IEC 62083:2025-12+AMD1:2026-11 CSV (en)

IEC 62083

Edition 3.1  2026-11

INTERNATIONAL
STANDARD

CONSOLIDATED VERSION

Medical device software - Requirements for the safety of radiotherapy treatment
planning systems

ICS 11.040.60 ISBN 978-2-8327-1615-1

IEC 62083:2025 -« https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025


https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025

THIS PUBLICATION IS COPYRIGHT PROTECTED
Copyright © 2026 IEC, Geneva, Switzerland

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or
by any means, electronic or mechanical, including photocopying and microfilm, without permission in writing from either
IEC or IEC's member National Committee in the country of the requester. If you have any questions about IEC copyright
or have an enquiry about obtaining additional rights to this publication, please contact the address below or your local
IEC member National Committee for further information.

IEC Secretariat

3, rue de Varembé
CH-1211 Geneva 20
Switzerland

Tel.: +41 22 919 02 11
info@iec.ch
www.iec.ch

About the IEC

The International Electrotechnical Commission (IEC) is the leading global organization that prepares and publishes
International Standards for all electrical, electronic and related technologies.

About IEC publications

The technical content of IEC publications is kept under constant review by the IEC. Please make sure that you have the
latest edition, a corrigendum or an amendment might have been published.

IEC publications search -
webstore.iec.ch/advsearchform

The advanced search enables to find IEC publications by a
variety of criteria (reference number, text, technical
committee, ...). It also gives information on projects,
replaced and withdrawn publications.

IEC Just Published - webstore.iec.ch/justpublished
Stay up to date on all new IEC publications. Just Published
details all new publications released. Available online and
once a month by email.

IEC Customer Service Centre - webstore.iec.ch/csc

If you wish to give us your feedback on this publication or
need further assistance, please contact the Customer
Service Centre: sales@iec.ch.

IEC Products & Services Portal - products.iec.ch
Discover our powerful search engine and read freely all the
publications previews, graphical symbols and the glossary.
With a subscription you will always have access to up to date
content tailored to your needs.

Electropedia - www.electropedia.org

The world's leading online dictionary on electrotechnology,
containing more than 22 500 terminological entries in English
and French, with equivalent terms in 25 additional languages.
Also known as the International Electrotechnical Vocabulary
(IEV) online.

Warning! Make sure that you obtained this publication from an authorized distributor.



mailto:info@iec.ch
https://www.iec.ch/
https://webstore.iec.ch/advsearchform
https://webstore.iec.ch/justpublished
https://webstore.iec.ch/csc
mailto:sales@iec.ch
https://products.iec.ch/
http://www.electropedia.org/
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025

IEC 62083:2025+AMD1:2026 CSV © IEC 2026 REDLINE VERSION

CONTENTS

FOREWORD ...ttt ettt et et et et e et r et et e e et e e e eee 4
INTRODUGCTION ...ttt ettt et et et et n et r et et e e et e e et e e e eee 6
INTRODUCTION to AmMendment 1 ..ot e e e e enas 8
1 ST o1 9
A [ 4 0 =Y YT oY =T Y o o 9
3 Terms and definitioNs ... 9
N € 7Y 7= - | 21
4.1 Quality, security, and risk management...........ccooiiiiiii i 21
4.2 =53 01 = L= 21
4.3 (070 370111 o o7 S 22
4.4 Testing the radiotherapy treatment planning system installation............................ 22

5 Accompanying documentation ..... ..o e 23
5.1 7Y g =T = | 23
5.2 INSIFUCTIONS TOF USE ..iiiiiit i e e e 24

6  General requirements for operational safety ..o 25
6.1 Distances and linear and angular dimensions ...........cccoviiiiiiiiii i 25
6.2 Coordinate systems, movements, and scales (see Clause A.2) ........ccocoieviiinnnennn. 25
6.3 Radiation quantities ... 26
6.4 Date and time format ... 26
6.5 Y=o U T T U PP SUR R 27
6.5.1 Protection against unauthorized use ............ccoooiiiiii 27
6.5.2 Data backup and FECOVETY .......iiuiiii e 27
6.5.3 Protection against unauthorized activities ..o 28
6.5.4 Change in software VersioNS .........ooiiiiiii i 28
6.5.5 Installation of radiotherapy treatment planning system...............c.o. 29

