
November 2019DEUTSCHE NORM ���

ICS 35.240.80

DIN EN ISO 13606-1

Medizinische Informatik �

Kommunikation von Patientendaten in elektronischer Form �

Teil 1: Referenzmodell (ISO 13606-1:2019);

Englische Fassung EN ISO 13606-1:2019

Health informatics �

Electronic health record communication �

Part 1: Reference model (ISO 13606-1:2019);

English version EN ISO 13606-1:2019

Informatique de santé �

Communication du dossier de santé informatisé �

Partie 1: Modèle de référence (ISO 13606-1:2019);

Version anglaise EN ISO 13606-1:2019

Ersatz für

DIN EN ISO 13606-1:2012-12

Gesamtumfang 102 Seiten

D

DIN-Normenausschuss Medizin (NAMed)

Full document details: DIN EN ISO 13606-1:2019-11

http://www.avadocuments.com/doc/din-en-iso-13606-1-2019-11
http://www.avadocuments.com/doc/din-en-iso-13606-1-2019-11


DIN EN ISO 13606-1:2019-11 

2 

Dieses Dokument (EN ISO 13606-1:2019) wurde in der WG 1 �Architecture, Frameworks and Models� des 
Technischen Komitees ISO/TC 215 �Health Informatics� und mit dem Technischen Komitee CEN/TC 251 
�Medizinische Informatik�, dessen Sekretariat von NEN (Niederlande) gehalten wird, erarbeitet. 

Der Arbeitsausschuss NA 063-07-02 AA �Interoperabilität� des Fachbereichs 7 �Medizinische Informatik� 
des DIN-Normenausschusses Medizin (NAMed) hat an der Erarbeitung ebenfalls mitgewirkt. 

Dieses Dokument enthält unter Berücksichtigung des Präsidialbeschlusses 1/2004 nur die englische 
Originalfassung von EN ISO 13606-1:2019. 

Für die in diesem Dokument zitierten internationalen Dokumente wird im Folgenden auf die 
entsprechenden deutschen Dokumente hingewiesen: 

ISO 8601:2004 siehe DIN ISO 8601:2006-09 
ISO 13940 siehe DIN EN ISO 13940 
ISO 21090:2011 siehe DIN EN ISO 21090:2011-06 
ISO 22600 (all parts) siehe DIN EN ISO 22600 (alle Teile) 
ISO 27789:2013 siehe DIN EN ISO 27789:2013-06 
 

Änderungen 

Gegenüber DIN EN ISO 13606-1:2012-12 wurden folgende Änderungen vorgenommen: 

a) Übernahme der Internationalen Norm; 

b) der Norminhalt wurde mit ISO 13940 Medizinische Informatik � Begriffssystem zur Unterstützung der 
Kontinuität der Versorgung und der Normenreihe ISO 12967 Medizinische Informatik � 
Servicearchitektur harmonisiert; 

c) die Teile dieser Normenreihe wurden untereinander harmonisiert. 

Frühere Ausgaben 

DIN V ENV 13606-1: 2000-09 
DIN EN 13606-1: 2007-05 
DIN EN ISO 13606-1: 2012-12 

Nationales Vorwort 
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Zusammenfassung 

Dieses Dokument legt fest, wie die elektronische Gesundheitsakte (eGA) von einem identifizierten 
Behandelten oder mehreren identifizierten Behandelten zwischen eGA-Systemen oder zwischen 
eGA-Systemen und einem zentralen eGA-Repository vollständig oder teilweise übermittelt werden kann. 

Sie kann auch verwendet werden für die eGA-Übermittlung zwischen einem eGA-System oder -Repository 
und klinischen Anwendungen bzw. Middleware-Komponenten (wie z. B. Entscheidungsunterstützungs-
komponenten) oder Anwendungen und Geräten für die persönliche Gesundheit, wenn diese Zugriff auf 
eGA-Daten benötigen oder diese bereitstellen, oder als Darstellung von eGA-Daten innerhalb eines verteilten 
(föderierten) Datensatzsystems. 

Dieses Dokumentwird überwiegend zur Unterstützung der direkten Behandlung von identifizierbaren 
Personen oder zur Unterstützung von Bevölkerungsüberwachungssystemen wie Krankheitsregistern und 
der öffentlichen Gesundheitsüberwachung verwendet. Die Verwendung von Gesundheitsakten für andere 
Zwecke wie Lehre, klinisches Audit, Verwaltung und Berichterstattung, Service-Management, Forschung und 
Epidemiologie, die oft eine Anonymisierung oder Aggregation einzelner Datensätze erfordern, stehen nicht 
im Mittelpunkt dieses Dokuments, allerdings könnte dieses Dokument bei solchen sekundären 
Verwendungen ebenfalls nützlich sein. 

Dieser Teil 1 der mehrteiligen Reihe ist eine Datensicht-Spezifikation, wie sie von der Norm 
Informationstechnik � Verteilte Verarbeitung in Offenen Systemen � Referenzmodell: Übersicht 
(ISO/IEC 10746-1) festgelegt ist. Dieses Dokument hat nicht zum Ziel, die interne Architektur oder das 
Datenbankdesign von eGA-Systemen zu spezifizieren. 
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Nationaler Anhang NA 
(informativ) 

 
Begriffe 

Die Benummerung der folgenden Begriffe und Abkürzungen sind identisch mit der Benummerung in der 
englischen Fassung. 

3 Begriffe 

Für die Anwendung dieses Dokuments gelten die folgenden Begriffe. 

ISO und IEC stellen terminologische Datenbanken für die Verwendung in der Normung unter den folgenden 
Adressen bereit: 

� ISO Online Browsing Platform: verfügbar unter http://www.iso.org/obp 

� IEC Electropedia: verfügbar unter http://www.electropedia.org/ 

3.1 Handlungsträger 

3.1.1 
Attestierer 
(en: attester) 
Handlungsträger (Person), der die rechtliche Verantwortung für eine bestimmte Informationseinheit 
zertifiziert und aufzeichnet 

3.1.2 
Ersteller 
(en: committer) 
Agent (Partei, Gerät oder Software), dessen direkte Aktivitäten dazu geführt haben, dass Daten in eine 
elektronische Gesundheitsakte eingestellt wurden 

3.1.3 
Verfasser 
(en: composer) 
Handlungsträger, der für die Erstellung, Synthese oder Organisation von Informationen verantwortlich ist, 
die in eine elektronische Gesundheitsakte eingestellt wurden. 

