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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand Committee HE/3,
Medical Electrical Equipment as a Joint Standard.

This Standard is identical with and reproduced from IEC 61331-3:1998.
Other Standards issued in this series are:

ASINZS 4543.1:1999, Protective devices against diagnostic medical X-radiation, Part 1: Determination
of attenuation properties of materials; and

ASINZS 4543.2:1999, Protective devices against diagnostic medical X-radiation, Part 2: Protective
glass plates.

As this publication has been reproduced from an international Standard, the following modifications

apply:

(@) Its number does not appear on each page of text and its identity is shown on the cover and title
page.

(b) The words ‘this Australian/New Zealand Standard’ should replace the words ‘this part of
IEC 61331' wherever they appear.

(c) Substitute a full point for a comma where it appears as a decimal marker.

The references to international Standards should be replaced by references to the following Australian
or Joint Australian/New Zealand Standards:

Reference to International Standard Australian/New Zealand Standard

or other Publication

IEC ASINZS

60788 Medical radiology— Terminology —

61331 Protective devices against diagnostic 4543 Protective devices against diagnostic
medical X-radiation medical X-radiation

61331-1 Part 1: Determination of attenuation 4543.1 Part 1: Determination of attenuation
properties of materials properties of materials

The terms ‘normative’ and ‘informative’ have been used in this Standard to define the application of
the Annex to which they apply. A ‘normative’ Annex is an integral part of a Standard, whereas an
‘informative’ Annex is only for information and guidance.
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1
AUSTRALIAN/NEW ZEALAND STANDARD

PROTECTIVE DEVICES AGAINST DIAGNOSTIC MEDICAL X-RADIATION -

Part 3: Protective clothing and protective devices for gonads

1 Scope and object

1.1  Scope

This part of International Standard IEC 61331 applies to PROTECTIVE DEVICES such as
PROTECTIVE CLOTHING for the protection of persons against X-RADIATION up to 150 kV, during
RADIOLOGICAL examinations and interventional procedures.

NOTE — PROTECTIVE DEVICES are not intended by themselves to provide complete protection of persons, but are

used to reduce the dose to persons where other methods of protection against X-RADIATION are insufficient or not
applicable.

1.2 Object
This standard deals with:

— general requirements on the ACCOMPANYING DOCUMENTS, and on design and materials used;

— standard sizes, particular design features, minimum ATTENUATION properties of materials,
marking and standardized forms of statements of compliance with this standard.

It covers PROTECTIVE CLOTHING mainly for the protection of the OPERATOR, such as:

PROTECTIVE APRONS;

PROTECTIVE GLOVES;

PROTECTIVE MITTENS;
and PROTECTIVE DEVICES for gonads for the protection of the PATIENT, such as:

— PROTECTIVE GONAD APRONS;

— SCROTUM SHIELDS;

— OVARY SHIELDS;

— SHADOW SHIELDS.

The latter group of PROTECTIVE DEVICES is intended to be used during RADIOLOGICAL

examinations to minimize the effects of IRRADIATION on the reproductive organs particularly with
regard to genetic damage.

2 Normative references

The following normative documents contain provisions which, through reference in this text,
constitute provisions of this part of IEC 61331. At the time of publication, the editions indicated
were valid. All normative documents are subject to revision, and parties to agreements based
on this part of IEC 61331 are encouraged to investigate the possibility of applying the most
recent editions of the normative documents indicated below. Members of IEC and ISO maintain
registers of currently valid International Standards.

IEC 60788:1984, Medical radiology — Terminology
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3 Terminology

3.1 Degree of requirements

In this standard, certain terms which are not printed in SMALL CAPITALS have particular
meanings, as follows:

— ‘“shall" indicates a requirement that is mandatory for compliance;
-~ "should" indicates a strong recommendation that is not mandatory for compliance;
- "may" indicates a permitted manner of complying with a requirement or of avoiding

the need to comply;

- "specified" is used to indicate definitive information stated by the MANUFACTURER in
ACCOMPANYING DOCUMENTS or in other documentation relating to the equipment
under consideration, usually concerning its intended purpose, or the
parameters or conditions associated with its use or with testing to determine
compliance.

3.2 Use of terms

In this standard, terms printed in SMALL CAPITALS are used in accordance with their definitions
in IEC 60788, in this standard or in other IEC publications referenced in annex A.

NOTE - Attention is drawn to the fact that, in the case that the concept addressed is not strongly confined to the
definition given in one of the publications listed above, the corresponding term is printed in lower case letters.

An index of defined terms used in this standard is given in annex A.

3.3 Defined terms

For the purpose of this part of IEC 61331 the following additional definitions apply.

3.3.1

PROTECTIVE GONAD APRON

PROTECTIVE APRON worn by the PATIENT to protect the region of the gonads as an alternative to
the use of a SCROTUM SHIELD or an OVARY SHIELD; see rm-64-05 of IEC 60788

3.3.2

SHADOW SHIELD

PROTECTIVE DEVICE to intercept the RADIATION BEAM in the areas of the gonads, to be used when
a SCROTUM SHIELD and an OVARY SHIELD cannot be used

3.3.3
PROTECTIVE MITTEN

PROTECTIVE GLOVE with open palm and separated thumb used where full perception of touch is
essential

4 General

4.1 ACCOMPANYING DOCUMENTS

PROTECTIVE DEVICES shall not be provided without ACCOMPANYING DOCUMENTS.

The ACCOMPANYING DOCUMENTS shall contain information on the following:

a) identity of the items of PROTECTIVE DEVICE(S) to which they apply, by referencMm@nts
individual items, as appropriate; _
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