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European foreword

The text of document 62C/945/FDIS, future edition 1 of IEC 63322, prepared by SC 62C "Equipment
for radiotherapy, nuclear medicine and radiation dosimetry" of IEC/TC 62 "Medical equipment,
software, and systems" was submitted to the IEC-CENELEC parallel vote and approved by CENELEC
as EN IEC 63322:2025.

The following dates are fixed:

» latest date by which the document has to be implemented at national (dop) 2026-09-30
level by publication of an identical national standard or by endorsement

+ latest date by which the national standards conflicting with the (dow) 2028-09-30
document have to be withdrawn

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CENELEC shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national committee. A
complete listing of these bodies can be found on the CENELEC website.

Endorsement notice

The text of the International Standard IEC 63322:2025 was approved by CENELEC as a European
Standard without any modification.

In the official version, for Bibliography, the following notes have to be added for the standard indicated:

IEC 60601-2-11:2013 NOTE Approved as EN 60601-2-11:2015 (not modified)

IEC 60601-2-17:2013 NOTE Approved as EN 60601-2-17:2015 (not modified)

ISO/IEC 17025 NOTE Approved as EN ISO/IEC 17025

ISO 14971:2019 NOTE Approved as EN ISO 14971:2019 (not modified) + A11:2021
ISO/TR 24971:2020 NOTE Approved as CEN ISO/TR 24971:2020 (not modified)

IEC 62366-1:2015 NOTE Approved as EN 62366-1:2015 (not modified)

IEC 62052-31:2024 NOTE Approved as EN IEC 62052-31:2024 (not modified)

IEC 61675-2:2015 NOTE Approved as EN 61675-2:2015 (not modified)

IEC 62598:2011 NOTE Approved as EN 62598:2013 (not modified)
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ISO/IEC 80079-34:2018 NOTE Approved as EN ISO/IEC 80079-34:2020 (not modified)
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constitutes requirements of this document. For dated references, only the edition cited applies. For
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NOTE 1 Where an International Publication has been modified by common maodifications, indicated by (mod),
the relevant EN/HD applies.

NOTE 2 Up-to-date information on the latest versions of the European Standards listed in this annex is available
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Publication Year Title EN/HD Year

IEC 60601-1 2005 Medical electrical equipment - Part 1: EN 60601-1 2006
General requirements for basic safety and
essential performance
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+ A1 2012 + A1 2013
- - +A12 2014
+A2 2020 + A2 2021
- - +A13 2024
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INTERNATIONAL ELECTROTECHNICAL COMMISSION

Security of ME equipment containing high-activity
sealed radioactive sources

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.

IEC 63322 has been prepared by subcommittee SC 62C: Equipment for radiotherapy, nuclear
medicine and radiation dosimetry, of IEC technical committee TC 62: Medical equipment,
software, and systems. It is an International Standard.

The text of this International Standard is based on the following documents:

Draft Report on voting

62C/945/FDIS 62C/950/RVD

Full information on the voting for its approval 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.
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In this document, the following print types are used:

— requirements and definitions: roman type;
— test specifications: italic type;

— informative material appearing outside of tables, such as notes, examples and references: in smaller type.
Normative text of tables is also in a smaller type;

— TERMS DEFINED IN IN THIS DOCUMENT OR AS NOTED: SMALL CAPITALS.

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

e reconfirmed,
e withdrawn, or

e revised.
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INTRODUCTION

Two new international treaties were entered into force in the early 21st century, namely the
International Convention on the Suppression of Acts of Nuclear Terrorism (2007) [1]! and the
Amendment to the Convention on the Physical Protection of Nuclear Material (2016) [2].
International treaties contain obligations to be implemented by each State Party, i.e.,
commitments to make every effort to prevent unlawful access to radioactive materials, such as
SEALED RADIOACTIVE SOURCES. While the international treaties are binding to the State Parties,
they do not contain requirements that are directly applicable or useful for the different target
groups of this document, the MANUFACTURERS of ME EQUIPMENT and the RESPONSIBLE
ORGANIZATION as the equipment user. This document provides requirements on how to secure
ME EQUIPMENT in order to protect against unauthorized access of the SEALED RADIOACTIVE
SOURCES contained and on SECURITY ARRANGEMENTS in the location in which the ME EQUIPMENT
is used or stored. These requirements are consistent with the intentions and goals of the
international treaties.

Aware of the need and the urgency for a standard that aims at protecting ME EQUIPMENT
containing high-activity SEALED RADIOACTIVE SOURCES from unauthorized access, 20
participating members of the National Committees voted in February 2020 in favor of
establishing a security standard to address this risk.

