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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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Introduction

This work item is a Technical Report that will identify and discuss principles and guidelines for the
measurement of conformance in the implementation of terminological systems, in particular, as applied
to Electronic Health Record (EHR) systems.

This item will leverage the current work under way in Canada and will be developed in liaison
with International Health Terminology Standards Development Organization (IHTSDO) and the
Vocabulary Committee of HL7 in the spirit of harmonization across organizations with similar
interests. Additional terminology organizations, active projects and existing expertise will be sought
out for input into this work item.

Conformance is a key step in helping stakeholders determine if implementations of terminology
systems have been done in a correct and consistent manner, particularly as implemented in EHRs.
Loose declarations regarding terminological systems that cannot be tested with meaningful results
do very little to support the end goal of the interoperable EHR. Therefore, the principles and guidelines
for establishing and measuring conformance will focus on identifying the degrees of conformance of
terminological systems with or without use in messaging standards.

This Technical Report is intended to define what is meant by conformance with respect to terminology
systems, particularly as applied to EHR systems, and it is expected to facilitate the formulation of policies
and governance practices locally or nationally. This Technical Report is timely as the emerging IHTSDO
and progressive implementation of the EHR will lead to the increasing awareness of conformance with
respect to terminologies and consistent implementations that allow interoperability by all end-users.

The focus of this Technical Report is to define best practices and a framework for establishing and
measuring conformance. The scope of this Technical Report will include the identification of definitions
and best practice considerations for what constitutes conformance to terminology systems and the
principles for which conformance can be demonstrated.
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Health informatics — Principles and guidelines for the
measurement of conformance in the implementation of
terminological systems

1 Scope

The purpose of this Technical Report is to define a framework of good practices for terminology system
maintenance and the principles for which conformance can be demonstrated. The primary focus is the
application of terminology system to Electronic Health Record (EHR) systems, although the principles
and guidelines can be applied broadly in health informatics

The scope of this Technical Report will include, at a minimum, the following considerations for keeping
terminology systems and associated reference material clinically and/or technically relevant and valid:

— governance models and practices;
— high level processes;
— requirements for managing the change.

The scope of this Technical Report will not include a definition of the detailed processes for performing
terminology maintenance.

This Technical Report aims to define the framework of good practices for EHRs and systems regarding
terminology maintenance within these systems. This Technical Report relates directly to the ability
of these records to be safe and legally accurate records of healthcare in the environment of changing
technologies related to the use of clinical terminologies to represent meaning within these systems.

2 Objective

This Technical Report identifies considerations for the expression and evaluation of conformance for
solutions that make use of terminology. The specific focus of this Technical Report is terminology used
in healthcare solutions. However, the principles should apply to solutions implementing terminology
across the health industry. “Solutions” is interpreted broadly and includes both software and hardware
technical implementations, as well as other specifications that are based on or claim to adhere to all or
part of the specification against which conformance is being assessed. Implementation in this Technical
Report does not consider procedural or governance requirements.

By using the definitions and recommendations found here-in, standards bodies, implementers, and
other parties can better achieve their objectives in the development and use of specifications that make
use of terminologies and can better express their terminology capabilities.

This Technical Report is intended to be independent of any particular terminology or terminological
approach, though some portions of the guidance provided will only apply to certain types of terminologies.
3 Terms and definitions

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

NOTE Because “terminology” is such a broad term, conformance actually needs to be stated in terms of the
various terminology components that are referenced in a specification. These components will also be defined.
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