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Background

1

In July 1998, the Australian Health Ministers’ Conference endorsed the McNulty
Report!, which provided broad recommendations on a new ‘model’ radiation protection
regulatory framework for Australia. As the report did not address legislative or
administrative means for achieving national uniformity, Ministers asked that a panel,
comprising representatives from the States, Territories and the Commonwealth, be
formed to progress national uniformity. The National Uniformity Implementation
Panel (Radiation Control) [NUIP(RC)] was formed in 1998, and subsequently became a
working group of ARPANSA’s Radiation Health Committee (RHC).

The NUIP(RC) found that national uniformity can be achieved with either template,
mirror or complementary legislation but this would require jurisdictions to overhaul
their existing legislative frameworks. National uniformity could also be progressed
through non-legislative options, such as national standards and mutual recognition,
which could facilitate uniformity without substantial legislative changes.

Two jurisdictions opposed the use of legislative methods for achieving national
uniformity. Some other jurisdictions expressed reservations about the value of national
legislation in radiation protection. As such, the NUIP(RC) recommended a non-
legislative approach for the short to medium term and proposed the development of a
national guidance document, the National Directory for Radiation Protection (the
Directory) that could detail agreed principles, policies and practices for radiation
protection and the safety of radioactive sources.

The Directory was envisaged by the NUIP(RC) to be a ‘dynamic’ document that would
change over time as jurisdictions reached new agreements. All jurisdictions agreed to
use the Directory to make changes to existing legislative frameworks to achieve a
higher degree of national uniformity.

National Directory for Radiation Protection

5

The proposal for the Directory and a process for issues resolution received Ministerial
approval at the Australian Health Ministers’ Conference on 4 August 1999. Ministers
affirmed the following approach:

(@  The development of a national guidance document called the National Directory for Radiation
Protection to provide an overall agreed framework for ionizing and non-ionizing radiation safety,
together with clear regulatory statements that can be adopted within existing Commonwealth and
State/Territory legislative frameworks.

(b)  The development and amendment of the Directory is to be managed by the RHC, with decisions
on the contents of the Directory to be taken by the RHC via the approved process for issue
resolution by a majority vote of 10 out of the 13 RHC members following full consultation with
relevant stakeholders, including advisory councils in the jurisdictions.

(c)  Final changes to the directory are to be approved by Australian Health Ministers’ Conference,
upon which, the provisions of the Directory and the regulatory elements of the Directory shall be
adopted in each jurisdiction as soon as possible, using existing Commonwealth/State/Territory
regulatory frameworks.

(d)  Other agencies with a legislated responsibility for aspects of radiation safety (for example, mines,
occupational health and safety and transport agencies in many jurisdictions), are to be actively
involved in measures to progress national uniformity, including the development of the Directory.

! Guidance for the Development of a Uniform National Framework for Radiation Protection, by Dr J McNulty,
(“The McNulty Report™) October 1997
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(e)  The adoption of uniform national regulatory controls (for example, through mirror legislation)
will be considered further following the completion of the initial draft of the National Directory,
and in light of the recommendations of the planned national competition policy review of
radiation protection.?

National Competition Policy Review of Radiation Protection Legislation

6  All jurisdictions, except Queensland® participated in the review, which commenced on
8 August 2000. ARPANSA coordinated the review. On 30 May 2002, the Australian
Health Ministers” Advisory Council (AHMAC) approved the recommendations and an
Implementation Plan.  The AHMC endorsed the recommendations and the
Implementation Plan out-of-session in September 2002. Subsequently, all jurisdictions
endorsed the report. The Office of Regulation Review accepted the analysis of the final
report of the NCP Review as meeting COAG’s regulatory impact statement
requirements, commensurate with the likely impacts of the review’s recommendations.
The recommendations, several of which are relevant to the Directory, are as follows:

(1)  Jurisdictions are to ensure that the objectives of their radiation protection legislation include the
goal of protecting the health and safety of people and the environment from the harmful effects of
ionising and non-ionising radiation.

(2)  Jurisdictions are to identify duplication and discrepancies between radiation protection legislation
and other related legislation, standards or codes of practice and take action to minimise the
duplication and discrepancies consistent with national uniformity policies.

