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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$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechfiigt)«Commission (IEC) on all matters of electrotechnical standardization.

International Standards aregr’wj in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm s are circulated to the member bodies for voting. Publication as an

International Standard requires app é:)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

oazegltifying any or all such patent rights.

ISO 10651-6 was prepared by Technical C ittee 1ISO/TC 121, Anaesthetic and respiratory equipment,
Subcommittee SC 3, Lung ventilators and relatétl equipment.

This first edition of ISO 10651-6, together with the ond edition of ISO 10651-2, cancels and replaces the
first edition of ISO 10651-2:1996, which has been t ially revised.

ISO 10651 consists of the following parts, under the geneé}itle Lung ventilators for medical use — Particular
requirements for basic safety and essential performance:

— Part 2: Home care ventilators for ventilator-dependent pal@‘fs
— Part 3: Particular requirements for emergency and transport T;e@ators

— Part 4: Particular requirements for operator-powered resuscitators @

Ve
— Part 6: Home care ventilatory support devices %
The following part is under preparation: O’
— Part 5: Gas-powered emergency resuscitators 6ﬁ

been revised as IEC 60601-2-12:2003, Medical electrical equipment — Part 2-12: Particular req ts for the safety of

NOTE ISO 10651-1:1993, Lung ventilators for medical use — Part 1: Requirements, was @ wn in 2001 and has
riagn
lung ventilators — Critical care ventilators. (p

Vi © ISO 2004 — All rights reserved



ISO 10651-6:2004(E)

Introduction

This part of ISO 10651 specifies requirements for ventilatory support devices mainly for home-care use but
which could be used elsewhere (in healthcare facilities or other locations) for patients not dependent on
ventilatory support, i.e. where the ventilator is not considered to be life-supporting equipment. These
ventilators are frgquently used in locations where driving power is not reliable. These ventilators often are
supervised by m%ealthcare personnel with varying levels of training.

This part of ISO 10@[ is a Particular Standard based on IEC 60601-1:1988, including Amendments 1 (1991)
and 2 (1995), hereaftepteferred to as the General Standard. The General Standard is the basic standard for
the safety of all medi(@' ectrical equipment used by or under the supervision of qualified personnel in the
general medical and pat%

safety.

environment; it also contains certain requirements for reliable operation to ensure

<

The General Standard has@ociated Collateral Standards and Particular Standards. The Collateral
Standards include requirements’ (@specific technologies and/or hazards and apply to all applicable equipment,
such as medical systems, EM diation protection in diagnostic X-ray equipment, software, etc. The
Particular Standards apply to speci Q’gqqipment types, such as medical electron accelerators, high frequency
surgical equipment, hospital beds, etc{y

NOTE Definitions of Collateral Standard Particular Standards can be found in IEC 60601-1:1988, 1.5 and A.2,

respectively. :

To facilitate the use of this part of ISO 10651, t{‘&)llowing drafting conventions have been applied.

This part of ISO 10651 uses the same main clausey&s and numbering as the General Standard, for ease of
cross-referencing of the requirements. The changes\he text of the General Standard, as supplemented by
the Collateral Standards, are specified by the use of th lowing words.

— “Replacement” means that the indicated clause %clause of the General Standard is replaced
completely by the text of this Particular Standard. O

— “Addition” means that the relevant text of this Particular S rd is a new element (e.g. subclause, list
item, note, table, figure) additional to the General Standard. Q/(

— “Amendment” means that an existing element of the General S d is partially modified by deletion
and/or addition as indicated by the text of this Particular Standard. 6

To avoid confusion with any amendments to the General Standard itselfué—particular numbering has been

employed for elements added by this part of 1ISO 10651: clauses, subcl , tables and figures are
numbered starting from 101; additional list items are lettered aa), bb), etc) ﬁadditional annexes are
lettered AA, BB, etc. (p

In this part of ISO 10651, the following print types are used:

— requirements, compliance with which can be verified, and definitions: roman type;
— notes and examples: smaller roman type;

— description of type of document change, and test methods: italic type;

— terms defined in the General Standard IEC 60601-1:1988, Clause 2 and terms defined in this part of
ISO 10651: bold type.

© ISO 2004 — Al rights reserved vii
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Throughout this part of ISO 10651, text for which a rationale is provided in Annex AA is indicated by an
asterisk ().

