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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 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.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different appr criteria needed for the

o”the WTO principles in the Technical
Supplementary information.

The committee responsible SO}TC 121, Anaesthetic and respiratory equipment,
Subcommittee SC 3, Lpng elated Jéquipment, and Technical Committee IEC/TC 62,
Electrical equipment in | tee SC D, Electrical equipment.

This first edition y els4nd replaces the second edition of ISO 10651-2:2004. This
edition of ISO 8060k ’ itutes a wajor technical revision of ISO 10651-2:2004 and includes an

an.dffect the BASIC SAFETY and ESSENTIAL PERFORMANCE of the VENTILATOR, and thus,
DATOR itself;

— identification of ESSENTIAL PERFORMANCE for a VENTILATOR and its ACCESSORIES;

— modification of the obstruction of the expiratory limb (continuing AIRWAY PRESSURE) ALARM
CONDITION requirement;

and the following additions:
— tests for ventilation performance;
— tests for mechanical strength (via IEC 60601-1-11);

— new symbols;

© ISO 2015 - All rights reserved vii
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— requirements for a VENTILATOR as a component of an ME SYSTEM;

— tests for ENCLOSURE integrity (water ingress via [EC 60601-1-11);

— tests for cleaning and disinfection PROCEDURES (via IEC 60601-1-11);

— consideration of contamination of the breathing gas delivered to the PATIENT from the gas
pathways.

ISO 80601 consists of the following parts, under the general title Medical electrical equipment:

— Part2-12: Particular requirements for basic safety and essential performance of critical care
ventilators

— Part 2-13: Particular requirements for basic safety and essential performante of~an anaesthetic

workstation
monitors

— Part2-56: Particular requirements for basic safety and
thermometers for body temperature measurement

— Part2-61: Particular requirements for basic safety a
equipment for medical use

— Part 2-67: Particular requirements for basi
equipment

— Part 2-69: Particular require
equipment

— Part 2-70: Particulap req
breathing therapy e <

— Part 2-35: Particular requirements for the basic safety and essential performance of heating devices
using blankets, pads and mattresses and intended for heating in medical use

— Part 2-58: Particular requirements for the basic safety and essential performance of lens removal
devices and vitrectomy devices for ophthalmic surgery

— Part 2-59: Particular requirements for the basic safety and essential performance of screening
thermographs for human febrile temperature screening

— Part 2-60: Particular requirements for basic safety and essential performance of dental equipment

The ISO and IEC 80601 family of standards are also parts of the IEC 60601 family of standards.

viii © ISO 2015 - All rights reserved
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Introduction

This part of ISO 80601 specifies requirements for lung ventilators that are intended for use in the HOME
HEALTHCARE ENVIRONMENT for PATIENTS who are dependent for ventilation for their life support. These
VENTILATORS are frequently used in locations where the power driving the VENTILATOR is not reliable.
These VENTILATORS are often supervised by non-healthcare personnel (LAY OPERATORS) with varying
levels of training. Lung ventilators complying with this standard can be used elsewhere (i.e. in
healthcare facilities).

In referring to the structure of this part of ISO 80601,

“clause” means one of the 17 numbered divisions within the table of contents, inclusive of all
subdivisions (e.g. Clause 7 includes 7.1, 7.2, etc.), and

— “subclause” means a numbered subdivision of a clause (e.g. 201.74 d 201.7.2.1 are all

subclauses of Clause 201.7).

— “shall” means that compliance with a
part of ISO 80601,

— “should” means that cort
for compliance with thi

— “may” is used io de
An asterisk (*) asthe fi

that there is guidapee

nationally earliei~than)three years from the date of publication for equipment newly designed and not
earlier than five years from the date of publication for equipment already in production.

© ISO 2015 - All rights reserved ix
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Medical electrical equipment — Part 2-72: Particular
requirements for basic safety and essential performance of
home healthcare environment ventilators for ventilator-
dependent patients

201.1 Scope, object, and related standards

IEC 60601-1:2005+AMD1:2012, Clause 1 applies, except as follows:
201.1.1 *Scope

IEC 60601-1:2005+AMD1:2012, 1.1 is replaced by:

This part of ISO 80601 applies to the BASIC SAFETY and ESSEN
combination with its ACCESSORIES, hereafter referred to as ME E

M f a VENTILATOR in

Q

— intended for use in the HOME HEALTHCARE ENVIRONMENT;
— intended for use by a LAY OPERATOR;

— intended for use with PATIENTS wh

This part of ISO 0
connected to a
ACCESSORIES can affécy

EXAMPLES
external electrica

only, the title 5 nd
subclause applies bot

to WME EQUIPMENT and to ME SYSTEMS, as relevant.

