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Nationales Vorwort 

Die Internationale Norm wurde vom Technischen Komitee ISO/TC 215 „Health informatics“ in 
Zusammenarbeit mit HL7 „Health Level 7“ erarbeitet und wird parallel auch im Technischen Komitee 
CEN/TC 251 „Medizinische Informatik“ veröffentlicht. Der Arbeitsausschuss NA 063-07-02 AA 
„Interoperabilität“ des Fachbereichs 7 „Medizinische Informatik“ des DIN-Normenausschusses Medizin 
(NAMed) hat an der Erarbeitung mitgewirkt. 

Dieses Dokument enthält unter Berücksichtigung des Präsidialbeschlusses 1/2004 nur die englische 
Originalfassung von EN ISO 10781:2015 und ISO/HL7 10781:2015. 

Diese Norm basiert auf den Arbeiten von HL7. Es legt ein funktionales Modell für ein elektronisches 
Gesundheitsaktensystem fest. Die Ausgabe 2 bietet gegenüber der Ausgabe 1 eine bessere Strukturierung, 
vor allem aber eine wesentliche Detaillierung. Damit eignet sich diese Ausgabe wesentlich besser für die 
Erarbeitung von detaillierten Anforderungsbeschreibungen sowie prüfbaren Konformitäts- und Zertifikats-
Statements als die frühere, doch wesentlich generischere Spezifikation. Für die Zukunft ist eine weitere 
Strukturierung und auch eine Formalisierung auf der Basis entsprechender Tools zu erwarten, die schon für 
Ausgabe 2 verfügbar werden sollen. 

Änderungen 

Gegenüber DIN EN ISO 10781:2010-04 wurden folgende Änderungen vorgenommen: 

a) die normativen Teile des Glossars wurden in die Abschnitte 3 und 6 verschoben, um die Norm 
leichter lesbar und das Model verständlicher zu machen; 

b) verbesserte konsistentere Darstellung der Header, Funktionen und Konformitätskriterien im 
gesamten Modell; 

c) Aktualisierung der Konformitätsklausel zur besseren Lesbarkeit, insbesondere zu den 
verschiedenen Arten von Profilen: Domain-Profile und begleitende Profile; 

d) Verbesserung der Klarheit für die Funktionsbeschreibung und zugehörige Konformitätskriterien; 

e) Aktualisierung des Inhalts. 

 

Frühere Ausgaben 

DIN EN ISO 10781: 2010-04 
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Nationaler Anhang NA 
(informativ) 

 
Begriffe 

Die Benennungen der folgenden Begriffe sind identisch mit den Benennungen in der englischen Fassung. 

3.1 
Zugriffskontrolle 
Mittel zur Sicherstellung, dass auf die Ressourcen eines Datenverarbeitungssystems nur von dazu berechtigten 
Entitäten und in autorisierter Art und Weise zugegriffen werden kann 

3.2 
Basisfunktionsprofil 
bestehendes Domänen- oder begleitendes Funktionsprofil, aus dem neue Funktionsprofile erstellt und/oder abgeleitet 
werden 

3.3 
Konformität 
Erfüllung eines Produkts, eines Prozesses oder einer Dienstleistung von festgelegten Anforderungen 

3.4 
Konformitätskriterien 
Angaben zur Anforderung, die das Verhalten, die Aktion oder die Fähigkeit anzeigen, das bzw. die die Verwirklichung 
der betreffenden Funktion darstellt 

3.5 
Konformitätsabschnitt 
Abschnitt einer Spezifikation, der die Anforderungen, Kriterien oder Bedingungen festlegt, die erfüllt werden müssen, 
um Anspruch auf Konformität erheben zu können 

3.6 
Konformitätserklärung 
Beschreibung der Funktionen in einem EGA-System, die umgesetzt wurden, entsprechend des Grades, in dem ein EGA-
System die Anforderungen des Funktionsprofils erfüllt hat und welche optionale Funktionen und Informationen 
enthalten kann 

