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Foreword

This document (ENV 13730-2:2002) has been prepared by Technical Committee CEN/TC 251 “Health
informatics”, the secretariat of which is held by SIS.

It was developed by Project Team 32 under mandate M/255 given by the European Commission and the
European Free Trade Association, order voucher BC/CEN/97/23.

This is Part 2 of a multipart standard (ENV 13730) under the general hésehity informatics — Blood
transfusion related messagegh the following parts:

Part 1: Su%(\:t of care related messages
Part 2: Prodéiqn related messages
7

Annex C of this Eu an Prestandard is normative, all other annexes are informative.

According to the CEN
countries are bound to a
Finland, France, Germany,
Spain, Sweden, Switzerlan

ELEC Internal Regulations, the national standards organizations of the following
nce this European Prestandard: Austria, Belgium, Czech Republic, Denmark,
ece, Iceland, Ireland, Italy, Luxembourg, Malta, Netherlands, Norway, Portugal,
the United Kingdom.
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Introduction

Part 2 of this European Prestandard (ENV) provides a set of messages that enables the electronic transfer of
messages in the blood transfusion domain.

The motivation for this ENV derives from a combination of the following factors:

Electronic messages developed in the Healthcare Informatics domain contain sensitive healthcare information
about specified individuals that requires a high level of confidence both in the parties sending and receiving
messages and that the information being made available is unchanged. Standards are required to facilitate
electronic transfer of blood transfusion related messages and reports between the many systems currently used.
Information transfgrred in the blood transfusion related messages and any reports passing between healthcare
parties form pagfolthe information system of each of the communicating parties. Electronic transfer of these
blood transfusiofrdlated messages and reports reduces the need for manual entry and the risk of transcription
errors. It also resu@u greater efficiency leading to better healthcare provision.

This ENV has been d ped following the methods recommended in the CEN Report on "Medical Informatics
- Methodology for the @opment of healthcare messages” (CR 12587:1996). However, in accord with the
decisions of CEN TC251 @ , a different modelling technique has been used. This is a subset of the Unified
Modelling Language (UML) ocumented in Annex A.

This ENV specifies messages | yntax independent form. Its requirements for conformance define the
minimum acceptable content an cture for these messages. Compliant messages can be developed in a
variety of implementation syntaxes these syntax specific implementations may be the subject of future

*

Standards. /,

This ENV is directly relevant to suppliers (&omputer systems for use in development. Its provisions are also
relevant to those planning, specifying, pros#fing or implementing information systems for use in the blood
transfusion domain.

A
Particular note for implementers: Some attribut%y have the same title but modified in meaning for use in
Part two than in Part one.

.
%
2O
O@
A
%
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1 Scope

Transfusion of bloodd.7] and blood component8.0] (blood products) to subjects of ca®4§ is a medical

activity that is subject to many legal regulations and constraints. Many problems may be encountered during
treatment due to immunological conditions, transmitted diseases, sustainability and other difficulties. Mistakes
and failures may have serious or even fatal consequences. Minimising human activity through the increased use
of data processis\and automated messaging will introduce an additional safety mechanism.

used by healthcarg4 C parties B.33 in the blood transfusior8[16 domain. The content and structure of the
messages specifie this ENV have been developed with the aim of optimising the safety of blood transfusion
activity and to facilitat@mpliance monitoring and secure audit tGalls [

This ENV spemfi%neral messagesgt]] for electronic information interchange between computer systems

This ENV is applicable to d transfusion related messages including those for:
- the collection o od/blood componen84Z from blood donor
- manufacturing3. d processing3[44 of blood components
- classification .19 od donations
- issue of blood comp ts to the blood components dispenser

Within the blood transfusion process tb&% are a number of actors:

(1) The blood componentispensef3.1q ins blood components and blood products from one or more
providers, then stores and dispenses thepato the user, in some countries this function is known as the
Hospital Blood Bank. This actor may ap@nﬁs a separate entity, or as subdivision, within either the class
producer or user. In certain circumstances munication may be required with a different blood
components dispenser or with all dispensers \ﬁhin another region or a country.

(2) The blood componentaanufacturef3.11] prepare%d components for transfusion from donor blood
and issues blood components to the blood compo s disp@rska[blood components processor or to

another blood components manufacturer. In many c ies the production process utilises a special blood
transfusion data system providing internal communicdl between the subdivisions (blood collection,
collected blood classificatior3[17], manufacturing of bloo ponen&4(, processing of blood

componentsd.57), and issues blood components to a bloo@mpomnenser

(3) The blood componengsocessol3.17 receives blood compone@}om a blood components
manufacturer3.1]] for processing into blood products. @

(4) TheLaboratory serviceprovider[3.39 provides a laboratory servi¢eero:|o i£al, biochemical,
bacteriological and virological analyses), to classify a sample of donor d received from the blood/blood
components collector. The laboratory can be an integral part of the he C@)rganisaﬁon.

(5) Theblood /blood components collect®.8| provides the service of collecting b om a blood donor, to
be delivered to the manufacturer, and to forward a sample of the blood_abibrato, rvicgrovider
[3.44 for the classification of blood donatio8.]17.