(3)  Jurisdictions are to include nationally consistent provisions in radiation protection legislation to
protect people from the harmful effects of non-ionising radiation.

(4)  Jurisdictions are to retain the regulatory approach to achieve radiation protection objectives.

(5)  Jurisdictions are to consider using performance-based approaches where appropriate (that is,
description of outcomes rather than the prescription of required action) based on risk management
principles and all applicable quality and process standards. This is to be done in a nationally
uniform manner within the framework of the National Directory for Radiation Protection.

(6)  Jurisdictions are to incorporate risk management principles in the National Directory for
Radiation Protection.

(7)  Jurisdictions are to develop a uniform set of protocols on functions that can be outsourced to
third-party service providers and establish national accreditation processes and guidelines for such
providers. This could be done as part of the National Directory for Radiation Protection.

(8)  Jurisdictions are to legislate to review their radiation protection legislation at intervals of no more
than 10 years.

(9)  Jurisdictions are to participate fully and unconditionally in the formulation and implementation of
the National Directory for Radiation Protection and conduct a review of its effectiveness and
efficiency within three years of its commencement.

(10) The National Directory for Radiation Protection should take account of all existing standards,
including those produced by ARPANSA, the National Health and Medical Research Council, the
National Occupational Health & Safety Commission and Standards Australia.

(11) Standards and codes of practice that will be adopted in the National Directory for Radiation
Protection are to be, as far as practicable, consistent with relevant recommendations of
international organisations and international standards.

2 The Final Report of the National Competition Policy Review of Radiation Protection Legislation (May 2001)
recommended the continued development of the National Directory to achieve national uniformity in radiation
protection frameworks across jurisdiction. Many other recommendations of the Review involve the use of the
National Directory.

® Queensland did not participate as it had completed a similar review for its regulations in 1999
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(12) The current systems of licensing and registration of operators, radiation equipment and radioactive
substances are to be retained.

(13) Jurisdictions are to review the need to license dentists as part of the development of the National
Directory for Radiation Protection.

(14) Jurisdictions are to retain the current prescriptive approach in their legislation, while making
efforts to move towards a performance-based approach as required under Recommendation 5.

(15) Jurisdictions are to take into account the needs of rural, remote and Aboriginal and Torres Strait
Islander communities when formulating radiation protection policies.

(16) Jurisdictions are to remove any provision that restricts any licensee, holder of an exemption or
registration from referring to that fact in any advertising or promotional material.

(17) Jurisdictions are to incorporate an administrative protocol in the National Directory for Radiation
Protection for the application of mutual recognition principles to the grant of licences and
registrations to inter-State/Territory applicants.

(18) Jurisdictions should recover the cost of their regulatory oversight from licensing and registration
fees except for activities of the regulatory authorities that are of a public good nature.

(19) Jurisdictions should agree on a nationally uniform system of classification for radiation incidents,
accidents or emergencies and develop a cost-effective national system to collect and collate
information and publish a national register for radiation incidents.

Statement of the Problem

7

The lack of national uniformity in radiation protection legislation adversely impacts on
the effectiveness and efficiency of the administration of radiation protection legislation
among jurisdictions. In particular, the lack of national uniformity in licensing,
registration or exemption provisions for radioactive sources, radiation equipment and
apparatus and occupational groups poses difficulties for users who have to comply with
different requirements when operating across jurisdictions or when relocating from one
jurisdiction to another. This could be expected to result in higher costs being passed on
to those businesses which are the end users, and at the end of the day, to the
community.

Some parts of the regulatory frameworks in individual jurisdictions in Australia are also
out of step with the most up-to-date international guidelines aimed at protecting the
health and safety of workers, the public and the environment.

Objective

9

To provide nationally uniform requirements in a cost effective manner for the
protection of people and the environment against the harmful effects of ionizing and
non-ionizing radiation.

Options

10

This regulatory impact statement will only examine the proposed contents of edition 1
of the Directory, with a view to examining its benefits and cost or other impacts on
regulators, businesses and the community, and demonstrating that its benefits exceed its
costs. The RIS does not consider other options for achieving uniformity, which had
already been examined when the Ministers approved the development of the National
Directory in August 1999.
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Impact Analysis
Affected Parties

11  The main affected stakeholder groups are:

(@)
(b)

(©)

(d)

Regulatory agencies in each State and Territory and the Commonwealth.