3.7 
Abgeleitetes Funktionsprofil 
Domänenfunktions- oder begleitendes Funktionsprofil, das aus einem Basisfunktionsprofil abgeleitet wird (d. h. Kind 
Domänenfunktionsprofil aus dem Kinderklinik-Domänenprofil) 

3.8 
Erweiterung 
Fähigkeit eines elektronischen Gesundheitsaktensystems, das zusätzliche Funktionalitäten integriert, die über die 
hinausgehen, die in den Funktionsprofilen festgelegt wurden 

3.9 
Funktionsprofil 
Teilmenge des Funktionsmodells, bei dem Funktionen (manchmal in unterschiedlichem Maße) bestimmt wurden für 
bestimmte elektronische Gesundheitsaktensysteme oder Einstellungen für die Gesundheitsversorgung oder enge 
Betriebsanforderungen 
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3.10 
informatives Funktionsprofil 
registriertes Funktionsprofil, das erfolgreich die genaue formelle öffentliche Prüfung durch den HL7-Konsensprozess 
bestanden hat. 

3.11 
vererbtes Kriterium 
Kriterium aus einem Satz von Konformitätskriterien, das in einer übergeordneten Funktion aufgelistet ist und das allen 
seinen untergeordneten Funktionen vererbt wird 

3.12 
zugelassenes Funktionsprofil 
Funktionsprofil, das erfolgreich die Registrierung und Überprüfung durch die HL7 Arbeitsgruppe „Elektronische 
Gesundheitsaktensysteme“ (EHR WG) abgeschlossen hat 

3.13 
Situationskriterium 
Kriterium, das erforderlich ist, wenn die entsprechenden Umstände eingetreten sind 

BEISPIEL Wenn/Dann oder abhängiges MUSS 
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European foreword 

This document (EN ISO 10781:2015) 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 DIN. 

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 February 2016, and conflicting national standards shall be 
withdrawn at the latest by February 2016. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

This document supersedes EN ISO 10781:2009. 

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

Endorsement notice 

The text of ISO 10781:2015 has been approved by CEN as EN ISO 10781:2015 without any modification.   
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 

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. 

electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International 

casting a vote.

Health informatics.
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Introduction

Information for readers

including ballot comments that had been made on past ballots and where the HL7 EHR Work Group 
had committed to bringing consideration of requested changes forward. It also includes comments that 
were considered for future use from the ISO ballot of 2009 as well as considerations of the Comment 

Changes from previous Release

throughout the model.

• Updated the content to be more current.

To see all of the comments and reconciliation of the Normative 1 ballot, please see the HL7 Ballot 

Background

What are Electronic Health Record Systems?
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and retrieved.

data, rules and procedures, processing and storage devices (e.g. paper and pen, hardware and 
software), and communication and support facilities.

• Longitudinal collection of electronic health information for and about persons, where health 

provided to an individual.

authorized, users.

patient care.

level, providing a robust foundation for a more detailed work. Functions were included if considered 
essential in at least one care setting. Written in user-oriented language, the document is intended for a 
broad readership.

consolidated where appropriate; functions requiring extra or separate language or involving different 

action. All of the functions could be expanded into more granular elements but a balance between a 

large number of additional functions within each function.

supporting information in the functional descriptions to illustrate the more granular aspects of 

endorse or support the use of those technologies as implementation strategies.
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these reviewers.
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Health Informatics — HL7 Electronic Health Records-
System Functional Model, Release 2 (EHR FM)

1 Scope

description and common understanding of functions sought or available in a given setting (e.g. intensive 

This International Standard makes no distinction regarding implementation; the EHR-S described in 

applications that manage electronic healthcare information. It also includes associated generic 

or implemented is not considered to be within the scope of this model now or in the future. This EHR-S 

data content of the electronic health record.