Anmerkung 1 zum Begriff: Dieser Handlungsträger trägt die Verantwortung für die Aufnahme der Informationen in 
diese elektronische Gesundheitsakte, auch dann, wenn er nicht deren Urheber ist und sogar dann, wenn er nicht der 
Ersteller dieser Information(en) ist 

3.1.4 
Anbieter von Auszügen einer elektronischen Gesundheitsakte 
(en: electronic health record provider) 
Handlungsträger im Gesundheitswesen, der rechtmäßig im Besitz von elektronischen 
Gesundheitsaktendaten und in der Lage ist, diese an eine andere geeignete Funktionseinheit zu übermitteln 
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3.1.5 
Anbieter medizinischer Versorgungsleistungen 
(en: healthcare provider) 
Pflegedienstleister 
Gesundheitsversorger 
Gesundheitsdienstleister 
Dienstleister im Gesundheitswesen 
Handlungsträger im Gesundheitswesen, dem ein oder mehrere Pflegezeitmandate zugewiesen werden 
können 

Anmerkung 1 zum Begriff: Das Personal einer Organisation des Gesundheitswesens, die Anbieter medizinischer 
Versorgungsleistungen ist, kann sowohl im Gesundheitswesen tätige, qualifizierte Personen als auch andere, die an der 
Bereitstellung von medizinischen Versorgungsleistungen teilnehmen, umfassen. 

Anmerkung 2 zum Begriff: Dieses Dokument umfasst nur zwei Spezifizierungen von Anbietern medizinischer 
Versorgungsleistungen. Dies soll nicht die Möglichkeit anderer Spezialisierungen ausschließen. In 
Zuständigkeitsbereichen, in denen andere Arten von Handlungsträgern im Gesundheitswesen in das Konzept des 
Anbieters medizinischer Versorgungsleistungen einbezogen sind, können die notwendigen Spezialisierungen hinzugefügt 
werden. 

Anmerkung 3 zum Begriff: Nach dieser Definition sind Organisationen, die ausschließlich für die Finanzierung, 
Bezahlung oder Erstattung von Gesundheitsleistungen zuständig sind, keine Anbieter medizinischer 
Versorgungsleistungen; für die Zwecke dieses Dokuments gelten sie als Dritte im Bereich Gesundheitswesen. 

[QUELLE: ISO 13940:2015] 

3.1.6 
Rolle 
(en: role) 
Funktion oder Position 

[QUELLE: ISO/HL7 21731:2014] 

3.1.7 
Behandelter 
(en: subject of care) 
zu Behandelnder 
Patient 
Klient 
Dienstbenutzer 
Handlungsträger im Gesundheitswesen mit der persönlichen Funktion, für den Empfang von 
Gesundheitsdienstleistungen vorgesehen zu sein, diese zu erhalten oder diese bereits erhalten zu haben 

Anmerkung 1 zum Begriff: Ein Fötus kann als Behandelter angesehen werden, wenn er Gesundheitsdienstleistungen 
erhält. 

BEISPIELE Ein behandelter Patient, ein Klient eines Physiotherapeuten, jedes einzelne Mitglied einer Zielgruppe 
einer Vorsorgeuntersuchung, jedes einzelne Mitglied einer Gruppe von Diabetikern, die an einer Sitzung zur 
medizinischen Aufklärung teilnehmen, eine Person, die eine Gesundheitsberatung wünscht. 

[QUELLE: ISO 13940:2015] 
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3.2 Konzepte und Begriffe 

3.2.1 
generisch 
(en: generic) 
anwendbar auf Anforderungen oder Informationsmodelle in allen Gesundheitsberufen, Domänen und 
Ländern 

3.3 Informationsmanagement 

3.3.1 
abstrakte Klasse 
(en: abstract class) 
eine Klasse, die nicht selbst instanziiert werden kann 

[QUELLE: ISO/IEC/IEEE 24765:2017, 3.24] 

3.3.2 
Archetyp 
(en: archetype) 
Instanz eines Archetypenmodells, die das klinische Konzept und die wertebezogenen Einschränkungen 
spezifiziert, die für eine Klasse von Instanzen von Aufzeichnungskomponenten in einem Auszug aus der 
elektronischen Gesundheitsakte gilt 

3.3.3 
Archetypenmodell 
(en: archetype model) 
Informationsmodell der Metadaten zur Darstellung der wertebereichsspezifischen Merkmale von Einträgen 
in der elektronischen Gesundheitsakte durch Festlegung von Werten oder wertebezogenen 
Einschränkungen für Klassen und Attribute im Referenzmodell der elektronischen Gesundheitsakte 

3.3.4 
Daten verwendende Anwendung 
(en: client application) 
Gesundheitsversorgungsanwendung, die sich im gegebenen Moment wie ein Anforderer von 
Gesundheitsaktendaten aus einer gemeinsamen elektronischen Gesundheitsakte verhält 

3.3.5 
Daten 
(en: data) 
rückübertragbare, formalisierte Darstellung von Informationen (3.3.9), die für deren Übermittlung, 
Auswertung oder Weiterverarbeitung geeignet ist 

Anmerkung 1 zum Begriff: Daten werden ohne jeglichen Kontext so definiert, dass man von selbst ihre korrekte 
Bedeutung nicht erschließen kann, und da wo dies möglich ist, handelt es sich um eine Information. 

[QUELLE ISO/IEC 2382-1:2015, 2121272] 

3.3.6 
Daten-Repository 
Datenbehälter 
(en: data repository) 
identifizierbare Einrichtung zur Speicherung von Daten (3.3.5) 

Anmerkung 1 zum Begriff: In ISO 10303-22:1998 ist dies die Definition zur englischen Benennung �repository� 

[QUELLE: ISO 13940:2015] 
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3.3.7 
Gesundheitsdaten 
(en: healthcare data) 
im Rahmen von Gesundheitsdienstleistungen erhobene Daten (3.3.5) 

[QUELLE: ISO 13940:2015] 

3.3.8 
Gesundheitsinformationen 
(en: healthcare information) 
Informationen (3.3.9) über eine Person, die für deren Gesundheitsversorgung von Bedeutung sind 

[QUELLE: ISO 13940:2015] 

3.3.9 
Information 
(en: information) 
Kenntnisse über Objekte, die in einem gegebenen Zusammenhang eine bestimmte Bedeutung haben 

Anmerkung 1 zum Begriff: Sachverhalte, Ereignisse, Gegenstände, Prozesse oder Ideen, einschließlich Konzepten, 
stellen Beispiele für Objekte dar. 

Anmerkung 2 zum Begriff: Information ist etwas, das aussagekräftig ist. Daten können als Information betrachtet 
werden, sobald ihre Bedeutung zum Vorschein kommt. 