People who make direct use of radiation in their employment (about 45,000) such as licensees and
holders of registration for radioactive sources, radiation equipment and apparatus. The main
categories of people who are licensed are radiologists, radiation oncologists, nuclear medicine
specialists, general practitioners, chiropractors, dermatologists, dentists, dental therapists and
hygienists, equipment testers and service technicians, veterinary surgeons, industrial
radiographers, cardiologists, borehole loggers, moisture/density gauge operators and researchers.

People who do not directly use radioactive sources, radiation equipment or apparatus but who
could be affected by the operation of such equipment in their workplace (about 100,000). The
majority of these people are health workers.* Other occupational categories which use radiation
sources in their work, include people whose work is related to the following:

- instruments for process control in the mining industry, steel and paper mills and cement
factories;

- radiographing structures in the non-destructive testing industry (industrial radiography);

- the search for minerals;

- the mining and milling of radioactive ores;

- the measurement of soil density and moisture control;

- consumer products (for example, smoke detectors and thoriated gas mantles); and

- scientific research and teaching.

The holders of registrations® for a wide variety of medical and industrial equipment and material.
These include all kinds of X-ray equipment, gauges, fluoroscopy equipment, lasers, diagnostic
and therapeutic nuclear medicine, mineral analysers, chiropractic radiography equipment and
gamma radiography sources. The following table® provides the total number of licences and
registrations’ issued by the various jurisdictions:

Jurisdiction Total numbgr of _Iicences and

registrations
Queensland 24535
New South Wales 17848
Victoria 10754
South Australia 6080
Western Australia 4093
Tasmania 1395
Australian Capital Territory 681

* Implementing National Uniformity of Radiation Protection Frameworks: A Background Paper prepared for the
22 April 1999 Australian Health Ministers Advisory Council and the 4 August 1999 Australian Health Ministers
Conference by the National Uniformity Implementation Panel (Radiation Control) of the Radiation Health
Committee formed under the ARPANS Act 1998, p. 3

> The holder of a registration is often the owner of the apparatus, or the person responsible for its management.
This is distinct from the operators listed in (b), although in small practices the holder of the registration may also
be an operator and hold a licence for this purpose as well as the registration.

® Source: National Competition Policy Review of Radiation Protection Legislation — Final Report, ARPANSA,
May 2001, p.14, with figures from Queensland added.

" Includes operator licences, equipment and substance registrations, management licences and registration of

premises.
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(€)

Northern Territory 478
Commonwealth 313
Total 66177

The public who may live or work in the vicinity of radiation installations, or be exposed to
radiation as patients in medical procedures.

Structure of the Directory and Relevance to Impact Analysis

12

13

The Directory is structured in three main parts, followed by Schedules and Annexes.

Part A of the Directory sets out the General Principles that all jurisdictions should
follow in establishing or modifying their regulatory frameworks. It is largely
derived from international guidance, however there are some areas where regulatory
impacts may occur and these have been analysed.

Part B of the Directory sets out the uniform regulatory elements that all jurisdictions
will adopt under the 1999 agreement by Health Ministers. This is the main area of
the Directory where regulatory impacts could occur in some jurisdictions, and is the
main area subject to analysis in this regulatory impact statement.

Part C of the Directory sets out guidance for best practice. This material will assist
regulators in adopting consistent approaches to radiation protection issues, but does
not include regulatory material for adoption by jurisdictions, and therefore has no
regulatory impact. This Part is not considered further in this regulatory impact
statement.

Schedules to the Directory provide detailed material that supports the uniform
regulatory elements in Part B of the Directory, and is therefore also for adoption by
jurisdictions within their regulatory frameworks.

Annexes to the Directory provide additional material explaining the background to
the provisions of the Directory. Annexes do not include regulatory material and are
not considered further in this regulatory impact statement.

Edition 1 of the Directory deals with many of the 19 recommendations of the NCP
Review of Radiation Protection Legislation. These 19 recommendations were distilled

into 12 projects for implementation.

