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This document is protected by copyright and/or database right throughout the
world and is owned by the openEHR Foundation.

You may read and print the document for private, non-commercial use.

You may use this document (in whole or in part) for the purposes of making
presentations and education, so long as such purposes are non-commercial and
are designed to comment on, further the goals of, or inform third parties

about, openEHR.

You must not alter, modify, add to or delete anything from the document you
use (except as is permitted in paragraphs 2 and 3 above).

You shall, in any use of this document, include an acknowledgement in the form:
"© Copyright openEHR Foundation 2001-2006. All rights reserved.

www.openEHR.org"

6.
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This document is being provided as a service to the academic community and on
a non-commercial basis. Accordingly, to the fullest extent permitted under
applicable law, the openEHR Foundation accepts no liability and offers no
warranties in relation to the materials and documentation and their content.

If you wish to commercialise, license, sell, distribute, use or otherwise copy

the materials and documents on this site other than as provided for in

paragraphs 1 to 6 above, you must comply with the terms and conditions of the
openEHR Free Commercial Use Licence, or enter into a separate written agreement
with openEHR Foundation covering such activities. The terms and conditions of
the openEHR Free Commercial Use Licence can be found at
http://www.openehr.org/free_commercial use.htm
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1 Introduction

1.1 Purpose

This document describes the compliance of the openEHR architecture to the draft ISO TC 215 Technical Spec-
ification ISO/WD 18308, “Requirements for an Electronic Health Record Reference Architecture”. These
requirements have been developed from numerous sources. Quoting from the 2002-06-28 draft:

An extensive search of the literature and direct contact with domain experts in many countries
has been undertaken to identify as many existing sources of EHR requirements as possible.
Material from over 35 primary sources has been obtained. This includes 20 sources originally
collected by the EHCR Support Action Project (EHCR-SupA) in Europe. This project was
established to support the work of CEN in developing a four part EHR communication stan-
dard [CEN 13606, 1999) and one of its Deliverables [SupA1.4, 2000] was to provide "...a con-
solidated classification of the requirements for the Electronic Health Care Record (EHCR) and
EHCR architecture (EHCRA)." The 20 different primary EHR requirements documents used by
EHCR-SupA came from many sources including relevant projects from the EU's Third and
Fourth Framework AIM programmes and from CEN. The 15 newly identified sources come
from the United States, The Netherlands, Australia, and New Zealand.

As implied by the title, the ISO EHR requirements relate to EHR “reference architectures”, which include the
architectures such as that published by openEHR. It is therefore appropriate to show how the openEHR archi-
tecture satisfies or deviates from the the ISO requirements.

1.2 Status

1.2.1  Versions
This document compares the ISO requirements draft document identified as 1S0/WD 18308, published by
ISO TC 215 WG, dated 2002-06-28 with the openEHR deliverables:

openEHR EHR Reference Model (RM) revision 4.3 draft

openEHR EHR Demographic Reference Model revision 1.4.1 draft

openEHR EHR Common Reference Model revision 1.4.3

openEHR EHR Data Structures revision 1.3.1

openEHR EHR Data Types revision 1.7.2

openEHR archetype draft documents corresponding to these RM versions

In the future it is expected that this list will be expanded to include the following document:
openEHR consent/policy reference model

This document is available at http://svn.openehr.org/specification/TAGS/Release-
1.0/publishing/requirements/is081308 conformance.pdf.

The latest version of this document can be found at http://svn.openehr.org/specifica-
tion/TRUNK/publishing/requirements/is081308 conformance.pdf.

1.2.2 Completeness

In the conformance column of the tables, the systems listed as having verified each feature in the architecture
are not exhaustive, and undoubtedly do not include systems which have in fact verified the feature. These can
be added over time.
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1.3 Acronyms, Abbreviations and Definitions

For the most part, definitions of EHR-related concepts are to be found in ISO/WD 18308, which includes a
comprehensive set of definitions. Abbreviations used in describing conformance are described below. A few
key acronyms are repeated here for convenience.

EHR - Electronic Health Record. There is currently no single definition of “EHR” in ISO;

EHRRA - EHR Reference Architecture, i.e. a formal model of EHR semantics as derived from a set of
requirements, and containing no design particularities, or features specific to any jurisdiction, style
of medicine, or culture;

RM - reference model; any formal model derived from requirements by analysis, but prior to the
application of system design activities.