[QUELLE ISO 13940:2015] 

3.3.10 
verteilte Datenverarbeitung 
(en: distributed processing) 
Informationsverarbeitung (3.3.9), bei der sich diskrete Komponenten an verschiedenen Orten befinden 
können oder bei der die Kommunikation zwischen Komponenten verzögert oder unterbrochen sein kann 

[QUELLE: ISO/IEC 10746-2:2009] 

3.3.11 
Gesundheitsakte 
(en: health record) 
Datenbehälter in Bezug auf die Gesundheit und die Gesundheitsversorgung eines Behandelten 

Anmerkung 1 zum Begriff: Der Begriff elektronische Gesundheitsakte kann verwendet werden, wenn alle 
Informationen der Gesundheitsakte in elektronischen Medien gespeichert sind. Allerdings ist dieses Konzept in diesem 
Dokument nicht formal definiert. 

Anmerkung 2 zum Begriff: Eine Gesundheitsakte kann zum Beispiel medizinische Aufzeichnungen, zahnärztliche 
Aufzeichnungen und Sozialpflegeaufzeichnungen enthalten. 

[QUELLE: ISO 13940:2015] 
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3.3.12 
Gesundheitsaktenbestandteil 
(en: health record component) 
Teil einer Gesundheitsakte (3.3.11), der für Referenz- und Revisionszwecke identifiziert werden kann 

Anmerkung 1 zum Begriff: Dieses Dokument definiert eine Spezialisierung von Gesundheitsaktenbestandteilen, der 
elektronische Aktenbestandteil. Da jedoch der Inhalt einer Gesundheitsakte nicht auf Informationen in elektronischer 
Form beschränkt ist, kann der Inhalt von Gesundheitsaktenbestandteilen auch in anderen als in elektronischen Formaten 
vorliegen. 

Anmerkung 2 zum Begriff: Ein Gesundheitsaktenbestandteil kann selbst aus einer Aggregation mehrerer 
Gesundheitsaktenbestandteile resultieren. 

[QUELLE: ISO 13940:2015] 

3.3.13 
elektronische Gesundheitsakte 
(en: electronic health record) 
Gesundheitsakte (3.3.11), bei der alle Informationen in elektronischen Medien gespeichert sind 

3.3.14 
elektronisches Gesundheitsaktensystem 
(en: electronic health record system) 
System zum Aufzeichnen, Abrufen und Handhaben von Informationen in elektronischen Gesundheitsakten 
(3.3.13) 

[QUELLE: ISO 18308:2011] 

3.3.15 
Auszug aus der Gesundheitsakte 
(en: health record extract) 
Teil- oder Vollauszug aus einer Gesundheitsakte (3.3.11) für den Zweck der Übermittlung 

[QUELLE: ISO 13940:2015] 

3.3.16 
Gesundheitsversorgungsanwendung 
(en: healthcare application) 
System zum Sammeln, Speichern, Aufbereiten und Präsentieren von Gesundheitsinformationen (3.3.8) 
mithilfe eines Computers. 

Anmerkung 1 zum Begriff: Diese Definition basiert auf der Definition von �Anwendung� in ISO/IEC 19770-5:2015. 

3.3.17 
Informationsarchitektur 
(en: information architecture) 
strukturelles Design eines Informationsraums zur Erleichterung der Aufgabenvervollständigung und zum 
intuitiven Zugriff auf Inhalte 

3.3.18 
Metadaten 
(en: metadata) 
Daten (3.3.5), die die Objektklasse und die Eigenschaften der erfassten Informationen definieren 

[QUELLE: ISO/IEC 11179-3:2013, 3.2.74] 
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3.3.19 
semantische Interoperabilität 
(en: semantic interoperability) 
Fähigkeit der von mehreren Systemen gemeinsam genutzten Daten, auf der Ebene vollständig definierter 
Domain-Begriffe verstanden zu werden 

[QUELLE: ISO 18308:2011] 

3.3.20 
Ansicht 
(en: view) 
ersatzweise Darstellung von Daten (3.3.5) für einen anderen Zweck 

3.4 Datenschutz und Sicherheit 

3.4.1 
Zugriffskontrolle 
(en: access control) 
Mittel zur Sicherstellung, dass nur autorisierte Entitäten in entsprechend autorisierter Weise Zugriff auf die 
Ressourcen eines Datenverarbeitungssystems (3.3.5) nehmen können 

[QUELLE: ISO 17090-1:2013] 

3.4.2 
Audit-Trail 
(en: audit trail) 
Sammlung von Auditeinträgen aus einem oder mehreren Auditprotokollen, die sich auf eine bestimmte 
behandelte Person oder eine bestimmte elektronische Gesundheitsakte (3.3.13) beziehen 

[QUELLE: ISO 27789:2013] 

3.4.3 
Authentifizierung 
(en: authentication) 
Beibringung eines Belegs für die von einer Entität behauptete Identität durch die sichere Verbindung eines 
Identifikators und seines Authentifikators 

[QUELLE: ISO 22600-3:2014] 

3.4.4 
Autorisierung 
(en: authorisation) 
Gewährung von Privilegien 

[QUELLE: ISO 22600-1:2014] 

3.4.5 
Vertraulichkeit 
(en: confidentiality) 
Eigenschaft, dass Informationen (3.3.9) für nicht autorisierte Einheiten nicht zugänglich gemacht werden 

[QUELLE: ISO 7498-2:1989] 
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3.4.6 
digitale Signatur 
(en: digital signature) 
an eine Dateneinheit angefügte Daten (3.3.5) oder eine kryptografische Transformation einer Dateneinheit, 
mit der ein Empfänger der Dateneinheit die Möglichkeit der Überprüfung der Quelle und Integrität der 
Dateneinheit erhält und die einen Schutz gegen Fälschung z. B durch den Empfänger bietet 

[QUELLE: ISO 7498-2:1989] 

3.4.7 
Datenschutz 
(en: privacy) 
Verhinderung des Eindringens in das Privatleben oder die Angelegenheiten einer Person, sofern dieses 
Eindringen aus der unzulässigen oder illegalen Erfassung und Nutzung von Daten (3.3.5) über diese Person 
resultiert 

[QUELLE: ISO/IEC 2382-8:2015, 2126263] 

3.5 Prozessmanagement 

3.5.1 
Attestierung 
(en: attest) 
Aktivität der Zertifizierung und Aufzeichnung der rechtlichen Verantwortung für eine bestimmte 
Informationseinheit (3.3.9) 

3.5.2 
Gesundheitsversorgungsprozess 
Versorgungsprozess 
(en: healthcare process) 
Satz zusammenhängender und sich gegenseitig beeinflussender Gesundheitsdienstleistungen, die Eingaben 
in Ergebnisse umwandeln 

Anmerkung 1 zum Begriff: Der wichtigste Typ eines Gesundheitsprozesses ist der klinische Prozess, der einen 
Gesundheitszustand als Eingabe und Ergebnis hat und alle Aktivitäten in Bezug auf ein oder mehrere spezifizierte 
Gesundheitsprobleme umfasst. 