HAZARDS inherent invthie intended physiological function of ME EQUIPMENT or ME SYSTEMS within the scope
of this part of ISO 80601 are not covered by specific requirements in this part of ISO 80601 except in
IEC 60601-1:2005+AMD1:2012, 7.2.13 and 8.4.1.

NOTE 4  Additional information can be found in IEC 60601-1:2005+AMD1:2012, 4.2.

This part of ISO 80601 is not applicable to continuous positive airway pressure (CPAP) ME EQUIPMENT,
high-frequency jet ventilators (HF]Vs), and high-frequency oscillatory ventilators (HFOVs)[35l.

This part of ISO 80601 does not specify the requirements for cuirass and “iron-lung” VENTILATORS.

This part of ISO 80601 does not specify the requirements for VENTILATORS or ACCESSORIES intended for
critical care applications, which are given in ISO 80601-2-12.

© ISO 2015 - All rights reserved 1
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This part of ISO 80601 does not specify the requirements for VENTILATORS or ACCESSORIES intended for
anaesthetic applications, which are given in ISO 80601-2-13.

This part of ISO 80601 does not specify the requirements for VENTILATORS or ACCESSORIES intended for
emergency and transport which are given in ISO 10651-3.

NOTE 5 In the future, ISO 10651-3 is expected to be harmonized with IEC 60601-1:2005, at which time it will
be replaced by ISO 80601-2-xx.

This part of ISO 80601 does not specify the requirements for VENTILATORS or ACCESSORIES intended for
home-care ventilatory support equipment (intended only to augment the ventilation of spontaneously
breathing PATIENTS), which are given in ISO 10651-6.

NOTE 6 In the future, ISO 10651-6 is expected to be harmonized with IEC 60601-1:2005 and IEC 60601-1-
11:2015, at which time it will be replaced by ISO 80601-2-xx.

This part of ISO 80601 does not specify the requirements for obstructive sle oea therapy
ME EQUIPMENT, which are given in ISO 80601-2-70.[16]

series of standards.
201.1.2 Object
IEC 60601-1:2005+AMD1:2012, 1.2 is replaced by:

VENTILATOR.

201.1.3 Collateral standards

This part of ISO 80601 re
IEC 60601-1:2005+AM a@e

IEC 60601-1-3:2008 does n«

in

under consideration, and ma add other BASIC SAFETY or ESSENTIAL PERFORMANCE requirements.

A requirement of a particular standard takes priority over IEC 60601-1:2005+AMD1:2012 or the
collateral standards.

For brevity, IEC 60601-1:2005+AMD1:2012 is referred to in this part of ISO 80601 as the general
standard. Collateral standards are referred to by their document number.

The numbering of clauses and subclauses of this part of ISO 80601 corresponds to those of the general
standard with the prefix “201” (e.g. 201.1 in this part of ISO 80601 addresses the content of Clause 1 of
the general standard) or applicable collateral standard with the prefix “2xx” where xx is the final digits
of the collateral standard document number (e.g. 202.4 addresses the content of IEC 60601-1-2,
Clause 4 collateral standard, 208.4 addresses the content of [EC 60601-1-8, Clause 4 collateral standard,
etc.). The changes to the text of the general standard are specified by the use of the following words:

2 © ISO 2015 - All rights reserved
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— “Replacement” means that the clause or subclause of IEC 60601-1:2005+AMD1:2012 or the
applicable collateral standard is replaced completely by the text of this part of ISO 80601.

— “Addition” means that the text of this particular standard is additional to the requirements of
[EC 60601-1:2005+AMD1:2012 or the applicable collateral standard.

— “Amendment” means that the clause or subclause of IEC 60601-1:2005+AMD1:2012 or the
applicable collateral standard is amended as indicated by the text of this part of ISO 80601.

Subclauses or figures that are additional to those of the general standard are numbered starting from
201.101, additional annexes are lettered AA, BB, etc., and additional items aa), bb), etc.

Subclauses or figures that are additional to those of a collateral standard are numbered starting from
20x, where “x” is the number of the collateral standard, e.g. 202 for IEC 60601-1-2, 203 for
IEC 60601-1-3, etc.