— a conformance or conformance testing metric;

of clinical documents, event summaries, minimum data sets, claims attachments, and in the future will 
enable a longitudinal health record.

INTERNATIONAL STANDARD ISO 10781:2015(E)

 1
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clinical processes or the interaction of the healthcare actors. However, ISO 13940 is an international 

Table 1 — Normative Status Types

Status Description

Reference -

comprehension. Reference material is not balloted as part of the standard.

Normative

the HL7 procedures for Balloting Normative Documents. This HL7 developed Func-

HL7 organization.

Clause 7, Conformance Clause, subclauses 7.2 and 7.4 are normative.

In the external Annex A, Function List, the Function ID, Function Name, Function Statement, and 

2 Normative references

ISO/TR 12773-1:2009, Business requirements for health summary records — Part 1: Requirements

ISO/TS 13606-4:2009, Health informatics — Electronic health record communication — Part 4: Security

ISO/TS 17090-1:2002, Health informatics — Public key infrastructure — Part 1: Framework and overview

ISO 18308:2011, Health informatics — Requirements for an electronic health record architecture

ISO/IEC 2382-8:1998, Information technology — Vocabulary — Part 8: Security

Standard guide for properties of electronic health records and record systems

3.1
access control

3.2

and/or derived

3.3
conformance
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3.4
conformance criteria

function

3.5
conformance clause

claim conformance

3.6
conformance statement

functions and information

3.7

3.8
extension

3.9

3.10

consensus process

3.11
inherited criterion

3.12

3.13
situational criterion
criterion that is required if the circumstances given are applicable

divided into seven sections: Overarching, Care Provision, Care Provision Support, Population Health 
Support, Administrative Support, Record Infrastructure and Trust Infrastructure.
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Figure 1 — Function List Sections

Within the seven Sections of the Functional List the functions are grouped under header functions 
which each have one or more sub-functions in a hierarchical structure.

4.1 Sections of the Function List

• Care Provision: The Care Provision Section contains those functions and supporting Conformance 

• Care Provision Support: The Care Provision Support Section focuses on functions needed to enable 

• Population Health Support: The Population Health Support Section focuses on those functions 
required of the EHR to support the prevention and control of disease among a group of people (as 
opposed to the direct care of a single patient. This section includes functions to support input to 

multi-patient level.

• Administrative Support: The Administrative Support Section focuses on functions required in the 
EHR-S to enable the management of the clinical practice and to assist with the administrative and 

patients and providers as well as the management of non-clinical administrative information on 
patients and providers.

• Record Infrastructure: The Record Infrastructure Chapter consists of functions common to EHR 

(origination, attestation, amendment, access/use, translation, transmittal/disclosure, receipt, de-
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• Trust Infrastructure: The Trust Infrastructure Chapter consists of functions common to an 

It, in turn, refers to other parts of the standard for details. The Conformance Clause describes concepts 

? A Conformance 

organizations external to HL7.

Refer to the Conformance Clause, Clause 7, for additional information related to the rules for selecting 
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4.3 EHR-S Function List Components

The EHR-S Function List is a list (superset) of functions organized into discrete sections. Functions 

stakeholders of an EHR-S.

EHR-S functions can be used to:

• Promote a common understanding of EHR functions upon which developers, vendors, users and 
other interested parties can plan and evaluate EHR-S functions.

to care settings, uses, and priorities.

components as detailed below.
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Table 2 — Function List Example

ID Type Name Statement Description Conformance Criteria

CP.1 H
C l i n i c a l patient’s clinical 

to present sum-

information on 
pat ient hea lt h 

are used to present succinct 

information including patient 

and adverse reactions; medi-
cations; problems; strengths; 
immunizations; medical equip-
ment/devices; and patient and 

CP.1.4 F
P r oblem 
List

Create and main-
tain patient- spe- is not limited to chronic con-

-

intentional and unintentional), 
adverse effects of medical 
care (e.g. drugs, surgical), 
functional limitations, visit 

CP.1.4 C

all active problems associated with 
a patient.