1.4 Methodology

The approach taken in this document is to show for each ISO requirement what feature(s) of the openEHR ref-
erence architecture satisfy the requirement.

The information is presented in a table of the form shown below. All ISO original content is shown in blue. All
ISO numbering is preserved. Each requirement includes a number in parentheses denoting the heading number
in a heading framework developed by ISO WG for the purpose of classifying requirements. The numbers refer
to version 5.3 of the heading framework .

ISO o .
Req't Description openEHR artifact Conformance
IDN.N [ISO description, verbatim from the|Detail of how openEHR meets the require-|Level of conform-
current ISO draft document. (ISO|ment ance (see below).
source reference number)
Conformance

Conformance is described in two dimensions. The conformance of the openEHR models to the requirement is
indicated by paragraphs like the following in the “conformance” column.

Design: X

The following values of the letter ‘X’ are used:

Full: Full conformance - the requirement is believed to be completely satisfied by the reference
architecture in a direct way, e.g. with a class or other feature specifically designed for the purpose;

Qual: Qualified - the requirement is believed to be completely satisfied by the architecture;
Part: Partial - the requirement is partially met by the current architecture;
Fut: Future - the requirement will be met by a future revision of the architecture;

No: No conformance - the requirement is not met by the architecture and is not intended to be satisfied in
the future;

N/A: Not Applicable - In some cases, the current ISO requirement is not considered a valid requirement
for EHR reference architectures;

Unk: Unknown - it is currently not known if the architecture caters for the requirement, or if it does it in
a manner desirable for implementation and information management.

Design conformance essentially indicates whether, in the openEHR design process, there has been conscious
consideration of the ISO requirement or one which is very similar or a superset, or use cases which are implied
by the ISO requirement.

However, the best intentions of design do not always guarantee success in implemented systems, due to factors
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such as complexity, novelty (never before implemented), or difficulty of testing (e.g. requires large clinical tri-
als). Hence, the second dimension indicates whether the openEHR reference architecture feature, or one like it
(e.g. in one of the architectures on which openEHR is based, such as CEN 13606, GEHR or SynEx) has been
shown to work in practice. This is shown by “Validated” paragraphs like the following.

Val: xxxx

The values here include the names of any of the following projects where a) the openEHR design feature was
present and b) it was known to have fulfilled the ISO requirement.
CEN: Any CEN ENV 13606 implementation

GEHR: The Australian Good Electronic Health Record project [9]. (It should be noted that the
Australian GEHR project (1997 - 2002) was heavily implementation oriented, while the original
Good European Health Record project (1992 - 1995) was a requirements-oriented project, and one of
the precursors to the ISO 18308 technical specification described here);

HL7: ....
OMG CorbaMed (HDTF): ...
SNX: SynEx & Synapses European projects [4], [5]

The conformance assessments provide a guide to what elements of the openEHR architecture need to be ad-
dressed in order to meet the ISO requirements. Non-conforming requirements are summarised in a hyperlinked
list at the end of this document.

1.5 Recommendations
Three general rules of thumb should be respected by any requirement in a set of requirements, as follows:

each statement expresses one requirement only;

it is clear how each statement would be tested, i.e. it would be easy to write a test case corresponding
to the requirement;

each statement expresses a requirement about the object of the requirements, not about something
else (usually related).

The current version of the ISO requirements does not always follows these rules. Some requirements (e.g. 3.9,
3.15) actually express several requirements, and it is recommended that these be split out. Any requirement
where multiple “design” entries are included in the conformance column.

Some requirements are unclear or vague, and the meaning is not obvious, nor is a way to state a test case. Finally,
in a few cases, a few requirements are not considered to apply to an EHR reference architecture. In both casesm
these are indicated with a “TBR” (to be reviewed) paragraph of the following form:

TBR 1: example TBR paragraph

These paragraphs may indicate the need for further review of the ISO requirement, either within ISO TC 215
(in order to state the requirement more clearly, or correct it) or within openEHR, in order to better interpret the
requirement. A hyperlinked summary list of TBR paragraphs is provided at the end of this document.
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