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Use of an IEEE Standard is wholly voluntary. The IEEE disclaims liability for any personal injury, property or other dam-
age, of any nature whatsoever, whether special, indirect, consequential, or compensatory, directly or indirectly resulting 
from the publication, use of, or reliance upon this, or any other IEEE Standard document.

The IEEE does not warrant or represent the accuracy or content of the material contained herein, and expressly disclaims 
any express or implied warranty, including any implied warranty of merchantability or fitness for a specific purpose, or that 
the use of the material contained herein is free from patent infringement. IEEE Standards documents are supplied “AS IS.”

The existence of an IEEE Standard does not imply that there are no other ways to produce, test, measure, purchase, market, 
or provide other goods and services related to the scope of the IEEE Standard. Furthermore, the viewpoint expressed at the 
time a standard is approved and issued is subject to change brought about through developments in the state of the art and 
comments received from users of the standard. Every IEEE Standard is subjected to review at least every five years for revi-
sion or reaffirmation. When a document is more than five years old and has not been reaffirmed, it is reasonable to conclude 
that its contents, although still of some value, do not wholly reflect the present state of the art. Users are cautioned to check 
to determine that they have the latest edition of any IEEE Standard.

In publishing and making this document available, the IEEE is not suggesting or rendering professional or other services 
for, or on behalf of, any person or entity. Nor is the IEEE undertaking to perform any duty owed by any other person or 
entity to another. Any person utilizing this, and any other IEEE Standards document, should rely upon the advice of a com-
petent professional in determining the exercise of reasonable care in any given circumstances.

Interpretations: Occasionally questions may arise regarding the meaning of portions of standards as they relate to specific 
applications. When the need for interpretations is brought to the attention of IEEE, the Institute will initiate action to prepare 
appropriate responses. Since IEEE Standards represent a consensus of concerned interests, it is important to ensure that any 
interpretation has also received the concurrence of a balance of interests. For this reason, IEEE and the members of its soci-
eties and Standards Coordinating Committees are not able to provide an instant response to interpretation requests except in 
those cases where the matter has previously received formal consideration. At lectures, symposia, seminars, or educational 
courses, an individual presenting information on IEEE standards shall make it clear that his or her views should be considered 
the personal views of that individual rather than the formal position, explanation, or interpretation of the IEEE.

Comments for revision of IEEE Standards are welcome from any interested party, regardless of membership affiliation with 
IEEE. Suggestions for changes in documents should be in the form of a proposed change of text, together with appropriate 
supporting comments. Comments on standards and requests for interpretations should be addressed to:

Secretary, IEEE-SA Standards Board

445 Hoes Lane

Piscataway, NJ 08854 USA

Authorization to photocopy portions of any individual standard for internal or personal use is granted by the Institute of 
Electrical and Electronics Engineers, Inc., provided that the appropriate fee is paid to Copyright Clearance Center. To 
arrange for payment of licensing fee, please contact Copyright Clearance Center, Customer Service, 222 Rosewood Drive, 
Danvers, MA 01923 USA; +1 978 750 8400. Permission to photocopy portions of any individual standard for educational 
classroom use can also be obtained through the Copyright Clearance Center. 

NOTE — Attention is called to the possibility that implementation of this standard may require use of subject 
matter covered by patent rights. By publication of this standard, no position is taken with respect to the exist-
ence or validity of any patent rights in connection therewith. The IEEE shall not be responsible for identifying 
patents for which a license may be required by an IEEE standard or for conducting inquiries into the legal valid-
ity or scope of those patents that are brought to its attention.

This document is a preview generated by EVS



ISO/IEEE 11073-10201:2004(E)

Copyright © 2004 ISO/IEEE. All rights reserved. v

ISO Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through 
ISO technical committees. Each member body interested in a subject for which a technical committee has 
been established has the right to be represented on that committee. International organizations, 
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates 
closely with the International Electrotechnical Commission (IEC) on all matters of electrotechnical 
standardization.

Draft International Standards adopted by the technical committees are circulated to the member bodies for 
voting. Publication as an International Standard requires approval by at least 75% of the member bodies 
casting a vote.

A pilot project between ISO and the IEEE has been formed to develop and maintain a group of ISO/IEEE 
standards in the field of medical devices as approved by Council resolution 43/2000. Under this pilot 
project, IEEE is responsible for the development and maintenance of these standards with participation and 
input from ISO member bodies. 

Attention is drawn to the possibility that some of the elements of this International Standard may be the 
subject of patent rights. Neither ISO nor the IEEE shall be held responsible for identifying any or all such 
patent rights.

ISO/IEEE 11073-10201:2004(E) was prepared by IEEE 1073 Committee of the IEEE Engineering in 
Medicine and Biology Society.
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IEEE Introduction

This introduction is not part of ISO/IEEE 11073-10201:2004(E), Health informatics — Point-of-care medical device 
communication — Part 10201: Domain information model.

