’.

- A conformant message implementation may, if appropriate, not include the provisions laid out in 7.6.8 (Mapping
Term Entry). If the message does include such facilities it shall conform fully to the requirements laid out in 7.6.8
and may be described as ‘Mapping Term Entry compliant’.

4.3 Implementable message specifications (IMS) shall conform to the General Message Description defined in this
document. They shall support both mandatory and optional objects subject to the provisions laid out in 4.2 above.
Where appropriate they shall also support the relationships between objects as defined by the General Message
Description.

4.4 Implementable message specifications should be expressed in terms of a syntax which is an International
standard except where the healthcare user requirements cannot be met by using such a standard syntax.
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5 Communication roles and supported services

5.1 General

This clause defines the communication roles compliant with the specifications of this document when exchanging
information on coding schemes within the scope. It establishes the relationships between the communication roles
and the General Message Description.

5.2 Communication roles

This document defines a single message structure. Coding scheme suppliers in co-operation with their message
recipients may choose their own message sub-sets or profiles depending upon their particular requirements.

The communicating parties shall adopt one of two communication roles: the message originating role or the
message destination role. These roles are assumed by two types of healthcare organisations: the coding scheme
provider and the coding scheme information receiver

5.3 Communication roles, services and General Message Description

5.3.1 The service that shall be supported by a communication party with a message originating role for an Update
Coding Scheme Message shall be to:

issue update instances which comply with the General Message Description and which convey in a complete and
exact way the information as intended by the originator and as to be understood by the receiver.

5.3.2 The service that shall be supported by a communication party with a message destination role for an
Update Coding Scheme Message shall be to:

receive update instances which comply with the General Message Description and which allow the complete and
exact understanding of the information by the coding scheme receiver as intended by the coding scheme
provider.
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6 General Message Description

6.1 Introduction

This section provides a description of the message using a hierarchical structure.
This document does not set limits on the number of repetitions of objects and attributes but implementations which
do set practical limits are not by that reason alone considered to be deviating from the standard.

6.2 The modelling approach

The General Message Descriptions (GMDs) are shown in the form of a hierarchical structure indicating the objects
(class instances) and their associated multiplicities that are required to implement the message. Many objects
within the GMD are shown as optional and for an implementation intended for a given coding scheme these objects
may be excluded. Where an object is included in the implementation, the structure of the object and the rules that
apply to it shall conform to the appropriate class descriptions shown within the Domain Information Model.

The GMD has appended notes and explanations that supply additional guidance.

6.3 The Healthcare Agent in Context Sub-System

Within the General Message Description provided in 6.4, there are three classes, namely: Coding Scheme Provider,
Coding Scheme Information Receiver and Coding Scheme Originator, which are specialisations of Healthcare
Agent in Context. Where these classes are encountered within the General Message Description (see Figure 2),
the structure shown in Figure 1 shall be substituted.

[healthcare agent in context — see 7.4.3

1
—[healthcare agent — see 7.4.2

0.1
—[healthcare party — see 7.4.6 |

healthcare person - see 7.4.7 |

is specialised as
one of healthcare organisation - see 7.4.5 |

*

0..
—fhealthcare agent relationship—see 7.4.4 |

1—[healthcare agent —see 7.4.2

0.1
—[healthcare party — see 7.4.6 |

healthcare person - see 7.4.7 |

is specialised as
one of healthcare organisation - see 7.4.5 |

Figure1 — Healthcare Agent in Context Sub System
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6.4 Update Coding Scheme Message

6.4.1 Purpose of Message

This is a message which provides the full range of coding scheme update facilities. The user may utilise sub-
sets of the message in order to carry out particular updates of certain aspects of the coding scheme.

6.4.2 Scope of Message
This message is intended to cover the following scope:
(a) creation of a new simple coding scheme
(b) addition of new terms (code values with meanings) within an existing coding scheme
(c) changing of the status of an existing code value (e.g. making redundant)
(d) addition or removal of aggregated code values within an existing coding scheme

(e) addition or removal of associations of the code values with other code values (e.g. showing preferred
term or replacement code value)

(f) addition or removal of grouping information for a new or existing code value within a coding scheme
(g) addition or removal of validation information for a new or existing term within a coding scheme

(h) addition or removal of code meanings and/or the status of such code meanings within a coding
scheme

(iy creation of a new mapping table which provides the cross-referencing of terms that exist in different
coding schemes

(j) updating of mapping tables
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