Requirements for ventilators intended for anaesthetic applications are given in ISO 8835-5.

viii © ISO 2004 — All rights reserved
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Lung ventilators for medical use — Particular requirements for
basic safety and essential performance —

Part 6:
Home-carg\ventilatory support devices

®
1 Scope Oé

IEC 60601-1:1988, Claus pplies, except as follows.

Amendment: z

This part of 1ISO 10651 specifies {%n;)asic safety and essential performance requirements for home-care
ventilatory support devices, intendedmaijnly for use in home care but which could be used elsewhere (e.g. in
healthcare facilities) for appropriate pﬁignts for whom the use of a home-care ventilator complying with
ISO 10651-2 is not required.

The requirements of this part of 1ISO 10651 ich replace or modify the requirements of IEC 60601-1:1988
and its Amendments 1 (1991) and 2 (1995 intended to take precedence over the corresponding general

requirements. L
%

2 Normative references é

The following referenced documents are indispensab% the application of this document. For dated
references, only the edition cited applies. For undated rences, the latest edition of the referenced
document (including any amendments) applies. 6@

ISO 32, Gas cylinders for medical use — Marking for identificatio @content

ISO 4135, Anaesthetic and respiratory equipment — Vocabulary 6

ISO 5356-1, Anaesthetic and respiratory equipment — Conical connector@é Part 1: Cones and sockets

ISO 5356-2, Anaesthetic and respiratory equipment — Conical conné%or — Part 2: Screw-threaded
weight-bearing connectors &:

ISO 5359, Low-pressure hose assemblies for use with medical gases (p

ISO 5362, Anaesthetic reservoir bags

ISO 5367, Breathing tubes intended for use with anaesthetic apparatus and ventilators

ISO 7396-1, Medical gas pipeline systems — Part 1: Pipelines for compressed medical gases and vacuum
ISO 14937, Sterilization of health care products — General requirements for characterization of a sterilizing
agent and the development, validation and routine control of a sterilization process for medical devices, and

Technical Corrigendum 1:2003

ISO 15001, Anaesthetic and respiratory equipment — Compatibility with oxygen

© 1SO 2004 - All rights reserved 1
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ISO 15223:2000, Medical devices — Symbols to be used with medical device labels, labelling and information
to be supplied

IEC 60079-4, Electrical apparatus for explosive gas atmospheres — Part 4: Method of test for ignition
temperature

IEC 60601-1:1988, Medical electrical equipment — Part 1: General requirements for safety, and
Amendment 1:1991 and Amendment 2:1995

IEC 60601-1-2:2001, Medical electrical equipment — Part 1-2: General requirements for safety — Collateral
standard: Electromagn%compatibi/ity — Requirements and tests

IEC 60601-1-6, Medica Ctrical equipment — Part 1-6: General requirements for safety — Collateral
standard: Usability (at pres@ Commmittee drafft)

IEC 60601-1-8:2003, Medical rical equipment — Part 1-8: General requirements for safety — Collateral
standard: Alarm systems — Re ments, tests and guidelines — General requirements and guidelines for
alarm systems in medical electric ipment and medical electrical systems

2

3 Terms and definitions %

For the purposes of this document, the terr{( (hd definitions given in ISO 4135, IEC 60601-1:1988 and the
following apply: 5@

3.1

S
airway pressure «(2.,@
L

pressure at the patient connection port

*

3.2 A
* applied part @
part of the equipment which in normal use é
— necessarily comes into physical contact with the patient for‘%wipment to perform its function, or
— can be brought into contact with the patient, or %
Ve
— needs to be touched by the patient, or Q/(
— all parts of the ventilator intended to be connected to the ventilator bre%p system.
3.3 6\
clearly legible f

capable of being read by the operator or other relevant person with normal vision @

NOTE Adapted from IEC 60601-1/A2:1995, 2.1.5

34

home care ventilator for ventilator-dependent patient

ventilator, suitable for domiciliary use without continuous professional supervision, intended to augment or
provide ventilation of the lungs of a patient who is dependent on this ventilation

NOTE As this ventilator is intended to be applied to patients who are dependent on this ventilation, it is considered
to be life-supporting equipment.

2 © ISO 2004 - All rights reserved



