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National foreword

This British Standard is the official English language version of
EN 62274:2005. It is identical with TEC 62274:2005.

The UK participation in its preparation was entrusted by Technical Committee
CH/62, Electromedical equipment in medical practice, to Subcommittee
CH/62/3, Equipment for radiotherapy, nuclear medicine and radiation
dosimetry, which has the responsibility to:

— aid enquirers to understand the text;

—  present to the responsible international/European committee any
enquiries on the interpretation, or proposals for change, and keep UK
interests informed,;

— monitor related international and European developments and
promulgate them in the UK.

A list of organizations represented on this subcommittee can be obtained on
request to its secretary.

Cross-references

The British Standards which implement international or European
publications referred to in this document may be found in the BSI Catalogue
under the section entitled “International Standards Correspondence Index”, or
by using the “Search” facility of the BSI Electronic Catalogue or of British
Standards Online.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, the EN title page,
pages 2 to 18, an inside back cover and a back cover.

The BSI copyright notice displayed in this document indicates when the
document was last issued.

Amendments issued since publication

Amd. No. Date Comments
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This European Standard was approved by CENELEC on 2005-06-01. CENELEC members are bound to
comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration.

Up-to-date lists and bibliographical references concerning such national standards may be obtained on
application to the Central Secretariat or to any CENELEC member.

This European Standard exists in three official versions (English, French, German). A version in any other
language made by translation under the responsibility of a CENELEC member into its own language and
notified to the Central Secretariat has the same status as the official versions.
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Foreword

The text of document 62C/381/FDIS, future edition 1 of , prepared by SC 62C "Equipment
for radiotherapy, nuclear medicine and radiation dosimetry" des IEC TC 62 "Electrical equipment in
medical practice", was submitted to the IEC-CENELEC parallel vote and was approved by CENELEC
as on 2005-06-01.

The following dates were fixed:

— latest date by which the EN has to be implemented
at national level by publication of an identical
national standard or by endorsement (dop) 2006-03-01

— latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2008-06-01

In this standard, the following print types are used:
- requirements proper: roman type;

- test specifications: italic type;

- notes and explanatory matter: small roman type;

- TERMS USED THROUGHOUT THIS PARTICULAR STANDARD THAT ARE DEFINED IN CLAUSE 3, OR IN OTHER
STANDARDS: SMALL CAPITALS.

Annex ZA has been added by CENELEC.

Endorsement notice

The text of the International Standard IEC 62274:2005 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 standards indicated:

EC 60601-1-6 NOTE  Harmonized as EN 60601-1-6:2004 (not modified).

EC 60601-2-11 NOTE  Harmonized as EN 60601-2-11:1997 (not modified).

EC 60601-2-1 NOTE  Harmonized as EN 60601-2-17:2004 (not modified).
EC 6208 NOTE  Harmonized as EN 62083:2001) (not modified).
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INTRODUCTION

A RADIOTHERAPY RECORD AND VERIFY SYSTEM (RVS) is a PEMS (PROGRAMMABLE ELECTRICAL
MEDICAL SYSTEM) or a subsystem that is used to help prevent erroneous set-up of a medical
ELECTRON ACCELERATOR, GAMMA BEAM THERAPY EQUIPMENT, or other RADIOTHERAPY TREATMENT
machine and to record all TREATMENT sessions. This is accomplished through verification of
the set-up and preventing machine operation if the set-up does not match predetermined
settings. Inaccuracies in the data or errors in the record and verify process may represent
SAFETY HAZARDS to PATIENTS. This standard defines requirements to be complied with by
MANUFACTURERS in the design and construction of an RvsS in order to provide protection
against the occurrence of such hazards.
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MEDICAL ELECTRICAL EQUIPMENT -
SAFETY OF RADIOTHERAPY RECORD
AND VERIFY SYSTEMS

1 Scope and object

1.1 Scope

This International Standard applies to the design and manufacture and some installation
aspects of a RECORD AND VERIFY SYSTEM (RVS) for use in RADIOTHERAPY in human medical
practice that

a) provides, defines, or displays treatment machine set up data; imports data either through
input by the OPERATOR or directly from other devices,

b) may control the ability of that equipment to operate;

c) records data of all TREATMENT sessions; and

d) is intended to be:

1) for NORMAL USE, under the authority of appropriately licensed or QUALIFIED PERSONS, by
OPERATORS having the required skills and training;

2) maintained in accordance with the recommendations given in the INSTRUCTIONS FOR
USE; and

3) used within the environmental and electrical supply conditions specified in the
technical description.

This standard does not address dynamic beam deliveries.

NOTE This may be addressed in a future version of this standard.

It does, however, address certain specific aspects of the connection of the RVS to a network
or to other radiotherapy equipment, and the communication protocol to be used.

1.2 Object

This standard applies to any RVS and establishes the requirements for features, associated
documentation, and testing of the software. Requirements for SAFETY of hardware are not
included in this standard, as these vary with the nature of the hardware (see 1.3.1 and
Annex A concerning hardware requirements).

An RVS developed by a USER exclusively for the USER’S own use is not within the scope of this
standard, but it is highly recommended that the principles of this standard be applied in its
creation and use. If this technology is provided to another USER under conditions in which the
developers do not directly control its use, and is represented as being suitable for use, then
the developers assume the role of MANUFACTURER and this standard applies.
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