6.6 = = T T 0 29
6.7 Patient identification ... 30
6.8 10} (Y o 7= Vo7 PP 31
6.8.1 Correctness of data transfer ... 31
6.8.2 Data input to the radiotherapy treatment planning system............................. 31
6.8.3 Data output from the radiotherapy treatment planning system........................ 32

7 Approvals and modifications ...... ..o 32
71 APPIrOVING @N 1B L.t 32
7.2 Modifying an approved item ... .. ..o e 33
7.3 Deletion of an approved ifemM ... 33
7.4 History of an approved item ... 33

8 AIGOII IS e 33
8.1 Algorithms affecting clinical deCiSioNS ... 33
8.2 Absorbed dose calculation ... 34
8.2.1 o o] =T P 34
8.2.2 Absorbed dose calculation algorithm input data ... 35
8.2.3 Patient specific beam modifying devices calculation .................cc.oeeoiiinni, 35
8.2.4 Elapsed time calculations in brachytherapy ..........cocoi 36
8.2.5 Imaging dose calculation ... 36

8.3 Radiobiological effeCt....... ... 37

£ TR Y/ o Yo = | 17 o 37


https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025

IEC 62083:2025+AMD1:2026 CSV © IEC 2026 REDLINE VERSION

9.1 Equipment Modelling ..o 37
9.1.1 General equipment Modelling ..o 37
9.1.2 Equipment model approval ........o.ooiiiii e 38
9.1.3 Radiation modelling ..o 38
9.1.4 Preconfigured model.... ... 41
9.1.5 External beam equipment . ... 41
9.1.6 IMaging eqUIPMENT ...oou e 42
9.1.7 Immobilization and supporting devices modelling..........ccccoeiiiiiiiiiiicieene, 43
9.1.8 Patient specific beam modifying devices modelling .............coooviiiiiiiiiiininnn, 43

9.2 Patient Modelling ... 43
9.21 General patient modelling ........oooeiiiiiii 43
9.2.2 Patient model identification ..o 44
9.2.3 Regions Of INtErest .......coiiiii 44
9.2.4 IMage registration ... ... 44
9.2.5 Patient model approval ... ... 45

9.3 Radiobiological effect modelling..........cccoooiiiiiiii e 45
9.3.1 General radiobiological effect modelling ..........ccooooiiiiii 45
9.3.2 Radiobiological effect model approval...........ccocooiiiiiii 45