Anmerkung 2 zum Begriff: Ein Gesundheitsprozess ist nicht per Definition auf einen Anbieter medizinischer 
Versorgungsleistungen oder jegliche andere Organisationsgrenzen beschränkt. 

[QUELLE: ISO 13940:2015] 
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Nationaler Anhang NB 
(informativ) 
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European foreword 

This document (EN ISO 13606-1:2019) 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 January 2020, and conflicting national standards shall 
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Fore ord

S O  (the nternational O rg anization or S tandardization) is a w orldw ide ederation o national standards 
bodies ( S O  member bodies). The w ork o  preparing  nternational S tandards is normally carried out 
throug h S O  technical committees. Each member body interested in a subject or w hich a technical 
committee has been established has the rig ht to be represented on that committee. nternational 
org anizations, g overnmental and non g overnmental, in liaison w ith S O , also take part in the w ork. 
S O  collaborates closely w ith the nternational Electrotechnical ommission ( ) on all matters o  

electrotechnical standardization. 

The procedures used to develop this document and those intended or its urther maintenance are 
described in the S O D irectives, Part 1. n particular, the di erent approval criteria needed or the 
di erent types o  S O  documents should be noted. This document w as dra ted in accordance w ith the 
editorial rules o  th S O irectives, Part 2 (see w w w  .iso .org /directives).

tention is draw n to the possibility that some o  the elements o  this document may be the subject o  
patent rig hts. S O  shall not be held responsible or identi ying  any or all such patent rig hts. D etails o  
any patent rig hts identi ied during  the development o  the document w ill be in the ntroduction and/or 
on th S O  list o atent declarations received (see w w w  .iso .org /patents).

ny trade name used in this document is in ormation g iven or the convenience o  users and does not 
constitute an endorsement. 

For an explanation o  the voluntary nature o  standards, the meaning  o  S O  speci ic terms and 
expressions related to con ormity assessment, as w ell as in ormation about S O 's adherence to the 

orld Trade O rg anization ( TO ) principles in the Technical Barriers to Trade (TBT) see w w w  .iso 
.org /iso/ orew ord .html.

This document w as prepared by Technica ommitte S O/T 15, Health Informatics.

This second edition cancels and replaces the irst edition ( S O  13 1:2008), w hich has been technically 
revised. The main chang es compared to the previous edition are summarised in th ntroduction.

ist o ll parts in th S O  13 ries can b ound on th S O  w ebsite.

ny eedback or uestions on this document should be directed to the user�s national standards body. 
complete listing  o hese bodies can b ound at w w w  .iso .org /members .html.
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Introdu ction 

0.1   Preface

The overall g oal o  this document is to de ine a rig orous and stable in ormation architecture or 
communicating  part or all o  the Electronic Health Record (EHR) o  a sing le subject o  care (patient), 
or or a g roup o  patients w hose in ormation mig ht need to be communicated tog ether ( or example, a 
amily). This is to support the interoperability o  systems (see nnex ). and components that need to 

communicate (access, trans er, add or modi y) EHR data:

� preserving  the orig inal clinical meaning  intended by the author;

� incorporating  the necessary provenance metadata to in orm the recipient or receiving  system about 
the context in w hich the EHR data w ere obtained and composed;

� observing  and communicating  the con identiality o  that data as intended by the author and subject 
o are.

This document considers the EHR to be the persistent long itudinal and potentially multi org anisation 
or multi national record o  health and care provision, most o ten relating  to a sing le subject o  care (the 
patient), created and stored in one or more physical systems in order to in orm each subject�s uture 
healthcare and to provide a medico leg al record o care that has been provided. This corresponds to the 
de inition provided i S O  18308:2011 (Re uirements or an Electronic Health Recor rchitecture).

This document is not intended to speci y the internal architecture or database desig n o  EHR systems 
or components, nor is it intended to prescribe the kinds o  clinical applications that mig ht re uest or 
contribute EHR data in particular setting s, domains or specialities. For this reason, the in ormation 
model proposed here is called the EHR Extract, and mig ht be used to de ine a messag e, an XML  
document or schema, or an object inter ace. These mig ht be used to communicate EHR data betw een 
tw o repositories, to update a centralised reg ional or national EHR repository, or w ithin a distributed 
netw ork o  EHR components, systems and services. Whilst an EHR service or system w ill need to 
interact w ith many other services or systems providing  terminolog y, medical know ledg e, g uidelines, 
w ork low , security, persons reg istries, billing  etc. this document has only touched on those areas i  
some persistent trace o  such interactions is re uired in the EHR itsel, and re uires speci ic eatures in 
the r erence model to allow  their communication.

This document may o er a practical and use ul contribution to the desig n o  EHR systems but 
w ill primarily be realised as a common set o  external inter aces or messag es built on otherw ise 
heterog eneous clinical systems. The components that mig ht support an inter ace con orming  to this 
document w ill be not only electronic health record systems but also other middlew are services such as 
security components, g uideline and w ork low  systems, alerting  and decision support services, personal 
health systems and applications, sensors and w earable devices, and medical know ledg e manag ement 
services. This document mig ht also prove us ul or communicating  data about individuals betw een 
electronic health record systems and population reg istries, and also or conducting  (approved) research 
using  electronic health records.

This document is part o  a ive part standard series, published jointly by EN and S O  throug h the 
ienn g reement. 

n this document dependency upon any o  the other parts o  this series is explicitly stated w here it 
applies.

0.2   Technical approach

This document is the second version o  an orig inal standard w hich w as published in 2007 by EN, and 
in 2008 by S O . This revision has taken into account the experiences g ained by EHR system developers 
and by larg e scale eHealth prog rammes rom using  the orig inal standard. These w ere ascertained 
throug h an international survey, a w ide rang e o  1:1 interview s, a review  o  the academic literature, 
and interactions w ith many experts active in R&D  relating  to the EHR. t also meets the relevant 
re uirements in S O  18308:2011 (Re uirements or an Electronic Health Record rchitecture). The 
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revision has taken into account, and alig ns as ar as possible, w ith other EN and S O  S tandards and 
Technical S peci ications w ith w hich this document mig ht also be used, w ith international terminolog y 
standards and w ith emerg ing  standards rom HL 7: Fast Healthcare nteroperability Resources (FH R). 
The speci ications in this document have draw n rom, and alig n as ar as possible w ith, the re erence 
model speci ications published by the openEHR Foundation, and w ith the archetype models published 
by the openEHR Foundation and by th linica n ormation Modelin nitiative ( M ).

The in ormation model in this document is an n ormation View point o  the S O  Re erence Model or 
O pen D istributed Processing  ( S O/ 074 1:1998✮.

