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Preface

This Standard was prepared by the Standards Australia Committee IT-014, Health Informatics, to
supersede AS ISO 13131:2017.

The objective of this document is to provide processes that can be used to analyse the risks to the
quality and safety of healthcare and continuity of care when telehealth services are used to support
healthcare activities. Using risk management processes, quality objectives and procedures are derived
which provide guidelines for the operations of telehealth services. These include the following:

(@) Management of telehealth quality processes by the healthcare organization.

(b) Strategic and operational process management relating to regulations, knowledge managemaont
(best practice) and guidelines.

(c) Healthcare processes relating to people such as healthcare activities, planning, and res;ion_ibilities.
(d) Management of financial resources to support telehealth services.
() Management of information management and security used in telehealth servi-es.

(f) Processes related to the planning and provision of human resources,inficsti octure, facilities and
technology resources for use by telehealth services.

This document provides a set of example guidelines containing ¢ a ity objectives and procedures
for each domain. Organizations can apply the quality and risk m~na ement processes described in
Clauses 5 and 6 to develop quality objectives and procedures aj oronriate to the telehealth services
they provide.

This document does not provide guidance for the manufactire, assembly, configuration, interoperability
or management of devices, products or technical systems.

Annex A provides procedures for the implementation cf telehealth services by a large organization.
Annex B provides use cases for the application nf cuc:ity planning guidelines in different types of real-
world telehealth services.

This document is identical with, and has bren v¢produced from, ISO 13131:2021, Health informatics —
Telehealth services — Quality planning qu. deli.es.

As this document has been reprocured from an International document, a full point substitutes for a
comma when referring to a deci'nai ~arker.

Australian or Australian/New Zealand Standards that are identical adoptions of international
normative references may b used interchangeably. Refer to the online catalogue for information on
specific Standards.

The terms “normative” and “informative” are used in Standards to define the application of the
appendices or annexes to which they apply. A “normative” appendix or annex is an integral part of a
Standard. wherias an “informative” appendix or annex is only for information and guidance.

© Standards Australia Limited 2022
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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 [SO/IEC Directives, Part 1. In particular, the different approval criteria needed fo. the
different types of ISO documents should be noted. This document was drafted in accordance wich ti.2
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be 1. suuject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Intrcduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the conveniri.ze ¢“users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the mcaning of ISO specific terms and
expressions related to conformity assessment, as well as inform~tio. about ISO's adherence to the
World Trade Organization (WTO) principles in the Technica! Berriess to Trade (TBT), see www.iso
.org/iso/foreword.html.

This document was prepared by Technical Committee ISO’ TC 215, Health informatics.

This first edition cancels and replaces the ISO/TS 13131:2014, which has been technically revised.
The main changes compared to the previous editivizare as follows:

— alignment with ISO 9000:2015, ISO 9007:2£15, 1SO 31000:2018 and 1SO 13940:2015;

— addition of informative annexes pro‘-id.ag use cases illustrating applications of this document;
— improvement in the clarity of t'ic ~lauses on quality management and risk management.

Any feedback or questions on ti: s document should be directed to the user’s national standards body. A
complete listing of these borlic= can be found at www.iso.org/members.html.

© Standards Australia Limited 2022
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Introduction

Healthcare activities rely on communication between healthcare actors. When the point of care
is geographically separated from healthcare resources and healthcare actors are geographically
separated, technology enabled services can support healthcare activities. There are diverse forms of
healthcare activity, including care by a health professional, self-care activity, treatment, investigation,
management, assessment, and evaluation, provision of resources, documentation and education. (For
an explanation of these terms, refer to ISO 13940). Health services rely on many technical deviczs
and services including, but not limited to facsimile machines, telephones, cameras, mobile phon s,
mobile devices, health state monitors, diagnostic scanners and communications services incluling
email, telephony, video conferencing, image transmission and electronic messaging to canvey ncelth
information and data between healthcare actors.

These services can be described as telehealth services because information and comicunication
technology services are being used to support healthcare activities. Telehealth ‘=ervices can include
but are not limited to telemedicine, telecare, mhealth (healthcare supported b, mobile devices),
remote use of medical applications, tele-monitoring, tele-diagnostics and virtual carel30]. Examples
of health services include but are not limited to tele-pathology, tele-dermatc!ng . tele-cardiology, tele-
rehabilitation, tele-oncology, and tele-orthopaedics. Healthcare activities that (irectly or indirectly
support care recipients include but are not limited to teleconsultation, te'ephone advice, health alarm
systems and health status monitoring at home. Telehealth services can .upport immediate healthcare
activities using synchronous communications services such as a telerhone or video conversation, or
delayed health care activities using asynchronous communicctio1s services such as messaging services.

Within the healthcare industry, these services are descried asv digital health or ehealth (electronic
health) products provided to support healthcare activity E.>ct’ onic health information systems are an
example of products that support the capture, storage ana transmission of healthcare information and
data, which may or may not be used for telehealth services. It is expected that telehealth services will
improve the quality of health and healthcare. For =xa nple, healthcare professionals can have health
information about the care recipient available in the right place at the right time, and they will have
easier access to support from medical specializts. The care recipient can be monitored in his or her home,
and receive advice without the need to tra e!l..o consult a health advisor or healthcare professional as
well as having easier access to healthczze 12 'armation and education to support self-care.

© Standards Australia Limited 2022
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Australian Standard®

Health informatics — Telehealth services — Quality planning guidelines

1 Scope

This document provides processes that can be used to analyze the risks to the quality and safety
of healthcare and continuity of care when telehealth services are used to support healthcare
activities. Using risk management processes, quality objectives and procedures are derived which
provide guidelines for the operations of telehealth services. These include but are not limited to the
following domains:

— management of telehealth quality processes by the healthcare organization;

— strategic and operational process management relating to regulations, knowledge management
(best practice) and guidelines;

— healthcare processes relating to people such as healthcare activities, planning, and responsibilities;
— management of financial resources to support telehealth services;
— management of information management and security used in telehealth services;

— processes related to the planning and provision of human resources, infrastructure, facilities and
technology resources for use by telehealth services.

This document provides a set of example guidelines containing quality objectives and procedures
for each domain. Organizations can apply the quality and risk management processes described in
Clauses 5 and 6 to develop quality objectives and procedures appropriate to the telehealth services
they provide.

This document does not provide guidance for the manufacture, assembly, configuration, interoperability
or management of devices, products or technical systems.

Annex A provides procedures for the implementation of telehealth services by a large organization.
Annex B provides use cases for the application of quality planning guidelines in different types of real-
world telehealth services.

2 Normative references

There are no normative references in this document.

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.
[SO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at http://www.electropedia.org/

3.1 Quality characteristics

3.1.1
accessibility
usability of a product, service, environment or facility by people within the widest range of capabilities

EXAMPLE Accessibility of healthcare for care recipients.

[SOURCE: IS0 9241-20:2008, 3.1, modified — Notes to entry removed and example added.]
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