10 Radiation treatment prescription ...... ..o 45

10.1 Display of radiation treatment prescription .............coocoiiiiii 45

10.2 Change of radiation treatment prescription..........cooooiiii 46

10.3 Radiation treatment prescription approval ........c.ocooiiiiiii 46

11 Treatment Planning . ... e e 46

11.1  Display of radiation treatment prescription ... 46

11.2  Treatment plan Mmits ... e 46

11.3  Patient orientation ... e 47

11.4 Summation of absorbed dose distributions .............cooiiiiiiii i 47

11.5 Evaluation of absorbed dose distribution.............ccoooiiiiiiiii 47

11.6  Treatment plan identification ... 47

11.7  Treatment plan approval ... 48

12 Quality @SSUIANCE PlaN ..o e 48
13 Treatment Plan rECOId ... e i e 49

13.1  Treatment plan record parameters ........cocviieiiiiiii e 49

13.2 Treatment plan record parameters for external beam equipment........................... 49

13.3 Treatment plan record parameters for brachytherapy ..........ccoccooiiiiiiiiiin s 50

T4 Treatment Plan FeP Ot .. . e e 50

14.1  Treatment plan report information ... 50

14.2 Treatment plan report for external beam equipment ... 51

14.3 Treatment plan report for brachytherapy .........cooooiii 51

14.4 Treatment plan report for a treatment plan with unapproved models ..................... 51

15 Treatment Plan EXPOrt ... 52

15.1  Treatment plan export parameters .........cccoiiiiiii 52

15.2 Treatment plan export parameters for external beam equipment ........................... 52

15.3 Treatment plan export parameters for brachytherapy ..........ccccocoiiiiiiiinin . 53

16 Adaptive radiotherapy .. ..o e 53

16.1  Treatment plans correlations ... ... 53

16.2 Offline adaptive radiotherapy ..o e 53

16.3 Online adaptive radiotherapy ..o 53


https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025

IEC 62083:2025+AMD1:2026 CSV © IEC 2026 REDLINE VERSION

16.4 Real-time adaptive radiotherapy .......cccoiiiiiiii
Annex A (informative) Particular guidance and rationale .............coooiiiiii
A1 Imported and exported data ..o
A.2 Coordinate systems, movements, and scales ..........c.cooiiiiiiii i
=TT o 1o Yo =T o1 o V2P

Figure 1 — Afterloading equipment geometry parameters ...........ccooiiiiiiiiiii i

Table 1 — Clauses and subclauses in this document that require the provision of
information in the accompanying documentation, instruction for use and the technical
Lo 1Yo o | o1 4 o 1S


https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025

1)

2)

3)

4)

5)

6)

7)

8)

9)

IEC 62083:2025+AMD1:2026 CSV © IEC 2026 REDLINE VERSION

INTERNATIONAL ELECTROTECHNICAL COMMISSION

Medical device software - Requirements for the safety of radiotherapy
treatment planning systems

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote international
co-operation on all questions concerning standardization in the electrical and electronic fields. To this end and
in addition to other activities, IEC publishes International Standards, Technical Specifications, Technical Reports,
Publicly Available Specifications (PAS) and Guides (hereafter referred to as "IEC Publication(s)"). Their
preparation is entrusted to technical committees; any IEC National Committee interested in the subject dealt with
may participate in this preparatory work. International, governmental and non-governmental organizations liaising
with the IEC also participate in this preparation. IEC collaborates closely with the International Organization for
Standardization (ISO) in accordance with conditions determined by agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international
consensus of opinion on the relevant subjects since each technical committee has representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for international use and are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence between
any IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.

IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certification bodies.

All users should ensure that they have the latest edition of this publication.

No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and
members of its technical committees and IEC National Committees for any personal injury, property damage or
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
indispensable for the correct application of this publication.

IEC draws attention to the possibility that the implementation of this document may involve the use of (a)
patent(s). IEC takes no position concerning the evidence, validity or applicability of any claimed patent rights in
respect thereof. As of the date of publication of this document, IEC had not received notice of (a) patent(s), which
may be required to implement this document. However, implementers are cautioned that this may not represent
the latest information, which may be obtained from the patent database available at https://patents.iec.ch. IEC
shall not be held responsible for identifying any or all such patent rights.

This consolidated version of the official IEC Standard and its amendment has been prepared
for user convenience.

IEC 62083 edition 3.1 contains the third edition (2025-12) [documents 62C/957/FDIS and
62C/966/RVD] and its amendment 1 (2026-11) [documents 62C/981/CDV and 62C/991/RVC].

In this Redline version, a vertical bar appears in the margin wherever the technical content has
been modified by amendment 1. Additions are shown in green text, and deletions are shown in
red strikethrough text. A separate Final version with all changes accepted is included in this
publication.
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IEC 62083 has been prepared by IEC subcommittee 62C: Equipment for radiotherapy, nuclear
medicine and radiation dosimetry, of IEC technical committee 62: Medical equipment, software,
and systems. It is an International Standard.

This third edition cancels and replaces the second edition published in 2009. This edition
constitutes a technical revision.

This edition includes the following significant technical changes with respect to the previous
edition:

— modification of the title from Medical electrical system - Requirements for the safety of
radiotherapy treatment planning systems, to Medical device software - Requirements for the
safety of radiotherapy treatment planning systems;

— adaptive radiotherapy is added in Clause 16;
— the title reflects different implementations of radiotherapy treatment planning systems.

