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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand Committee
HE-003, Medical Electrical Equipment, to supersede AS/NZS 3200.2.29:2000, Medical electrical
equipment, Part 2.29:  Particular  requirements  for  safety—Radiotherapy  simulators
(IEC 60601-2-29:1999, MOD)

The objective of this Standard is to establish particular basic safety and essential performance
requirements for radiotherapy simulators.

The requirements of this Standard supplement the general requirements specifed in
AS/NZS IEC 60601.1. This Standard is intended to be read in conjuncticn with
AS/NZS 1EC 60601.1:2015.

This Standard is identical with, and has been reproduced from IEC 60601-2-2¢ Ea.2) (2008),
Medical electrical equipment, Part 2-29: Particular requirements for the basic safety .nd essential
performance of radiotherapy simulators.

As this Standard is reproduced from an International Standard, the following applies:

(a) In the source text ‘this International Standard’ should read: ‘tin.. Australian/New Zealand
Standard’.

(b) A full point substitutes for a comma when referring to a devin al marker.

None of the normative references in the source documen’ have been adopted as Australian or
Australian/New Zealand Standards.

The term ‘informative’ has been used in this Standard ‘s dcfine the application of the annex to which
it applies. An ‘informative’ annex is only for informat.on ¢ nd guidance.
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IEC FOREWORD

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard, 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 CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD 7R ;S
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term
— “clause” means one of the seventeen numbered divisions within the«tab'e of contents,
inclusive of all subdivisions (e.g. Clause 7 includes subclauses 7.1, 7. etc.,:

— “subclause” means a numbered subdivision of a clause (e.g. 7.1, 72 and 7.2.1 are all
subclauses of Clause 7).

References to clauses within this standard are preceded by *he term “Clause” followed by the
clause number. References to subclauses within this partict!lar standard are by number only.

In this standard, the conjunctive “or” is used as an nclusive or” so a statement is true if any
combination of the conditions is true.

The verbal forms used in this standard conform to usage described in Annex H of the ISO/IEC
Directives, Part 2. For the purposes of this s*andard, the auxiliary verb:

“shall” means that compliance with" = 12quirement or a test is mandatory for compliance
with this standard;

— “should” means that compliaace with a requirement or a test is recommended but is not
mandatory for compliance««itt this standard;

— “may” is used to descriyz a permissible way to achieve compliance with a requirement or
test.

An asterisk (*) as thu first character of a title or at the beginning of a paragraph or table title
indicates that t~=re is ¢ !idance or rationale related to that item in Annex A.


https://www.stdhive.com/standards/asnzs-iec-606012292015-pdf/

AS/NZS IEC 60601.2.29:2015 5

INTRODUCTION

This particular standard establishes requirements to be complied with by MANUFACTURERS in
the design and construction of RADIOTHERAPY SIMULATORS; it does not attempt to define their
optimum performance requirements. Its purpose is to identify those features of design that are
regarded, at the present time, as essential for the safe operation of such ME EQUIPMENT. It
places limits on the degradation of ME EQUIPMENT performance beyond which it can be
presumed that a fault condition exists, for example a component failure, and where an
INTERLOCK then operates to prevent continued operation of the ME EQUIPMENT.
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AUSTRALIAN/NEW ZEALAND STANDARD

Medical electrical equipment

Part 2.29:
Particular requirements for the basic safety and essential performance of
radiotherapy simulators

201.1 Scope, object and related standards

Clause 1 of the general standard?) applies, except as follows:

201.1.1 Scope

Replacement:

This International Standard applies to the BASIC SAFETY and ESSENTIAL °Eki" RMANCE of
RADIOTHERAPY SIMULATORS, hereafter referred to as ME EQUIPMENT.

If a clause or subclause is specifically intended to be applicable to M. EQJIPMENT only, or to
ME SYSTEMS only, the title and content of that clause or subclause will say so. If that is not the
case, the clause or subclause applies both to ME EQUIPMENT ana tc ME SYSTEMS, as relevant.

HAzARDS inherent in the intended physiological function ¢ M: EQUIPMENT or ME SYSTEMS
within the scope of this standard are not covered by snhecific requirements in this standard
exceptin 7.2.13 and 8.4.1 of the general standard.

NOTE See also 4.2 of the general standard.
201.1.2 Object

Replacement:

The object of this particular standerd .= to establish particular BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements for RA2!'C THERAPY SIMULATORS [as defined in 201.3.204].

201.1.3 *Collateral stardaruz

Addition:

This particular scar.dard refers to those applicable collateral standards that are listed in
Clause 2 of th~ guneral standard and Clause 2 of this particular standard.

The followii g collateral standard does not apply:
— 2C f060'-1-10.
201...4 Particular standards

Fleplacement:

In the IEC 60601 series, particular standards may modify, replace or delete requirements
contained in the general standard and collateral standards as appropriate for the particular

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