The term “this standard” is used to make reference to IEC 60601-1:2Q0
collateral standards, and this part of ISO 80601 taken together.

042, any applicable

of IEC 60601-1:2005+AMD1:2012 or the applicable collatera
applies without modification; where it is intended that an§
the applicable collateral standard, although possibly retévas applied, a statement to that
effect is given in this part of ISO 80601.

201.2 Normative references

NOTE 2 Informative re

IEC 60601-1:200S

Replacement:

IEC 60601-1-2;2004, Med 8 dl equipment — Part 1-2: General requirements for basic safety and
essential perfi € I standard: Electromagnetic disturbances — Requirements and tests
IEC 60601- ical electrical equipment — Part 1-6: General requirements for basic safety and
essential p lateral standard: Usability

IEC 60601-1-8:20062, Medical electrical equipment — Part 1-8: General requirements for basic safety and
essential performance — Collateral standard: General requirements, tests and guidance for alarm systems

in medical electrical equipment and medical electrical systems
+Amendment 1:2012

IEC 60601-1-11:2015, Medical electrical equipment — Part 1-11: General requirements for basic safety
and essential performance - Collateral Standard: Requirements for medical electrical equipment and
medical electrical systems used in the home healthcare environment

1 There exists a consolidated edition 3.1(2013) including IEC 60601-1-6:2010 and its Amendment 1:2013.

2 There exists a consolidated edition 2.1(2012) including IEC 60601-1-8:2006 and its Amendment 1:2012.
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IEC 61672-1:2002, Electroacoustics — Sound level meters — Part 1: Specifications
Addition:
ISO 32:1977, Gas cylinders for medical use — Marking for identification of content

ISO 594-1:1986, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other medical
equipment — Part 1: General requirements

IS0 594-2:1998, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other medical
equipment — Part 2: Lock fittings

ISO 3744:2010, Acoustics — Determination of sound power levels and sound energy levels of noise sources
using sound pressure — Engineering methods for an essentially free field over a reflecting plane

ISO 4135:2001, Anaesthetic and respiratory equipment — Vocabulary

[SO 4871:1996, Acoustics — Declaration and verification of noise emission valug
equipment

achinery and

IS0 5356-1:2004, Anaesthetic and respiratory equipment — Conical conne oges and
sockets

[SO 5359:2008, Low-pressure hose assemblies for use with medical gase

IS0 7396-1:2007, Medical gas pipeline syste
and vacuum

humidifying respired gasﬁ}
[SO0 9360-2:2001, Anaesthéti

humidifying respired gasg

sterilizing agent andthe~devglo
devices

IS0 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1: General requirements

prént, validation and routine control of a sterilization process for medical

ISO 17664:2004, Sterilization of medical devices — Information to be provided by the manufacturer for
the processing of resterilizable medical devices

ISO 23328-1:2003, Breathing system filters for anaesthetic and respiratory use — Part 1: Salt test method
to assess filtration performance

3Tobe replaced by ISO 80601-2-74.

4 © ISO 2015 - All rights reserved


https://webstore.iec.ch/publication/23692&preview

This is a preview - click here to buy the full publication

IS0 80601-2-72:2015(E)
ISO 23328-2:2002, Breathing system filters for anaesthetic and respiratory use — Part 2: Non-filtration
aspects

IS0 80369-1:2010, Small-bore connectors for liquids and gases in healthcare applications — Part 1:
General requirements

ISO 80601-2-13:2011, Medical electrical equipment — Part 2-13: Particular requirements for basic safety
and essential performance of an anaesthetic workstation

IS0 80601-2-55:2011, Medical electrical equipment — Part 2-55: Particular requirements for the basic
safety and essential performance of respiratory gas monitors

ISO 17510:—*, Sleep apnoea breathing therapy masks and application accessories

IEC 60601-1:20055, Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance
+Amendment 1:2012

IEC 62304:2006, Medical device software — Software life cycle processe,
IEC 62366:2007°, Medical devices — Application of usability engineeri

EN 15986:2011, Symbol for use in the labelling of medical d
medical devices containing phthalates

O

ents for labelling of

4To be published.
5 There exists a consolidated edition 3.1(2012) including IEC 60601-1:2005 and its Amendment 1:2012.

6 There exists a consolidated edition 2.1(2014) including IEC 62366:2007 and its Amendment 1:2014.
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