The text of this document is based on the following documents:

FDIS Report on voting
62C/957/FDIS 62C/966/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table.

The language used for the development of this International Standard is English.

This document was drafted in accordance with ISO/IEC Directives, Part 2, and developed in
accordance with ISO/IEC Directives, Part 1 and ISO/IEC Directives, IEC Supplement, available
at www.iec.ch/members_experts/refdocs. The main document types developed by IEC are
described in greater detail at www.iec.ch/publications.

The committee has decided that the contents of this document will remain unchanged until the
stability date indicated on the IEC website under webstore.iec.ch in the data related to the
specific document. At this date, the document will be

— reconfirmed,

— withdrawn, or

— revised.
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INTRODUCTION

A radiotherapy treatment planning system is used to simulate the application of radiation to a
patient. An important function of radiotherapy treatment planning system is to provide estimates
of absorbed dose distributions in tissue using a particular algorithm or series of algorithms.
These estimations, referred in this document as absorbed dose distributions, are used by a
qualified person in planning a radiotherapy treatment course.

This document recognizes that modern radiotherapy treatment planning system use off-the-
shelf hardware with manufacturer written software and therefore concerns itself with the safety
of radiotherapy treatment planning software that is type tested against the hardware
configurations specified by the manufacturer. It is this combination of software and hardware
that is referred to as the radiotherapy treatment planning system in this document.

The output of a radiotherapy treatment planning system is used by appropriately qualified
persons for clinical decisions and for treatment delivery. Inaccuracies in the input data, the
limitations of the algorithms, errors in the treatment planning process, or improper use of output
data, can represent a safety hazard to patients should the resulting output data be used for
treatment purposes. This document defines requirements to be compliant with by manufacturers
in the design and development of a radiotherapy treatment planning system in order to provide
protection against the occurrence of such hazards. It establishes the minimum requirements for
the contents of the accompanying documentation that will permit the operator to make informed
choices during the treatment planning process.

Generally, a radiotherapy treatment planning system does not have direct interface to the
patients. Consequently, this document is written in an independent format rather than as a
particular standard to IEC 60601-1:2005.

This document introduces the concept of ensuring consistency of machine calibration (MU/Dose
conversion) between the radiotherapy treatment planning system and the delivery systems.
Where a medical electrical equipment has the capability, a check of the consistency of the
machine calibration can be performed prior to any treatment delivery to ensure a match between
the plan and medical electrical equipment settings for reference conditions.

IEC 61217:2011 defines coordinate systems and movements, the marking of scales, their zero
position, and the direction of movement with increasing value. While the provided coordinate
system and movements defined in IEC 61217:2011 is the preferred coordinate system, it was
deemed more of a safety risk to force this coordinate system for use with equipment that was
not IEC compliant. Hence the requirement that coordinates will be in the delivery machine’s
coordinate system.

IEC TR 63183:2019 provides guidelines on error and warning messages for software used in
radiotherapy.

This third edition of this document considers many aspects of technology used by healthcare
organizations. Clause 16 has been designed to facilitate current practice between radiotherapy
treatment medical electrical equipment, image guided radiotherapy medical electrical
equipment, radiotherapy treatment planning systems, and Radiotherapy Treatment
Management Systems. To pursue compatibility, the equipment standards for this equipment are
being developed in parallel as much as possible to facilitate workflow communication.

In the case of online adaptive radiotherapy and real-time adaptive radiotherapy, Clause 16
should be used in conjunction with other particular standards of the IEC 60601-2.

Type tests that are performed by the manufacturer, or site tests that are not necessarily
performed by the manufacturer, are specified for each requirement. It is understood that site
tests can be required from the manufacturer, per the agreement between the manufacturer and
the responsible organization.


https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025
https://standards.iteh.ai/catalog/standards/iec/f4a73ea8-5f36-4720-ac28-84f9f5d61e25/iec-62083-2025

IEC 62083:2025+AMD1:2026 CSV © IEC 2026 REDLINE VERSION

Given that before installation a manufacturer cannot provide site test data, data collected during
site tests can be provided in a site test report with the accompanying documentation by those
who test the radiotherapy treatment planning system at installation.

