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ISO Foreword

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

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

O and the IEEE has been formed to develop and maintain a group of ISO/IEEE
edical devices as approved by Council resolution 43/2000. Under this pilot
r the development and maintenance of these standards with participation and

input from ISO member bodie

subject of patent rights. Neither r the IEEE shall be held responsible for identifying any or all such

Attention is drawn to the posﬁ i’%’tha‘t some of the elements of this International Standard may be the
patent rights.

ISO/IEEE 11073-20101:2004(E) was ;epar d by IEEE 1073 Committee of the IEEE Engineering in
Medicine and Biology Society. é

Copyright © 2004 ISO/IEEE. All rights reserved. A%
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IEEE Introduction

his introduction is not part of ISO/IEEE 11073-20101:2004(E), Health informatics — Point-of-care medical device
munication — Part 20101: Application profiles — Base standard.

TXEEE 11073 standards enable communication between medical devices and external computer systems.
Wovide automatic and detailed electronic data capture of patient vital signs information and device
opetational data. The primary goals are to:

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

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

“Real-time” mea data from multiple devices can be retrieved, time correlated, and displayed or

processed in fractio a second. “Plug-and-play” means that all the clinician has to do is make the
connection — the sys utomatlcally detect, configure, and communicate without any other human
interaction.

(e.g., patient vital signs data) e archived, retrieved, and processed by many different types of
applications without extensive s re and equipment support, and without needless loss of information.
The standards are especially targete cute and continuing care devices, such as patient monitors,
ventilators, infusion pumps, ECG de\(/’@a etc. They comprise a family of standards that can be layered
together to provide connectivity optimized e specific devices being interfaced.

“Efficient exchange of med1 de51 e data” means that information that is captured at the point-of-care

Notice to users ®L
/0

Patents ®

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

Q.

Errata, if any, for this and all other standards can be accessed at t; dAowmg URL: http:/
standards.ieee.org/reading/ieee/updates/errata/index.html. Users are encourage ®1eck this URL for

errata periodically. O

Interpretations @

Current interpretations can be accessed at the following URL: http://standards.iece.org/reading/iee
index.html. L

§

Errata

vi Copyright © 2004 ISO/IEEE. All rights reserved.
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He informatics — Point-of-care medical
device(Ccommunication —

Part 201

Applicationfrofiles — Base standard

1. Overview 0

This standard is divided into eight clauses, as1‘{a .

— Clause 1 provides the scope of this standg "
— Clause 2 lists references to other standards th seful in applying this standard.
— Clause 3 provides definitions and abbreviations. é
— Clause 4 provides conventions.
— Clause 5 provides the rationale for this standard. 0
— Clause 6 provides acommunication, i.e., protocol and servi@%el .

Q
A

— Clause 7 provides an information, i.e., object, model.

— Clause 8 provides conformance requirements.

This standard also contains nine annexes, as follows: @
— Annex A defines the specialized medical device encoding rules (M DER).(@ative)
— Annex B describes the allocation of object identifiers. (normative) O’
— Annex C provides references to time synchronization protocols applied by this st .
— Annex D includes state transition diagrams as part of the dynamic model. }
— Annex E provides abstract syntax, which offers extensions to leveraged standards, such a@q\al

open systems interconnection (mOSI), that are specific to this standard. (normative) L
— Annex F includes examples of a number of protocol data unit (PDU) examples.
— Annex G describes a specialization of Abstract Syntax Notation One (ASN.1). 0

— Annex H deals with compatibility of ASN.1 between the 1988/90 and 1994 versions.

— Annex | provides abibliography of useful references.

Copyright © 2004 ISO/IEEE. All rights reserved. 1



ISO/IEEE 11073-20101:2004(E) HEALTH INFORMATICS — POINT-OF-CARE MEDICAL DEVICE COMMUNICATION

1.1 Scope

he scope of this standard is upper layer [i.e., the Internationa Organization for Standardization's (1SO’s) open
ems interconnection (OSI) application, presentation layer, and session layer] services and protocols for
rmation exchange under the | SO/IEEE 11073 standards for medical device communications (MDC).
*

T‘(S%ndard is the base standard of the ISO/IEEE 11073-20000 medical device application profiles
M P): sharmonized through the Committee for European Normalization (CEN) and the 1SO.

1.2 Purp%

The purpose of thi dard is to define MDC upper layer application, i.e., ISO A-type profiles for inter-
change of data, w e defined by the medical device data language (MDDL) format, or ISO F-type
profiles (ISO/IEEE ¥10£3-10000 series).

1.3 Goals O/

The primary goal of MDAP st is to support MDC upper layer data interchange, based on MDDL,
among awide range, by type and , of future and current devices for use in point-of-care (POC) settings
in the acute care sections of hospitals. Q

*

1.4 Audience /O‘

The primary user of the MDAP standardsis aso%engi neer who is creating a MDC system or attempt-
ing to establish an interface to one. /'

Because this family of standardsis based largely upon i ional standardization profiles, familiarity with
arange of related standards and technologiesis useful if n y. The following are recommended as a
minimum background:

a) ISO/IEEE 11073 architecture, especially IEEE Std ]@1 ISO/IEEE 11073-10201, and lower

layer standards (e.g., ISO/IEEE 11073-30200) ®
b) 1SO's OSl layered architecture, primarily the upper Iayer@, application, presentation, and
session

c)  Systems management 7
d) Object-oriented analysis and design @/(

€) Machine language theory

2. References 6

This standard shall be used in conjunction with the following publications. When the following ds
are superceded by an approved revision, the revision shall apply. L

|EEE Std 1073, |EEE Standard for Medical Device Communications—Overview and Framework.2 0

L nformation on references can be found in Clause 2.

2IEEE publications are available from the Institute of Electrical and Electronics Engineers, Inc., 445 Hoes Lane, Piscataway, NJ 08854,
USA (http://standards.ieee.org/).

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



PART 20101: APPLICATION PROFILES — BASE STANDARD ISO/IEEE 11073-20101:2004(E)

ISO/IEC 8327-1, Information technology — Open systems interconnection —Connection-oriented session
protocol — Part 1: Protocol specification.3 (same as ITU-T Recommendation X.225)

%O/I EC 8650-1, Information technology — Open systems i nterconnection — Connection-oriented protocol
the association control service element — Part 1: Protocol. (same as I TU-T Recommendation X.227)
*

I% 8824-1, Information technology — Abstract Syntax Notation One (ASN.1) — Part 1: Specification
f

o) c notation. (same as ITU-T Recommendation X.680)
ISO/E! 2, Information technology — Abstract Syntax Notation One (ASN.1) — Part 2: Information
object sp ion. (same as I TU-T Recommendation X.681)

ISO/IEC 8825—1@rmation technology — ASN.1 encoding rules— Part 1: Specification of Basic Encod-
ing Rules (BER), ical Encoding Rules (CER) and Distinguished Encoding Rules (DER). (same as
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