ISO/IEEE 11073 standards enable communication between medical devices and external computer systems. 
They provide automatic and detailed electronic data capture of patient vital signs information and device 
operational data.  The primary goals are to: 

— Provide real-time plug-and-play interoperability for patient-connected medical devices

— Facilitate the efficient exchange of vital signs and medical device data, acquired at the point-of-care, 
in all health care environments 

“Real-time” means that data from multiple devices can be retrieved, time correlated, and displayed or 
processed in fractions of a second. “Plug-and-play” means that all the clinician has to do is make the 
connection — the systems automatically detect, configure, and communicate without any other human 
interaction. 

“Efficient exchange of medical device data” means that information that is captured at the point-of-care 
(e.g., patient vital signs data) can be archived, retrieved, and processed by many different types of 
applications without extensive software and equipment support, and without needless loss of information. 
The standards are especially targeted at acute and continuing care devices, such as patient monitors, 
ventilators, infusion pumps, ECG devices, etc.  They comprise a family of standards that can be layered 
together to provide connectivity optimized for the specific devices being interfaced. 

Notice to users

Patents 

Attention is called to the possibility that implementation of this standard may require use of subject matter 
covered by patent rights. By publication of this standard, no position is taken with respect to the existence or 
validity of any patent rights in connection therewith. The IEEE shall not be responsible for identifying 
patents or patent applications for which a license may be required by to implement an IEEE standard or for 
conducting inquiries into the legal validity or scope of those patents that are brought to its attention.

Errata

Errata, if any, for this and all other standards can be accessed at the following URL: http://
standards.ieee.org/reading/ieee/updates/errata/index.html. Users are encouraged to check this URL for 
errata periodically.

Interpretations

Current interpretations can be accessed at the following URL: http://standards.ieee.org/reading/ieee/interp/
index.html.
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Health informatics — Point-of-care 
medical device communication — 
Part 10201: 
Domain information model

1. Scope

Within the context of the ISO/IEEE 11073 family of standards, this standard addresses the definition and 
structuring of information that is communicated or referred to in communication between application 
entities.

This standard provides a common representation of all application entities present in the application 
processes within the various devices independent of the syntax.

The definition of association control and lower layer communication is outside the scope of this standard.

2. Normative references

The following referenced documents are indispensable for the application of this standard. For dated refer-
ences, only the edition cited applies. For undated references, the latest edition of the referenced document 
(including any amendments) applies.

CEN EN 1064, Medical informatics — Standard communication protocol — computer-assisted 
electrocardiography.1

CEN ENV 12052, Medical informatics — Medical imaging communication (MEDICOM). 

IEEE Std 1073™, IEEE Standard for Medical Device Communications—Overview and Framework.2

1CEN publications are available from the European Committee for Standardization (CEN), 36, rue de Stassart, B-1050 Brussels, Bel-
gium (http://www.cenorm.be).
2IEEE publications are available from the Institute of Electrical and Electronics Engineers, 445 Hoes Lane, Piscataway, NJ 08854, 
USA (http://www.standards.ieee.org/).
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IETF RFC 1155, Structure and Identification of Management Information for TCP/IP-Based Internets.3

ISO 639-1, Code for the representation of names of languages — Part 1: Alpha-2 code.4

ISO 639-2, Codes for the representation of names of languages — Part 2: Alpha-3 code. 

ISO 3166-1, Codes for the representation of names of countries and their subdivisions — Part 1: Country 
codes.

ISO 3166-2, Codes for the representation of names of countries and their subdivisions — Part 2: Country 
subdivision code.

ISO 3166-3, Codes for the representation of names of countries and their subdivisions — Part 3: Code for 
formerly used names of countries. 

ISO 8601, Data elements and interchange formats — Information interchange — Representation of dates 
and times.

ISO 15225, Nomenclature — Specification for a nomenclature system for medical devices for the purpose 
of regulatory data exchange.

ISO/IEC 646, Information technology — ISO 7-bit coded character set for information interchange.5

ISO/IEC 2022, Information technology — Character code structure and extension techniques.

ISO/IEC 5218, Information technology — Codes for the representation of human sexes.

ISO/IEC 7498-1, Information technology — Open systems interconnection — Basic reference model — 
Part 1: The basic model.

ISO/IEC 7498-2, Information processing systems — Open systems interconnection — Basic reference 
model — Part 2: Security architecture.

ISO/IEC 7498-3, Information processing systems — Open systems interconnection — Basic reference 
model — Part 3: Naming and addressing.

ISO/IEC 7498-4, Information processing systems — Open systems interconnection — Basic reference 
model — Part 4: Management framework.

ISO/IEC 8649, Information processing systems — Open systems interconnection — Service definition for 
the Association Control Service Element.

ISO/IEC 8650-1, Information technology — Open systems interconnection — Connection-Oriented Proto-
col for the Association Control Service Element — Part 1: Protocol.