Further reading:
IEC 62304:2006, Medical device software - Software life cycle processes [4]

IEC 62304:2006/AMD1:2015, Amendment 1 - Medical device software - Software life cycle
processes [5]

IEC 60601-2-8:2010, Medical electrical equipment — Part 2-8: Particular requirements for basic
safety and essential performance of therapeutic X-ray equipment operating in the range 10 kV
to 1 MV [6]

IEC 60601-2-8:2010/AMD1:2015 [7]

ISO 13485:2016, Medical devices - Quality management systems - Requirements for regulatory
purposes [8]

ISO 27789:2021, Health informatics - Audit trails for electronic health records [9]

ICRU Report 29:1978, Dose Specification for Reporting External Beam Therapy with Photons
and Electrons [10]

ICRU Report 42:1987, Use of Computers in External Beam Radiotherapy Procedures with High
Energy Photons and Electrons [11]

ICRU Report 50:1993, Prescribing, Recording and Reporting Photon Beam Therapy [12]

ICRU Report 62:1999, Prescribing, Recording and Reporting Photon Beam Therapy
(Supplement to ICRU Report 50) [13]

ICRU Report 71:2004, Prescribing, Recording and Reporting Electron Beam Therapy [14]
ICRU Report 78:2007, Prescribing, Recording and Reporting Proton-Beam Therapy [15]

ICRU Report 83:2010, Prescribing, Recording, and Reporting Photon-Beam Intensity -
Modulated Radiation Therapy (IMRT) [16]

ICRU Report 85:2013, Fundamental Quantities and Units for lonizing Radiation [17]

ICRU Report 91:2014, Prescribing, Recording, and Reporting of Stereotactic Treatments with
Small Photon Beams [18]

ICRU Report 89:2016, Prescribing, Recording, and Reporting Brachytherapy for Cancer of the
Cervix [19]

ICRU Report 93:2016, Prescribing, Recording, and Reporting Light lon Beam Therapy [20]

Dosimetry of interstitial brachytherapy sources: Recommendations of the AAPM Radiation
Therapy Committee Task Group No. 43Med. Phys., 1995, 22, p. 209-234 [21]

Technical Reports Series No. 430, Commissioning and Quality Assurance of Computerized
Planning Systems for Radiation Treatment of Cancer, International Atomic Energy Agency,
Vienna, 2004 [22]

IMRT Commissioning Tests Instructions for Planning, Measurement, and Analysis, AAPM Task
Group 119, Version 10/21/2009 [23]
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INTRODUCTION to Amendment 1

The third edition of IEC 62083 was published in 2025. This amendment is intended to update
the type test in 6.5.5 (“Installation of radiotherapy treatment planning system”) to add the
missing compliance check.

The missing compliance check was noticed during the review of the 62C/957/FDIS and
commented accordingly by National Committees. At the November 2025 meeting of
IEC SC 62C in Milan, Italy, the subcommittee decided to initiate an amendment to address the
comment and should not wait until the next update of IEC 62083.
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1 Scope

This document, with the inclusion of type tests and site tests, applies to the design,
manufacture, installation, and maintenance of the radiotherapy treatment planning system.

This document applies to the communication of the radiotherapy treatment planning system
with other devices

— used in medical practice,

— that imports data either through input by the operator or from other devices,

— that outputs data to other devices, and

— thatis intended to be

e for normal use, under the authority of appropriately qualified persons, by operators
having the required skills and training,

e used and maintained in accordance with the recommendations given in the instructions
for use, and

e used within the environmental conditions specified in the technical description.

This document applies to any software application that is used for the development, evaluation,
or approval of a treatment plan, whether stand-alone or part of another system.

NOTE Such software applications include prescribing systems, image registration, contouring systems, quality
assurance systems, plan analysis systems, or plan review systems.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies.
For undated references, the latest edition of the referenced document (including any
amendments) applies.