Four of these projects were for individual

jurisdictions to deal with, while 8 were national projects relevant to uniformity. Of
these 8 projects, Edition 1 of the Directory implements the recommendations as
outlined in the following table:

Project

Details

Progress and status with respect to
Edition 1 of Directory

Fractionation

Dealing with duplication and discrepancies
between radiation protection legislation
and other industry specific legislation
within a jurisdiction (eg, radiation safety,
mining, occupational health & safety).

Report from NUIP(RC) expected in March
2004, for consideration in later editions of
the Directory.

Regulatory Styles

Consideration ~ of  performance-based
versus prescriptive approaches.

Consultant’s Report received in early
2004, for consideration in later editions of
the Directory.

January 2005
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Third-party certification

consistent
certification

Developing a
approach to
systems.

nationally
third-party

Consultant’s report due in early 2004, for
consideration in later editions of the
Directory.

National Uniformity

Implementation of the National Directory.

Will be completed with promulgation of
Edition 1.

Occupational licensing

Review of provisions for licensing
occupational groups using radiation.

Several groups are included in Edition 1 of
the Directory and further work will be
undertaken by NUIP(RC) for later editions
of the Directory.

Regional communities

Establishing principles to ensure policies
address the needs of rural, remote and

Provisions in edition 1 of the Directory
address radiology services in rural and

Aboriginal and Torres Strait Islander | remote areas. A report from NUIP(RC) is
communities. expected in March 2004, to develop this
issue further in later editions of the
Directory.
Trans-boundary Issues Examining overlap between jurisdictions, | Edition 1 addresses this matter by

and mutual recognition issues.

establishing competencies and criteria for
uniform  application. This  will be
developed further in later editions of the
Directory, following an NUIP(RC) report
in 2004,

National Incident Register

Developing a national system for incident

A system for incident reporting is included

reporting for radiation incidents. in Edition 1 of the Directory.

14

As the Directory will be a dynamic document, updated regularly as new agreements are
reached between jurisdictions, Edition 1 is not fully comprehensive. Throughout
Edition 1 there are notes in italics, which indicate the further work to be undertaken and
included in later editions of the Directory. It is recognised that the full benefits of
uniformity will not accrue until all of the areas where there is a lack of uniformity of
some substance have been addressed. In particular, a range of Codes and Standards
will be incorporated in future editions as they are published, criteria for licensing for
additional occupational groups, criteria for registration, security provisions for
radioactive sources, provisions on accreditation of third party service providers, and
additional guidance for best practice will be added. Each new edition of the Directory
will be subject to regulatory impact assessment.

Impacts of requirements in Part A of the Directory

Objectives of radiation protection legislation

15

Section 2.1 requires every jurisdiction to ensure that the objectives of radiation
protection legislation aim to achieve the “protection of the health and safety of people
and the environment from the harmful effects of ionizing and non-ionizing radiation”.
Having a consistent objective across jurisdictions ensures that jurisdictions’ efforts to
promote uniformity in their legislative frameworks are not thwarted by the inability to
cover a particular area. The comprehensiveness of an objective statement is important
as other provisions in legislation and policy options for radiation safety administration
will be judged against the objectives of the legislation. This requirement does not
impose any compliance cost on industry and businesses, but does impose the cost of a

January 2005
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16

minor change to legislation in a few jurisdictions. It also implements Recommendation
1 of the final report of the NCP review of radiation protection legislation, which has
been agreed to by jurisdictions and endorsed by the AHMC.

While having a broad objective of this type allows the implementation of further policy
options and regulation not currently contemplated in some jurisdictions, all proposals
for further regulation via the Directory would be accompanied by cost/benefit analysis
demonstrating that its benefits outweigh its costs.

Principles for regulatory frameworks

17

The principles that underpin radiation safety requirements in the radiation protection
legislation of all Australian jurisdictions are stated in section 2.2. These principles are
established in international recommendations and guidelines adopted by authoritative
bodies such as the International Commission on Radiological Protection (ICRP) and
International Atomic Energy Agency (IAEA). The statement of these principles at the
outset in the Directory ensures that these requirements are formalised in the Directory
in order to underpin the regulatory framework in every jurisdiction. The principles do
not add anything new, although there is an increased emphasis on the security of
radioactive sources, arising from international efforts to reduce the risk of terrorists
obtaining radioactive material. These principles are put into effect and impacts
analysed in other areas of the Directory.