This document complements safety standards for ME EQUIPMENT containing high-activity SEALED
RADIOACTIVE SOURCES, for example [3] and [4], by addressing security, and therefore deviates
somewhat from the structure established by IEC 60601-1 for standards that are defined as
safety standards only. This document does not in any way impact on the implementation of, or
adherence to, the requirements of IEC 60601-1 regarding BASIC SAFETY and ESSENTIAL
PERFORMANCE.

The MANUFACTURER and the RESPONSIBLE ORGANIZATION both have responsibilities for the secure
use of ME EQUIPMENT containing high-activity SEALED RADIOACTIVE SOURCES. This document
establishes security requirements for the two entities based on an assumption of the threat.
The requirements are strictly separated in different clauses for the MANUFACTURER and the
RESPONSIBLE ORGANIZATION to facilitate certification. The appropriate national regulators and
other competent organizations will provide additional input regarding the threat level and in
response to a security event. The MANUFACTURER of ME EQUIPMENT containing high-activity
SEALED RADIOACTIVE SOURCES will have responsibility for the requirements that relate to the ME
EQUIPMENT itself, such as the equipment's design, the use of materials and components, and
other measures that will increase the equipment's physical resistance against attempts to
remove the SEALED RADIOACTIVE SOURCES unlawfully, including devices that provide a warning
in case of such an attempt.

The RESPONSIBLE ORGANIZATION will have responsibility for the security requirements that relate
to the location where the equipment is used or stored, that the staff is well informed and that
there are actions planned in case there is a security event. The implementation of a SECURITY
CULTURE [5] supported by the leadership of the RESPONSIBLE ORGANIZATION will be both
necessary and important to maintain effectiveness of the security system.

The compliance with the requirements of this document will be objectively tested by an
accredited test house. A certificate will communicate compliance with this document and help
to build trust among the users and with patients and the public. The overall impact of all
measures taken by the MANUFACTURER and by the RESPONSIBLE ORGANIZATION will contribute to
reducing the risk that perpetrators can succeed in attempts to illegally access and remove the
SEALED RADIOACTIVE SOURCES from the ME EQUIPMENT.

1 Numbers in square brackets refer to the Bibliography
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The methodology, including the numerical parameters, expressed in EN 1143-1:2019 is used
to quantify the required physical resistance of SECURED ME EQUIPMENT against unauthorized
removal of the SEALED RADIOACTIVE SOURCES.


https://standards.iteh.ai/catalog/standards/sist/f8a3b301-a112-45ac-975d-a2806db28351/sist-en-iec-63322-2025
https://standards.iteh.ai/catalog/standards/sist/f8a3b301-a112-45ac-975d-a2806db28351/sist-en-iec-63322-2025

IEC 63322:2025 © IEC 2025

1 Scope

This document establishes security requirements of ME EQUIPMENT using high-activity SEALED
RADIOACTIVE SOURCES, directly or indirectly, for medical treatment and other clinical procedures.
ME EQUIPMENT containing SEALED RADIOACTIVE SOURCES that are defined as Category 1, 2 and 3
RADIOACTIVE SOURCES by IAEA [6] are subject to this document.

The object of this document is to specify requirements for the security of ME EQUIPMENT
containing high-activity SEALED RADIOACTIVE SOURCES with the aim to minimize the risk of
unauthorized access to the contained SEALED RADIOACTIVE SOURCES, and to serve as the basis
for other standards. This document contains requirements for the MANUFACTURER of the ME
EQUIPMENT and, separately, for the RESPONSIBLE ORGANIZATION regarding security at the location
during use and storage.

The requirements of this document apply when the SEALED RADIOACTIVE SOURCES are contained
in the ME EQUIPMENT, i.e. from the time when the SEALED RADIOACTIVE SOURCES are inserted into
the ME EQUIPMENT, during the INTENDED USE and when the ME EQUIPMENT is not being used for
its INTENDED USE or taken out of regular use, until the equipment is being decommissioned, i.e.
until all SEALED RADIOACTIVE SOURCES are permanently removed from the equipment.

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.

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

IEC 60601-1:2005/AMD1:2012

IEC 60601-1:2005/AMD1:2020

EN 1143-1:2019, Secure storage units — Requirements, classification and methods of test for
resistance to burglary — Part 1: Safes, ATM safes, strongroom doors and strongrooms

EN 1300:2023, Secure storage units — Classification for high security locks according to their
resistance to unauthorized opening

EN 1627:2021, Pedestrian doorsets, windows, curtain walling, grilles and shutters - Burglar
resistance - Requirements and classification

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

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

e |EC Electropedia: available at https://www.electropedia.org/

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

NOTE The Nuclear safety and security glossary from the International atomic energy agency can also be used.
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