ISO 80000-1:2022, Quantities and units - Part 1: General

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety
and essential performance

IEC 60601-1:2005/AMD1:2012, Amendment 1 - Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance

IEC 60601-1:2005/AMD2:2020, Amendment 2 - Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance

IEC TR 60788:2004, Medical electrical equipment - Glossary of defined terms

3 Terms and definitions

For the purposes of this document, the terms and definitions given in IEC 60601-1:2005, IEC
60601-1:2005/AMD1:2012, IEC 60601-1:2005/AMD2:2020, IEC TR 60788:2004 and the
following apply.

ISO and IEC maintain terminology databases for use in standardization at the following
addresses:

— |EC Electropedia: available at https://www.electropedia.org/
— 1SO Online browsing platform: available at https://www.iso.org/obp

9
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31

absorbed dose

D

mean energy imparted by ionizing radiation to matter

Note 1 to entry: Absorbed dose is determined as the quotient of de by dm, where de¢ is the mean energy imparted
by ionizing radiation to matter of mass dm:
de
D=4m
The unit of absorbed dose is the joule per kilogram (J.kg™"). The special name of the unit of absorbed dose is the
gray (Gy). The earlier unit of absorbed dose was the rad, 1 rad being equal to 1072 J.kg™"

[SOURCE: IEC TR 60788:2004, rm-13-08, modified - Second and third sentences converted to
a Note 1 to entry.]

3.2
absorbed dose rate

D
absorbed dose per unit time

Note 1 to entry: Absorbed dose rate is determined as the quotient of dD by d¢, where dD is the increment of

absorbed dose in the time interval d¢:

b_dD
T dt

A unit of absorbed dose rate is any quotient of the gray or its multiples or submultiples by a suitable unit of time
(Gy-s™!, mGy-h", etc.)

[SOURCE: IEC TR 60788:2004, rm-13-09, modified - Second sentence converted as a Note 1
to entry.]

3.3

accessory

additional part for use with equipment in order to:
— achieve the intended use,

— adapt it to some special use,

— facilitate its use,

— enhance its performance, or

— enable its functions to be integrated with those of other equipment

[SOURCE: IEC 60601-1:2005, 3.3]

3.4

accompanying documentation

materials accompanying a medical device and containing information for the user or those
accountable for the installation, use, maintenance, decommissioning and disposal of the
medical device, particularly regarding safe use

Note 1 to entry: The accompanying documentation can consist of the instructions for use, technical description,
installation manual, quick reference guide, etc.

Note 2 to entry: Accompanying documentation is not necessarily a written or printed document but could involve
auditory, visual, or tactile materials and multiple media types.

Note 3 to entry: Medical devices that can be used safely without instructions for use are exempted from having
instructions for use by some authorities with jurisdiction.

[SOURCE: IEC 62366-1:2015/AMD1:2020, 3.2]

10
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3.5
action level
threshold value beyond which action is taken

3.6

adaptive radiotherapy

radiotherapy that monitors patient anatomy or physiology and, based upon the monitored
information, allows changes to treatment parameters throughout the course of treatment

Note 1 to entry: Image guided radiotherapy (IGRT) is one form of adaptive radiotherapy.

[SOURCE: IEC 60601-2-1:2020, 201.3.201, modified - In Note 1 to entry, replacement of
"radiation therapy" with "radiotherapy".]

3.7

afterloading

automatically-controlled transfer of one or more sealed radioactive sources or X-ray sources
between a storage container or, in the case of X-ray sources, a reference position, and pre-
positioned source applicators for brachytherapy

[SOURCE: IEC 60601-2-17:2013, 201.3.201]

3.8

archive

removed data from its original storage location placed in a separate storage location from which
the data can be retrieved for subsequent use

3.9

brachytherapy

intracavitary, interstitial or superficial radiotherapy using one or more sealed radioactive
sources

[SOURCE: IEC TR 60788:2004, rm-42-52, modified - The original term "brachyradiotherapy"
was converted to "brachytherapy".]