Powers and functions conferred by legislation

18

19

Section 2.3 requires jurisdictions to ensure that legislation establishes an “effectively
independent” regulatory authority accountable to a Minister of the Crown and through
that Minister to Parliament. This raises the question of the need for a regulatory
approach to radiation protection. The NCP review considered radiation risks and
potential or actual market failure in the context of the objectives of the legislation to
protect the health and safety of people and the environment, information asymmetry
problems, and Australia’s international obligations and concluded that there are net
benefits from retaining a regulatory approach to radiation protection®.  Under
Recommendation 4 of the NCP review report jurisdictions are to retain the regulatory
approach to achieve radiation protection objectives. This recommendation has been
agreed to by jurisdictions and has been endorsed by the AHMC.

“Effectively independent” is derived from international specifications for regulatory
authorities® and means that the regulator should have independence from
“...organisations or bodies charged with the promotion of nuclear technologies or
responsible for facilities or activities. This is so that regulatory judgements can be
made, and enforcement actions taken, without pressure from interests that may conflict
with safety.” In Australia’s case all of the radiation protection regulators are within
Health portfolio structures or Environment Protection Authorities, so there would be no
need to establish separate bureaucracies, or make any significant adjustment to meet
this requirement. Similarly, there is no need to restructure mining or occupational
health and safety regulators who have responsibility for aspects of radiation protection

8 See National Competition Policy Review of Radiation Protection Legislation — Final Report, ARPANSA, May
2001, pp 22-30. (Recommendation 4)

° JAEA, Legal and Governmental Infrastructure for Nuclear, Radiation, Radioactive Waste and Transport
Safety, GS-R-1, 2000.
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20

21

in some jurisdictions. Placing this requirement in the Directory purely guards against
any future changes diminishing the independence of the regulatory authority.

Section 2.3 also lists the powers and functions that legislation must confer on an
authority. Many of the powers and functions in this list already exist in jurisdictions’
existing legislation and their inclusion in the Directory merely formalises the
requirement. The listing of the powers and functions to be conferred by legislation is
not likely to impose any significant administrative costs on regulators as only some of
them would have to make very minor changes to their legislation. However, the list
would benefit businesses using radiation as they could be assured that what is covered
by legislation in one jurisdiction is also covered in another.

The main impact likely to arise in future from the powers listed under section 2.3, is the
provision to regulate the categories of non-ionizing radiation specifically identified in
Schedule 2 of the Directory. However, as no specific categories are included in
Schedule 2 in edition 1.0 of the Directory, analysis of the impacts of regulating non-
ionizing radiation will be undertaken on future editions of the Directory when specific
categories of non-ionizing radiation have been identified. The need for regulatory
control over areas such as the use of high-powered lasers, radiofrequency devices,
ultraviolet radiation all need to be considered. Some jurisdictions regulate these areas
already, while others do not.

Advisory body

22

23

Section 2.4 states that radiation protection legislation should make provision for the
establishment of an advisory body to provide the regulatory agency and the relevant
Minister with impartial policy advice in relation to radiation health matters such as the
operation and application of the legislation. International guidance on national
regulatory infrastructure for radiation protection recommends the use of advisory
bodies to bring "broad perspectives to bear on the formulation of regulatory policy and
regulations” and help to "assure that policies and regulations are clear, practical and
complete”. The guidance material also states that the use of advisory bodies "should
result in regulations, which represent a good compromise between the needs of the
regulated authority and the requirement for strict regulatory control®®. This requirement
does not impose compliance costs on industry. It is also a recommendation and not a
mandatory requirement for regulators.

Northern Territory is the only jurisdiction not having a body of this type at present,
although the roles and functions of bodies vary between jurisdictions, from a Council
that is the regulatory body in WA, to Committees with an advisory role only, eg
Victoria. As this is a recommendation only, individual jurisdictions can consider the
costs and benefits of maintaining an advisory body in relation to their jurisdictions
needs.