Given the diversity o  deployed EHR systems, this document has made most eatures o  EHR 
communication optional rather than mandatory. How ever, some deg ree o  prescription is re uired 
to make EHR Extracts sa ely processable by an EHR recipient system, w hich is re lected throug h 
mandatory properties w ithin the models in Parts 1, 2, and 4 o  this series, and throug h normative term 
lists (de ined in Part 3 o  this series).

0.✼ ✸he Du al Model approach

The challeng e or EHR interoperability is to devise a g eneralised approach to representing  every 
conceivable kind o  health record data structure in a consistent w ay. This needs to cater or records 
arising  rom any pro ession, speciality or service, w hilst recog nising  that the healthcare data sets, 
value sets, templates etc. re uired by di erent healthcare domains w ill be diverse, complex and w ill 
chang e re uently as clinical practice and medical know ledg e advance. This re uirement is part o  the 
w idely acknow ledg ed health in ormatics challeng e o  semantic interoperability.

The approach adopted by this standard series disting uishes a Re erence Model, de ined in this document 
and used to represent the g eneric properties o  health record in ormation, and rchetypes (con orming  
to an rchetype Model, de ined in Part 2 o  this series), w hich are meta data used to de ine patterns or 
the speci ic characteristics o  the healthcare data that represents the re uirements o  each particular 
pro ession, speciality or service.

The Reference Model represents the g lobal characteristics o  health record components, how  they are 
ag g reg ated, and the context in ormation re uired to meet ethical, leg al and provenance re uirements. 
This model de ines the set o  classes that orm the g eneric building  blocks o  the EHR. t re lects 
the stable characteristics o  an electronic health record, and w ould be embedded in a distributed 
( ederated) EHR environment as speci ic messag es or inter aces (as speci ied in Part 5 o  this series).

This g eneric in ormation model needs to be complemented by a ormal method o  communicating  and 
sharing  the org anisational structure o  pred ined classes o  EHR rag ment corresponding  to sets 
o  record components made in particular clinical situations. These are e ectively pre coordinated 
combinations o  named R O RD _ O MPO NENT hierarchies that are ag reed w ithin a community in 
order to ensure interoperability, data consistency and dat uality.

A n� A rchet✓pe is the ormal de inition o  prescribed combinations o  the buildin block classes 
de ined in the Re erence Model or particular clinical domains or org anisations. n archetype is a 
ormal expression o  a distinct, domain level concept, expressed in the orm o  constraints on data 

w hose instances con orm to the re erence model. For an EHR_EXTR T, as de ined in this document, 
an archetype instance speci ies (and e ectively constrains) a particular hierarchy o  R O RD _

O MPO NENT sub classes, de ining  or constraining  their names and other relevant attribute values, 
optionality and multiplicity at any point in the hierarchy, the data types and value rang es that EL EMENT 
data values may take, and other constraints.

This document recog nises that archetypes (or e uivalent clinical models) are not alw ays directly 
incorporated w ithin the present day architectures o  electronic health record systems. This document 
there ore does not mandate that archetypes are used w ithin such systems. t does, how ever, re uire 
that the clinical in ormation models or e uivalents (data items, data item ag g reg ations, data value 
constraints, terminolog y binding s, units o  measure etc.) that have been used to g enerate an EHR_
EXTR T are themselves created and communicated, or re erenced, w ithin each EHR_EXTR T. These 
communicated or re erenced archetypes have to con orm to Part 2 o  this standard series, and maybe 
communicated throug h an inter ace con orming  to part 5 o his S tandard series.
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0.4 ���O✈er✈ie✇�o��the�EH R❴E❳TRA CT�record�hierarch✓

The in ormation in a health record is inherently hierarchical. linical observations, reasoning  and 
intentions can have a simple or a more complex structure. They are g enerally org anised under heading s, 
and contained in �documents� such as consultation notes, letters and reports. These documents 
are usually iled in olders, and a subject o  care may have more than one older w ithin a healthcare 
enterprise (e.g . medical, nursing , and obstetric).

The EHR ommunications Re erence Model needs to re lect this hierarchical structure and org anisation, 
meeting  published re uirements in order to be aith ul to the orig inal clinical context and to ensure 
meaning  is preserved w hen records are communicated betw een heterog eneous clinical systems. To 
do this, the model ormally sub divides the EHR hierarchy into parts that have been ound to provide 
a consistent mapping  to the w ays w hich individual EHRs are org anised w ithin heterog eneous EHR 
systems.

These parts are summarised in Table 1 below .

Table�1�➋�Main�hierarch✓�com ponents�o��the�EH R�Extract�Re�erence�Model

EH R H IERA RCH Y 
COMPONENT

DESCRIPTION EXA MPLES

EHR_EXTR T The top level container o art or all o he 
EH  sing le subject o are o or a g roup 
o  subjects o  care (such as a amily), or com
munication betw een an EHR Provider system 
and an EHR Recipient.

(Not applicable)

FO L D ER The hig h level org anisation w ithin an EHR, 
dividing  it into compartments relating  to care 
provided to a sing le subject o  care, or a sin
g le condition, by a clinical team or institution, 
or ov ixed time period such as an episode 
o are.

D iabetes care, S chizophrenia hole
cystectomy, Paediatrics, S t Mung o�s 
Hospital, GP Folder, Episodes 2000
2001.

MPO S T O N The set o n ormation committed to one EHR 
by one ag ent, as a result o  a sing le clinical 
encounter or record documentation session.

Prog ress note, L aboratory test result 
orm, Radiolog y report, Re erral let

ter linic visit linic letter, D ischarg e 
summary, Functional health assess
ment, D iabetes review .

S E T O N EHR data w ithi MPO S T O N that 
belong s under one clinical heading , usually 
re lecting  th low  o  in ormation g athering  
during  a clinical encounter, or structured or 
the bene it o  uture human readership.

Reason or encounter, Past history, 
Family history llerg y in ormation, 
S ubjective symptoms, O bjectiv ind
ing s nalysis, Plan, Treatment, D iet, 
Posture bdominal examination, 
Retinal examination.

ENTR The in ormation recorded in an EHR as a 
result o  one clinical action, one observation, 
one clinical interpretation, or an intention. 
This is also know n as a clinical statement.

ymptom, an observation, one test 
result, a prescribed drug , an allerg y 
reaction, a diag nosis, a di erential 
diag nosis, a di erential w hite cell 
count, blood pressure measurement.

L US TER The mean rg anising  nested multi part 
data structures such as time series, and to 
represent the columns o able.

iog ram results, electro enceph
alog ram interpretation, w eig hted 
di erential diag noses.

EL EMENT The lea  node o  the EHR hierarchy, contain
ing  a sing le data value.