3.10

brachytherapy source model

physical, geometric and radiation parameters required to plan a course of radiotherapy for a
particular brachytherapy radioactive source

3.1

commissioning

<radiotherapy treatment planning system> process of configuring and validating a radiotherapy
treatment planning system for clinical use by determining the operating characteristics and
limitations of the radiotherapy treatment planning system, collecting and installing facility
specific data, and, if necessary, instructing personnel

3.12

computed tomography

CT

reconstructive tomography in which recording and processing is effected by a computing system

[SOURCE: IEC TR 60788:2004, rm-41-20]
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3.13

cone beam computed tomography

CBCT

computed tomography performed using a cone beam of X-radiation

[SOURCE: IEC 60601-2-68:2025, 201.3.203]

3.14

CT scanner

X-ray equipment intended to generate cross-sectional images of the body by computer
reconstruction of X-ray transmission data obtained at different angles, which may include signal
analysis and display equipment, patient support, support parts and accessories

[SOURCE: IEC 60601-2-44:2009, 201.3.201, modified - Notes removed.]

3.15

data backup

process of copying data to enable the recovery of the original recording in the event that the
original recording is lost or damaged

[SOURCE: IEC 62676-1-1:2013, 3.1.36]

3.16
display
visual presentation of information

[SOURCE: IEC TR 60788:2004, rm-84-01]

3.17

dose monitor unit

in a dose monitoring system, arbitrary unit in which a quantity is displayed and from which
absorbed dose can be calculated

[SOURCE: IEC TR 60788:2004, rm-13-26]

3.18

electron beam applicator

device that, on its own or in combination with an interchangeable aperture, is a beam limiting
device for electron radiation beams

[SOURCE: IEC 60601-2-1:2020, 201.3.213]

3.19

equipment model

representation of physical, geometric, and radiation parameters for any particular equipment
required to plan a course of radiotherapy

3.20

equipment reference point

EPR

point in space used for referencing dimensions of equipment and performing dosimetry
measurements

Note 1 to entry: Typically the reference point is coincident with the isocentre. If the beam delivery equipment is not
isocentric, then the centre of the patient alignment systems may be used.

Note 2 to entry: The corresponding note to entry in the French text indicates that the abbreviation "ERP" stands for
"equipment reference point" in English.
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[SOURCE: IEC 60601-2-64:2014, 201.3.212]

3.21
export
electronic data transfer out of the system

3.22

external beam equipment

EBE

external radiation equipment utilizing electron accelerators, light ion beam medical electrical
equipment or radionuclide beam therapy equipment

[SOURCE: IEC 60601-2-68:2025, 201.3.208]

3.23
external monitoring device
device that can be connected to medical electrical equipment and monitors patient anatomy or

physiology
[SOURCE: IEC 60601-2-1:2020, 201.3.220]

3.24
gamma beam therapy equipment
radionuclide beam therapy equipment, in which the radionuclide is a gamma emitter

[SOURCE: IEC TR 60788:2004, rm-24-01, modified - The original term "radionuclide beam
therapy equipment" was replaced with "gamma beam therapy equipment".]

3.25
gantry
part of the medical electrical equipment supporting the radiation head

Note 1 to entry: The gantry is any mechanical device that supports the radiation head regardless of movement
limitations.

[SOURCE: IEC 60601-2-1:2020, 201.3.222]

3.26
hazard
potential source of harm

[SOURCE: IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and [EC 60601-
1:2005/AMD2:2020, 3.39]

3.27

image guided radiotherapy

IGRT

radiotherapy process by which the location of a radiotherapy beam relative to the intended
target volume within a patient’s anatomy is determined by imaging of the target volume and
surrounding anatomical structures at the time of treatment, so as to enable any necessary
positional corrections to the intended relative location of beam to target volume

Note 1 to entry: The time period of "at the time of treatment" is specified in the definitions of offline IGRT, online
IGRT and real-time IGRT.

[SOURCE: IEC 60601-2-68:2025, 201.3.211]
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