Review of legislation

24

Section 2.5 states that legislation must provide for the review of radiation protection
legislation at intervals of not more than 10 years. This is to ensure that legislation is
kept up-to-date. Although it does impose costs on regulators, such as the cost of

19 Organisation and implementation of a national regulatory infrastructure governing protection against
ionizing radiation and the safety of radiation sources: Interim report for comment, IAEA-TECDOC-1067,
February 1999, pp. 23-24.
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undertaking a review, such costs are necessary for good regulatory practice. It imposes
some cost on industry and the community in providing information and views as part of
the review process, but benefits industry and the community by ensuring that legislation
is kept up-to-date and relevant to their needs. It is in accordance with Recommendation
8 of the NCP review, which has been agreed to by jurisdictions and endorsed by
AHMC in September 2002. A summary of the current principal radiation protection
legislation in each jurisdiction appears in the table below [in some jurisdictions, there is
additional legislation which covers some aspects of radiation protection (eg mining
legislation, occupational health and safety legislation)].

State/Territory Title of Act/Regulations

Radiation Act 1983
Radiation Regulations 2002

ACT

Australian Radiation Protection and Nuclear Safety Act 1998

Commonwealth Australian Radiation Protection and Nuclear Safety Regulations 1999
Commonwealth . i . .
Australian Radiation Protection and Nuclear Safety (Licence Charges) Act 1998
Australian Radiation Protection and Nuclear Safety Regulations (Licence Charges)
2000

Radiation Control Act 1990

New South Wales o .
Radiation Control Regulation 1993
Northern Radiation (Safety Control) Act 1978
Territory Radiation (Safety Control) Regulations 1980
Radiation Safety Act 1999
Queensland

Radiation Safety Regulation 1999

Radiation Protection and Control Act 1982

South Australia lonizing Radiation Regulations 2000
Radiation Protection and Control (Transport of Radioactive Substances) Regulations

2003

] Radiation Control Act 1977
Tasmania o )
Radiation Control Regulations 1994

Health Act 1958 (as amended)
Health (Radiation Safety) Regulations 1994

Victoria

Radiation Safety Act 1975-1981

Radiation Safety (General) Regulations 1983-2003

Radiation Safety (Transport of Radioactive Substances) Regulations 2002
Radiation Safety (Qualifications) Regulations 1980-2000

Western Australia

25 It should noted that NSW has already made changes to its Act and Regulations that
require it to adopt the provisions of the Directory, when finalised.

1 In NT a new Bill proposed to update the Act is scheduled to be put before Parliament during 2004.
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Practices to which legislation applies

26

27

28

Under section 2.6, legislation must apply to a defined set of practices. Having already
established the need for jurisdictions to ensure that there is legislation in place to
control radiation practices; this section establishes a list of radiation practices to which
the legislation must apply. Prescribing this list in the Directory ensures that the
legislation of all jurisdictions covers a certain minimum set of practices. When
implemented by all jurisdictions, this will ensure a high degree of uniformity.

In considering the costs and benefits of the set of practices specified in the Directory,
the practices that fall within current legislative requirements of all jurisdictions must be
compared with those in the Directory.

The following table analyses the impacts of provisions (a) — (j) of section 2.6, based on

advice of the current requirements of all jurisdictions.

Provision in section 2.6

Impacts

(a) manufacturing or possession of radiation sources

All jurisdictions already have such a provision, so there is no impact.

(b) use of radiation or radioactive material for
medical, dental, industrial, veterinary or agricultural
purposes, in consumer products, education, training,
research, or any practice which involves or could
involve exposure to radiation or radioactive materials

All jurisdictions have requirements covering the practices specified; hence
there would be no impact.

(c) preparation of a site for construction operation,
modification, decommissioning or release from
regulatory control of nuclear installations, and
radiation facilities specifically identified in this
Directory

Some jurisdictions do not have explicit provisions of this sort. Both Vic and
NSW have legislation prohibiting certain nuclear installations. Introduction of
a requirement of this type has the benefit of ensuring that there is thorough
assessment of proposals for major facilities at all stages of development. In
view of the small number of such facilities in Australia, it would have limited
impact on the jurisdictions needing to make adjustments to their present
requirements (ACT, Vic). NT is already proposing to include such a
requirement in the revision of its Act.