3Internet requests for comment (RFCs) are available from the Internet Engineering Task Force at http://www.ietf.org/.
4ISO publications are available from the ISO Central Secretariat, Case Postale 56, 1 rue de Varembé, CH-1211, Genève 20, Switzer-
land/Suisse (http://www.iso.ch/). ISO publications are also available in the United States from the Sales Department, American 
National Standards Institute, 25 West 43rd Street, 4th Floor, New York, NY 10036, USA (http://www.ansi.org/).
5ISO/IEC documents can be obtained from the ISO office, 1 rue de Varembé, Case Postale 56, CH-1211, Genève 20, Switzerland/
Suisse (http://www.iso.ch/) and from the IEC office, 3 rue de Varembé, Case Postale 131, CH-1211, Genève 20, Switzerland/Suisse 
(http://www.iec.ch/). ISO/IEC publications are also available in the United States from the Sales Department, American National Stan-
dards Institute, 25 West 43rd Street, 4th Floor, New York, NY 10036, USA (http://www.ansi.org/).
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ISO/IEC 8650-2, Information technology — Open systems interconnection — Protocol Specification for 
Association Control Service Element — Part 2: Protocol Implementation Conformance Statements (PICS) 
proforma.

ISO/IEC 8824-1, Information technology — Abstract Syntax Notation One (ASN.1) — Part 1: Specification 
of basic notation. 

ISO/IEC 8824-2, Information technology — Abstract Syntax Notation One (ASN.1) — Part 2: Information 
object specification. 

ISO/IEC 8859-n, Information processing — 8-bit single-byte coded graphic character sets — Part 1 to 
Part 15: Various alphabets.

ISO/IEC 9545, Information technology — Open systems interconnection — Application layer structure.

ISO/IEC 9595, Information technology — Open systems interconnection — Common management infor-
mation service definition.

ISO/IEC 9596-1, Information technology — Open systems interconnection — Common Management Infor-
mation Protocol — Part 1: Specification.

ISO/IEC 10040, Information technology — Open systems interconnection — Systems management 
overview.

ISO/IEC 10164-1, Information technology — Open systems interconnection — Systems management — 
Part 1: Object management function.

ISO/IEC 10164-2, Information technology — Open systems interconnection — Systems management — 
Part 2: State management function.

ISO/IEC 10164-3, Information technology — Open systems interconnection — System management — 
Part 3: Attributes for representing relationships.

ISO/IEC 10164-4, Information technology — Open systems interconnection — Systems management — 
Part 4: Alarm reporting function.

ISO/IEC 10164-5, Information technology — Open systems interconnection — Systems management — 
Part 5: Event management function.

ISO/IEC 10164-6, Information technology — Open systems interconnection — Systems management — 
Part 6: Log control function.

ISO/IEC 10164-7, Information technology — Open systems interconnection — Systems management — 
Part 7: Security alarm reporting function.

ISO/IEC 10164-8, Information technology — Open systems interconnection — Systems management — 
Part 8: Security audit trail function.

ISO/IEC 10164-9, Information technology — Open systems interconnection — Systems management — 
Part 9: Objects and attributes for access control.

ISO/IEC 10164-10, Information technology — Open systems interconnection — Systems management — 
Part 10: Usage metering function for accounting purposes.
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ISO/IEC 10164-11, Information technology — Open systems interconnection — Systems management — 
Part 11: Metric objects and attributes.

ISO/IEC 10164-12, Information technology — Open systems interconnection — Systems management — 
Part 12: Test management function.

ISO/IEC 10164-13, Information technology — Open systems interconnection — Systems management — 
Part 13: Summarization function.

ISO/IEC 10164-14, Information technology — Open systems interconnection — Systems management — 
Part 14: Confidence and diagnostic test categories.

ISO/IEC 10165-1, Information technology — Open systems interconnection — Structure of management 
information — Part 1: Management information model.

ISO/IEC 10165-2, Information technology — Open systems interconnection — Structure of management 
information — Part 2: Definition of management information.

ISO/IEC 10646-1, Information technology — Universal multiple-octet coded character set (UCS) — Part 1: 
Architecture and basic multilingual plane. 

ISO/IEEE 11073-10101, Health informatics — Point-of-care medical device communication — Part 10101: 
Nomenclature.

ISO/IEEE 11073-20101, Health informatics — Point-of-care medical device communication — Part 20101: 
Application profiles – Base standard. 

NEMA PS 3, Digital imaging and communications in medicine (DICOM).6

3. Definitions

For the purpose of this standard, the following definitions apply. The Authoritative Dictionary of  IEEE 
Standards Terms, Seventh Edition, should be referenced for terms not defined in this clause. 

3.1 agent: Device that provides data in a manager-agent communicating system.

3.2 alarm: Signal that indicates abnormal events occurring to the patient or the device system.

3.3 alert: Synonym for the combination of patient-related physiological alarms, technical alarms, and equip-
ment-user advisory signals.

3.4 alert monitor: Object representing the output of a device or system alarm processor and as such the 
overall device or system alarm condition.

3.5 alert status: Object representing the output of an alarm process that considers all alarm conditions in a 
scope that spans one or more objects.

3.6 archival: Relating to the storage of data over a prolonged period.

6NEMA publications are available from Global Engineering Documents, 15 Inverness Way East, Englewood, Colorado 80112, USA 
(http://global.ihs.com/).
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