The messages identified within scope are :

The messages used in :

e collection,
¢ classification

e production activities

They communicate messages between separately organised units within blood collection and production.
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Communication between the following parties should be exchanged according to ENV 1613 :

« the blood/blood components collector and the laboratory service provider
« the laboratory service provider and the blood/blood components manufacturer

Production related messages:
The use of the messages are dependent on the administrative procedures of the transfusion service provider and
are concerned with:

Blood/blood component collection request
Blood/blood component classification request
Blg lood component classification report
Blo lood component collected delivery note

Bloo ponent request
Blood 88mponent manufactured delivery note
Blood co ent processing request

Blood com@ent processed delivery note

Messages for the transmiss@ f Requests for blood components, covered by the scope of this ENV, shall
enable electronic interchang e semantic content defined in the General Message Descriptions (GMDs) for
Request for blood components { use 6.

Messages for transmission of bloo?pdﬁegtion requests, covered by the scope of this ENV, shall enable
electronic interchange of the semantio@qtent defined in the GMDs for blood collection requests in clause 6.

Messages for transmission of blood com;@nt classification requests/reports, covered by the scope of this
ENV, shall enable electronic interchange o %semantic content defined in the GMDs for blood component
classification request/reports in clause 6. s

Messages for transmission of blood component p@ssing requests, covered by the scope of this ENV, shall
enable electronic interchange of the semantic cont @efined in the GMDs for blood component processing
requests in clause 6.

Messages for transmission of blood component manufa g delivery note and blood component processing
delivery note, covered by the scope of this ENV, shall ena @Iectronic interchange of the semantic content
defined in the GMDs for blood component manufactured deli notes in clause 6.

Messages for transmission of blood component processed deIiv«!fg otes, covered by the scope of this ENV,
shall enable electronic interchange of the semantic content defineS%ome GMDs for blood component processed
delivery notes in clause 6.

Messages for transmission of applicative acknowledgement of the above gssages covered by the scope of this
ENV are defined at an application level (ISO 9735-6:1999). They do not in aﬁe with similar messages at

lower levels. These messages are reports that the target applicant has rec€lved jke message, and whether or not
the message can be processed normally. &\L

Implementable message specifications (IMS31] shall conform to the GMDs defined @is ENV. They shall
support both mandatory and optional objects, attrilit® §roups and attributes as defin€d in the GMDs of this
ENV. They shall also support the relationships between objects as defined by the GMDs.

Implementable message specifications should be expressed in terms of a syntax that is an International Standard
[3.59 except where the healthcare user requirements cannot be met by using such a standard syntax.

When implementing information exchange based upon this ENV, all generated messages must be acknowledged
by the receiver.

When implementing information exchange based upon this ENV, data protection and confidentiality principles
have to be guaranteed according to the laws actually in force in the different CEN member countries. The
mechanisms needed to secure data inte@i4], data protection and confidentiality, authenticati®:g|| of
communicating parties and subjects of care are outside the scope of this ENV.

8
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While the messages specified in this ENV may convey clinical and administrative information concerning
subjects of care, the way in which this information is treated in this ENV does not constrain the development of
future standards for the electronic healthcare rec&¥[or for other clinical and administrative messages.

The provisions of this ENV have been validated for the purposes described above. However, since the messages
described in this ENV are designed for general application in the blood transfusion domain, the users are

required to decide for themselves whether or not these messages meet their particular requirements. A
requirement for using other messages, e.g. generic messages for cancellation or acknowledgement, in addition to
or instead of messages specified in this ENV, does not invalidate the use of this ENV.

2 Normati\ﬁr\eferences

This European Stafjdard incorporates by dated or undated reference, provisions from other publications. These
normative referenc@re cited at the appropriate places in the text, and the publications are listed hereafter. For
dated references, sub ent amendments to or revisions of any of these publications apply to this European

Standard only when in rated in it by amendment or revision. For undated references the latest edition of the

publication referred to apg#es (including amendments).

ISO 2382-4:1987 rmation processing - Vocabulary Part 4. Organisation of data

ISO 5281 : 1997 Inf%ﬁion interchange - Representation of human sexes

ISO/IEC 7826-1 : 1994 Informﬁ;n‘technology - General structure for the interchange of code values - Part 1 :
Identificatud’bf coding schemes

ISO/IEC 7826-2 : 1994 Information Qh ology - General structure for the interchange of code values - Part 1 :
Registration ofe@_g schemes

ENV 12539: 1997 Medical informaticQﬁeguest and report messages for diagnostic services departments

ENV 1613 : 1995 Medical informatics - n@ ages for exchange of laboratory informations

3 Terms, definitions and abbreviations 0

For the purposes of this European Prestandard (ENV), the fo%g terms and definitions (listed in alphabetical
order) apply:

Ve
3.1 Q/(
attribute @

characteristic of an object or entity O’

3.2 @

audit trail

record of the resources which were accessed and/or used by whom.

Note: This may involve a formal monitoring technique for comparison between th al use of a medical
information system and pre-established criteria

[ISO 7498 — 2]
3.3
authentication

process of reliably identifying security subjects by securely associating an identifier and its authenticator
[ISO 7498 -2]
3.4

autologous transfusion
transfusion of any blood component that was donated by a blood donor who is also the subsequent recipient