S ystolic blood pressure, heart rate, 
drug  name, symptom, body w eig ht.

n EHR_EXTR T contains EHR data a O MP T O Ns, org anised in a FO L D ER hierarchy.

O MP T O Ns contain ENTRYs, optionally contained w ithin a S T O N hierarchy.

ENTRYs contain EL EMENTS , optionally contained w ithi L US TER hierarchy.
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Representing  par ticipatio✚♥ The Re erence Model in the previous version o  this standard provided 
explicit classes at certain parts o  the Record omponent hierarchy throug h w hich it w as possible to 
represent the identity and roles played by actors contributing  to healthcare and to its documentation. 
n this version o  the Re erence Model the L NK class is intended to be used to re erence demog raphic 

entities. The roles played by these entities can be labelled using  extended term lists d ined in Part 3 
o  this standard series. This updated mechanism o ers g reater lexibility than the previous version in 
w here the re erences to such democratic entities may be represented w ithin the Record omponent 
hierarchy.

Representing  context: ny EHR_EXTR T re erences any other R O RD _ O MPO NENTS  that are 
connected to the communicated content, or example via the R O RD _ O MPO NENT hierarchy and 
via L NK targ ets.  the EHR exchang e service (e.g . as speci ied in Part 5) permits access to re erenced 
components, any user w ould be able to access and review  any additional areas o  content that w ere not 
orig inally included. ( rchetypes bring  tog ether the key elements o  immediate documentation context.)

Representing �au thenticit✓: Every EHR_EXTR T may contain attested view s: these mig ht be PD F or 
html or other rendering s that are the authentic view  o  w hat w as seen and persisted by the orig inal 
author. The proo  may also optionally be included, w hich is the evidence o  a dig ital sig nature.

EHR_EXTR TS  are created or speci ic purposes, and w ill not automatically g uarantee that these w ill 
b it or other purposes.

0.5���Su m m ar✓�o��chang es�m ade�in�this�edition�o��the�standard

The scope o ll parts remains the same.

The objective o his revision w as to:

� obtain implementer eedback on adoption experiences w ith the published version o  the 13
standard series;

� simpli y the re erence model by removing  properties that have not proved use ul to implementers;

� improve the demog raphics model to support the use o  demog raphic archetypes;

� improve alig nment w it S O  13940 S ystem o  concepts to support continuity o  care ( ontsys);

� alig n the data types w ith S O  21090 Harmonized data types or in ormation interchang e (see 
nnex );

� prepare the g round or alig nment w ith HL 7 FH R;

� update the archetype model to alig n w ith the openEH rchetype O bject Model 2.0;

� include re erence archetypes or commonly needed in ormation (e.g . demog raphics);

� update the audit log  model to alig n w ith S O  27789 udit trails or electronic health records, and the 
S O  22 00 series, Privileg e manag ement and access control.

Reference Model chang es

Base Com ponent

class Base omponent has been introduced hig her in the inheritance hierarchy than Record 
omponent, w hich has a uni ue identi ier, version history in ormation and attestation in ormation.

This allow s all o  the structures w ithin an EHR Extract to be version manag ed and attested, including  
L NK and demog raphic in ormation, as w ell as the orig inal amily o  Recor omponents.

Record Com ponent

S everal properties that had not proved us ul have been remove rom Recor omponent.
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mportantly, the model now  semantically labels Record omponents throug h archetype D , avoiding  
duplicating  and possibly con licting  semantic labels such as name and meaning .

Experience is that these di erent properties w ere not di erentially w ell used, and resulted in 
inconsistent practices.

onsultation w ith vendors and providers w ho do not intend to use archetypes has con irmed that they 
could create a library o  archetypes mapping  their data structures, should they choose to adopt this 
standard series.

Properties relating  to sensitivity and policy D  have been moved to omposition, to avoid the risk o  a 
omposition containing  data o  mixed policies and there ore inconsistently complete access by di erent 

parties.

Str u ctu re Com ponent

g eneric parent class S tructure omponent is now  the universal parent class o all Record omponents 
and demog raphic classes.

ll such classes inherit an archetype D , w hich now  also importantly allow s demog raphic structures to 
be d ined throug h archetypes, w hich w as a popular chang e re uest.

EH R_Extract

Extrac riteria has been removed as implementers did n ind it use ul.

EHR_EXTR T may now  contain a set o  extracted EHR components, and so may contain data on 
multiple subjects o are.

Folder

The Folder has the property subject o  care, w hich allow s an EHR extract potentially to contain 
in ormation about more than one subject o  care, such as a amily, w hich w as an important chang e 
re uest w e received.

The EHR Extract is a kind o  older, w ith speci ic meta data about the extract g eneration.

Com position✱�Entr✓�and�Clu ster

S ome unused properties have been removed ro omposition, Entry an luster.

This includes session_time, obs_time. S uch dates and times are better included w ithin relevant 
archetypes w ith more precisely speci ied names and roles.

Elem ent

The Element class, and its counterpart D emog raphic Element, are more g enuinely lea  nodes w ith ew er 
inherited properties an ew er inherited associations than in the past.

This is a response to a number o  T vendors w ho indicated that the orig inal Element w as too property 
rich, inviting  inconsistent adoption practice.

Null lavour is no long er an explicit Re erence Model property. nstead a Re erence rchetype has been 
de ined in Part 3, to allow  null to be asserted not only at Element level but hig her up the hierarchy (e.g . 
th luster or Entry is not present).

Data Valu e

The data values are now  all represented as a constrained subset o  the data types in S O  21090, 
con orming  to its mechanism or pr iling  (se nne ).

Dem og raphics
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Rather than being  a separate packag e, demog raphic entities are represented using  classes that inherit 
many o  the same mechanics as Recor omponents, simpli ying  adoption.

This is now  also means that demog raphic entries in a demog raphic extract can be uni uely identi ied, 
version manag ed and attested.

t is now  much easier to re er speci ically to actors w ithin roles at care setting s, in cases w here actors 
play multiple roles and w ork w ithin di erent care setting s over time, w hich is relatively common.

Link

The L ink class has been simpli ied, but enriched so that L inks have a uni ue identi ier, and can be 
versioned and attested.

L inks can connect any identi ied components including  demog raphic entities, w hich is now  the w ay 
that most participations are represented. This w as an important and w ell supported chang e re uest, to 
correct a less success ully modelled part o  the previous standard.

The vocabulary or L NK has been g reatly extended w ithin part 3, and w here appropriate alig ned w ith 
ontsys.

L NKS  can continue to be used to represent clinically relevant connections betw een parts o  a record, 
point to point or as a linkag e thread.