CP.1.4 C
-

ciated with a patient.

CP.1.4 C

including the onset date and reso-
lution date of problem.

4.3.1 Function ID (Normative)

between functions (CP.1.1 is at the same level as CP.1.2, CP.1.1 is also a parent of CP.1.1.1 and child of 

of the parent and child relationship, see 6.6.1 Hierarchical Structure in Chapter 6, Conformance Clause.)

4.3.2 Function Type (Reference)

This is an indication of the line item as being a Header (H), Function (F) or Conformance Criteria (C). The 

4.3.3 Function Name (Normative)

This is the name of the Function and while expected to be unique within the Function List; it is not 
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4.3.4 Function Statement (Normative)

This is a brief statement of the purpose of this function. While not restricted to the use of structured 

purpose and scope of the function.

4.3.5 Description (Reference)

This is a more detailed description of the function, including examples if needed.

4.3.6 Conformance Criteria (Normative)

Each function in the Function List includes one or more Conformance Criteria. Conformance Criteria, 

5 Anticipated Uses (Reference)

Sections 2 and 6.
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How-to 
.

different sections among staff with different responsibilities and expertise.

Three vignettes are included here to help readers in different positions or organizations envision how 

5.1.1 Scenario 1 – Group Practice

that provides billing, scheduling, and other administrative support. For several reasons, it will need 

a good understanding of what the EHR functions would mean for their practice, Dr. Smith and several 
other providers then focus on the Care Provision and Care Provision Support sections, while clinic 
administration staff look at the Administrative Support section, while the technical support staff look 

5.1.2 Scenario 2 - Hospital

CIO and his team focus on the Trust Infrastructure section but also look at the Care Provision and Care 
Provision Support sections. A small team of providers and IT staff meet to discuss their conclusions. 

5.1.3 Scenario 3 - IT Vendor

monitoring/reporting functions. While most of their clients are larger provider organizations and 
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discussions with their clients about upgrades or new purchases.

5.2 Examples of Current Use

is also an ANSI-approved American National Standard.

electronic health record data for regulated clinical research, and provides a roadmap for integrating 
the information environment that must support both the patient care and the downstream clinical 

research standards and eSource Data Interchange concepts towards these initiatives. The ultimate 

5.2.2 AHRQ Announces Children’s Electronic Health Record Format

http://www.ahrq.gov/news/newsroom/press-releases/2013/childehrpr.html

broaden their products to include modules tailored to children’s health of Paediatrics (AAP) and the 

Health IT for Children Toolbox.
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http://healthit.ahrq.
gov/childehrFormat

5.2.3 Linking clinical content descriptions to the EHR-S FM (Reference)

HL7 has ongoing initiatives to link clinical content descriptions to functions and criteria in the EHR-S 

and CPS 3.1

6 Conformance Clause

6.1 Introduction (Reference)

The following is the EHR Work Group approved Conformance Clause. As important background on 
conformance, please note the following:

6.2 Scope and Field of Application (Normative)

This Conformance Clause  claiming 

5. The purpose, structure, and use of conformance criteria that are to be included in the Functional 
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8. Sample Conformance Clauses and use case scenarios,

6.3 Concepts (Normative)

for use in a selected realm to meet the rules, regulations and standards applicable for that realm. The 

but also had unique features to support the needs for research reporting and clinical trials.

All criterion listed in a parent function will be applicable to all the children of that parent function.

submitted to the HL7 EHR WG with an attestation of conformance to Section 6: Conformance Clause 
Registered 

consensus process as an Informative EHR WG ballot at the committee level will be designated as HL7 

undergo full membership ballot via the HL7 consensus process. For additional information on registering 
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development).

6.3.2 Conformance Model

Figure 3 — Conformance Relationships
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