The ormer class FUN T O N L _RO L E and REL TED _P RTY have been removed, as the connection 
to demog raphic entities can now  be made throug h archetyped D EMO GR PH ENT T Y instances 
connected to the relevant R O RD _ O MPO NENT via L NK.

new  class EXTERN L _L NK enables re erences to be included to non EHR data such as care protocols, 
sa ety reports or academic publications.

A u dit information

The audit in o class now  alig ns w ith S O  27789, as does the corresponding  audit model in Part 4 o  this 
standard series.

0.6   Relationship o❢ ✢hi! !tandar❞ ✢♦ ♦the$ $elevan✢ !tandards

� The data types used in this document are a pr ile o  S O  21090 Health in ormatics Harmonized 
data types or in ormation interchang e.

� lig nment has especially been undertaken w ith S O  13940 Health in ormatics S ystem o  concepts 
to support continuity o  care ( ontsys). ll o  the terms and de initions w ithin the standard series 
have been harmonised across the ive parts, w ith most o  the terms being  in Part 1. ll o  them have 
been alig ned w it ontsys.

� n important 13 FH R pr ile project is in prog ress w ithin HL 7 (see nnex B). No challeng es 
have been identi ied w ith being  able to create such a pr ile. How ever there are a ew  areas o  
mapping  alig nment w hich nee urther w ork betw ee S O  13 nd HL 7.

� Parts 1 and 4 alig n w ith S O  27789 Health in ormatics udit trails or electronic health records. 
lig nment in Part 4 has been maintained w ith S O  22 00 Health in ormatics Privileg e manag ement 

and access control.
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onic health record 
c

Part 1: 
Reference m odel

1 Scope

This document speci ies a means or communicating  part or all o  the electronic health record (EHR) 
o  one or more identi ied subjects o  care betw een EHR systems, or betw een EHR systems and a 
centralised EHR data repository.

t can also be used or EHR communication betw een an EHR system or repository and clinical 
applications or middlew are components (such as decision support components), or personal health 
applications and devices, that need to access or provide EHR data, or as the representation o  EHR data 
w ithin a distributed ( ederated) record system.

This document w ill predominantly be used to support the direct care g iven to identi iable individuals 
or sel care by individuals themselves, or to support population monitoring  systems such as disease 
reg istries and public health surveillance. Uses o  health records or other purposes such as teaching , 
clinical audit, administration and reporting , service manag ement, research and epidemiolog y, w hich 
o ten re uire anonymization or ag g reg ation o  individual records, are not the ocus o  this document 
but such secondary uses mig ht al ind the document use ul.

This Part 1 o  the multipart series is an n ormation View point speci ication as de ined by the O pen 
D istributed Processing  �  R rence model: O verview  ( S O/ 1074 1). This document is not intended 
to speci y the internal architecture or database desig n o  EHR systems.

2 Norm ative references

The ollow ing  documents are re erred to in the text in such a w ay that some or all o  their content 
constitutes re uirements o  this document. For dated re erences, only the edition cited applies. For 
undated re erences, the latest edition o  the re erenced document (including  any amendments) applies.

S O  21090:2011, Health informatics � Harmonized data types for information interchange

✸� Term s�and�definitions

For the purposes o  this document, the ollow ing  terms and de initions apply.

S O  an aintain terminolog ical database or use in standardization at th ollow ing  addresses:

� S O  O nline brow sing  plat orm: available at https: //w w w  .iso .org /obp

� lectropedia: available at http: //w w w  .electropedia .org /

✄!✂ A ctors

✼✁1.1
attester
actor (person) w ho certi ies and records leg al responsibility or a particular unit o  in ormation

INTERNA TIONA L STA NDA RD ■$✁ ✂✄☎✆☎✝✂✞✟✆✂✾✠✡☛
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✼✁1.2
com m itter
ag ent (party, device or so tw are) w hose direct actions have resulted in in ormation being  committed

✼✁1.✼
com poser
healthcare actor responsible or creating , synthesising  or org anising  in ormation that is committed to 
an electronic health record.

Note 1 to entry: This ag ent takes responsibility or its inclusion in that electronic health record, even i  not the 
orig inator o t and even i ot the committer o t.

✼✁1.4
electronic health record provider
healthcare actor in leg itimate possession o electronic health record data and in a position to 
communicate it to another appropriate entity

✼✁1.5
healthcare provider
care provider
health provider
health service provider
healthcare service provider
healthcare actor that is able to be assig ned one or more care period mandates

Note 1 to entry: The personnel o  a healthcare organization that is a healthcare provider may include both 
healthcare professionals and others w hich participate in the provision o healthcare.

Note 2 to entry: This document includes only tw o specializations o  healthcare provider. This is not meant to 
exclude the possibility o  other specializations. n jurisdictions w here other kinds o  healthcare actors are 
included in the concept o healthcare provider, the necessary specializations may be added.

Note 3 to entry: ccording  to this de inition, organizations solely responsible or the unding , payment, or 
reimbursement healthcare provision are not healthcare providers; or the purpose o  this document they are 
considered as healthcare third parties.

[S O UR E S O  13940:2015

✼✁1.6
role
unction or position

[S O UR E S O/HL 7 21731:2014

✼✁1.7
su b❥✜ct of care
subject o ealthcare
patient, client
service user
healthcare actor w ith a person role; w ho seeks to receive, is receiving , or has received healthcare

Note 1 to entry �tus may be considered as a subject of care w hen receiving  healthcare.

EX MPL E treated patient, a client o  a physiotherapist, each particular member o  a targ et population 
or screening , each particular member o  a g roup o  diabetic people attending  a session o  medical education, a 

person seeking  health advice.

[S O UR E S O  13940:2015
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✄ ✟ Concepts and term s

✼✁2.1
g ener ic
applicable to re uirements or in ormation models across healthcare pro essions, domains and countries

✄ ✄ Inform ation m anag em ent

✼✁✼✁1
abstract class
class that cannot be instantiated independently

[S O UR E S O/ / EEE 247 :2017, 3.24]

✼✁✼✁2
archet✓pe
instance o  an archetype model, speci ying  the clinical concept and the value constraints that apply to 
one class o  Recor omponent instances in an electronic health record extract

✼✁✼✁✼

archet✓pe�m odel
in ormation model o  the metadata to represent the domain peci ic characteristics o  electronic health 
record entries, by speci ying  values or value constraints or classes and attributes in the electronic 
health record r erence model

✼✁✼✁✸

client application
healthcare application w hich is behaving  at that moment as a re uester o  health record data rom a 
shareable electronic health record

✼✁✼✁5
data
reinterpretable representation o information (3.3.9) in a ormalized manner suitable or communication, 
interpretation or processing

Note 1 to entry: D ata are de ined w ithout any context in such a w ay that by itsel one cannot tell its correct 
meaning , w here it has meaning  this is in ormation.

[S O UR E S O/ 382 2015, 2121272]

✼✁✼✁6
data�repositor✓
an identi iable data (3.3.5) storag e acility

Note 1 to entry S O  10303 22:1998 this is the de inition o  repository.

[S O UR E S O  13940:2015]

✼✁✼✁7
healthcare data
data (3.3.5) produced during  healthcare activities

[S O UR E S O  13940:2015]

✼✁✼✁8
healthcare infor m ation
information (3.3.9) about a person, relevant to his or her healthcare

[S O UR E S O  13940:2015]
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✼✁✼✁9
infor m ation
know ledg e concerning  objects that w ithin a certain context has a particular meaning

Note 1 to entry: Facts, events, thing s, processes, and ideas, including  concepts, are examples o  objects.

Note 2 to entry: n ormation is something  that is meaning ul. D ata mig ht be reg arded as in ormation once its 
meaning  is revealed.

[S O UR E S O  13940:2015]

✼✁✼✁10
distr ibu ted processing
information (3.3.9) processing  in w hich discrete components may be located in di erent places, and 
w here communication betw een components may su er delay or may ail

[S O UR E S O/ 074 2:2009]

✼✁✼✁11
health record
data repository reg arding  the health and healthcare o  a subject o  care

Note 1 to entry: The term electronic health record may be used or a health record w here all information is stored 
on electronic media. How ever, this concept is not ormally de ined in this document.

Note 2 to entry health record may include, or example, medical records, dental records, social care records.

[S O UR E S O  13940:2015]

✼✁✼✁12
health record com ponent
part o health record (3.3.11) that is identi iable or the purposes o  re erencing  and revision

Note 1 to entry: This document de ines one health record component specialization, the electronic record 
component. How ever, as the content o  a health record is not limited to information in electronic ormat, the 
content o health record components may be in ormats other than electronic.

Note 2 to entry: health record component may itsel result rom an ag g reg ation o  multiple health record 
components.

[S O UR E S O  13940:2015]

✼✁✼✁1✼
electronic health record
health record (3.3.11) w here all in ormation is stored on electronic media

✼✁✼✁14
electronic�health�record�s✓stem
system or recording , retrieving  and manipulating  in ormation in electronic health record (3.3.13)

[S O UR E S O  18308:2011]

✼✁✼✁15
health record extract
part or all o health record (3.3.11) extracted or the purpose o  communication

[S O UR E S O  13940:2015]
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✼✁✼✁16
healthcare application
system or collecting , saving , processing , and presenting  healthcare information (3.3.8) by means o  a 
computer.

Note 1 to entry: This de inition is based on the de inition o  application i S O/ E 9770 5:2015.

✼✁✼✁17
infor m ation architectu re
structural desig n o n in ormation space t acilitate task completion and intuitive access to content

✼✁✼✁18
m etadata
data (3.3.5) that de ines and describes other data 

[S O UR E S O/ 1179 3:2013, 3.2.74]

✼✁✼✁19
sem antic�interoperabilit✓
ability or data shared by systems to be understood at the level o  ully de ined domain concepts

[S O UR E S O  18308:2011]

✼✁✼✁20
vie✣
alternate presentation o data (3.3.5 or a di erent purpose

✸!✁� Priv❛✂✄�and�&☎✂✆✝✞✟✄

✼✁✸.1
access control
means o ensuring  that the resources o a data (3.3.5) processing  system can be accessed only by 
authorised entities in authorised w ays

[S O UR E S O  17090 1:2013]

✼✁✸.2
au dit trail
collection o  audit records rom one or more audit log s relating  to a speci ic subject o  care or a speci ic 
electronic health record (3.3.13)

[S O UR E S O  27789:2013]

✼✁✸.✼
au thentication
provision o  assurance o  the claimed identity o  an entity by securely associating  an identi ier and its 
authenticator

[S O UR E S O  22 00 3:2014]

✼✁✸.4
au thor isation
g ranting  o rivileg es

[S O UR E S O  22 00 1:2014]

✼✁✸.5
confidentialit✓
property that information (3.3.9) is not made available or disclosed to unauthorised individuals, entities, 
or processes

[S O UR E S O  7498 2:1989]
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✼✁✸.6
dig ital sig natu re
data (3.3.5) appended to, or a cryptog raphic trans ormation o , a data unit that allow s a recipient o  the 
data unit to prove the source and integ rity o  the unit and protect ag ainst org ery e.g . by the recipient

[S O UR E S O  7498 2:1989]

✼✁✸.7
pr ivac✓
reedom rom intrusion into the private li e or a airs o an individual w hen that intrusion results rom 

undue or illeg al g athering  and use o data (3.3.5) about that individual

[S O UR E S O/ 382 8:2015, 212 2 ]

✄!✸ Process m anag em ent

✼✁5.1
attest
activity o  certi ying  and recording  leg al responsibility or a particular unit o  information (3.3.9)

✼✁5.2
healthcare process
care process
set o nterrelated or interacting  healthcare activities w hich trans orms inputs into outputs

Note 1 to entry: The main type o  healthcare process is the clinical process that has a health state as input and 
output and includes all activities in relation to one or more speci ied health issues.

Note 2 to entry: healthcare process is not by de inition restricted to one healthcare provider or any other 
org anizational unit borders.

[S O UR E S O  13940:2015]

4 A bbreviations

For the purposes o  this document, the ollow ing  abbreviations apply.

EN omité Européen de Normalisation (Europea ommittee or S tandardization, a ed
eration o 8 national standards bodies that are als S O  member bodies)

EHR Electronic Health Record

EU European Union

GP General Practitioner

HL 7 Health L evel S even

N nterne ssig ned Number uthority

ETF nternet Eng ineering  Task Force

S O nternational O rg anizatio or S tandardization

O D O bjec denti ier

R&D Research and D evelopment

R Re uest Fo omments
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U UM Uni ie ode or Units o  Measure

UML Uni ied Modelling  L ang uag e

XML Extensible Mark up L ang uag e

5 Overvie✇

5.1 Overvie! ✁✂ ✄☎✆ ✝eference m odel

Fig ure 1 show s the re erence model or EHR extracts and demog raphic extracts.

Fig u r✜ ✶❡ ✫✜❢✜rence m odel for EH R extract and dem og raphics

NO TE The colours in Fig ure 1, and subse ent diag rams, are o ered only as an aid to the reader and have 
no normative sig ni icance. The g reen coloured classes are the hig h level containers o  the EHR content being  
communicated. The purple classes represent the main specialisations o  RE RD _ MPO NENT that provide 
the main hierarchical org anisation o the healthcare in ormation being  communicated. The blue classes provide 
a similar hierarchical org anisation to the demog raphic in ormation being  communicated. The cream coloured 
classes provide additional context to the other classes o  the diag ram.
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