(d) practices involving exposure to natural sources
specified by the Authority as requiring control

NSW and ACT do not have explicit provisions of this type, however as no
practices have been specified, the impacts cannot be analysed. It is anticipated
that such practices would be identified in future editions of this Directory and
any impacts would be analysed at the time these practices are proposed.

(e)practices dealing with radioactive material arising
from exploration, mining, mineral processing or
petroleum industries

Only ACT does not have such provisions, as they are not relevant to that
jurisdiction. Hence there would be no impact.

(F) practices involving radioactive waste management
and the disposal of radioactive material

All jurisdictions already have such a provision, so there is no impact

(9) practices involving categories of non-ionizing
radiation apparatus specifically identified in this
Directory

Currently, no non-ionizing radiation practices have been specified in Schedule
2 of the Directory. The impacts of this provision will be analysed in future
editions of the Directory when practices are identified in Schedule 2.

(h) sale or transfer of responsibility of ionizing
radiation sources and categories of non-ionizing
radiation apparatus specified in this Directory

All jurisdictions have provisions for ionizing radiation, but not all jurisdictions
have provisions for non-ionizing radiation. Hence there is no impact for
ionizing radiation, and the impact for non-ionizing radiation will be analysed
when specific categories are identified in future editions of the Directory.

(i) transport of radioactive material

All jurisdictions already have such a provision, so there is no impact.

(j) any other practices specified by the Authority

This general provision allows the regulator to ensure that any new (or
previously unidentified) practices using radiation can be brought under
regulatory control without delay. It is expected that such actions would only
be taken where the public health benefit clearly outweighs any costs, and as
jurisdictions already have powers to control practices leading to radiation
exposure, the impact is likely to be low. While this provision has potential to
lead to non-uniformity, the flexibility is necessary, and it is intended that
actions under this provision would be considered at the national level for
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assessment as part of that process.

29

As can be seen from the table above, the costs involved for regulators are minimal as
many regulators already cover most, if not all, of these practices and any required
amendment to legislation will be small. Introduction of these provisions in the
Directory will also benefit other stakeholders as someone who is operating across
jurisdictions will have a reasonable amount of certainty on the practices that are likely
to be covered by legislation in another jurisdiction. Similarly, overseas companies
doing business in Australia will benefit as practices in all jurisdictions will be similarly
regulated. Less effort will therefore be required to determine what is necessary to
comply.

Categories of authorisation

30

31

32

33

Section 2.7 describes the types of authorisations for which the legislation must provide.
An authorisation to possess must be obtained by any natural person or corporation to
possess, be in control of a radiation source, or be responsible for a practice. An
authorisation to use must be obtained by any natural person who wishes to use a
radiation source for particular purpose, and who is not otherwise covered under an
authorisation to deal. An authorisation must also be obtained for any other dealing with
a radiation apparatus or radioactive source, for example siting, design, construction,
installation, operation, maintenance, modification, decommissioning, release for
unrestricted access, and disposal of nuclear installations and radiation facilities.

The necessity for this section flows from the need to have a regulatory regime that
provides for the issuing of authorisations. Again, a clear definition of the types of
authorisations that legislation must provide for assists regulators and streamlines the
regulatory requirements for potential applicants.

While there are a number of categories of authorisation in the Directory, the categories
requiring individual authorisation are limited to those uses of radiation where
regulatory experience and/or the recommendations in international guidelines show it to
be necessary for an adequate level of protection of public health and safety. There are a
range of uses of ionizing radiation where individual authorisation is not required (eg
radiation gauges in industry). The level of authorisation required in particular
situations is subject to review as part of the process of developing the Directory.

The impact of this provision describing the types of authorisation is minimal given that
in each jurisdiction there are licensing systems of similar type already operating. The
impacts of the provisions relating to the different categories are discussed later in this
statement under headings on authorisation, licensing and registration.

Suspension or cancellation of an authorisation

34

Section 2.8 requires all jurisdictions to suspend or cancel an authorisation in certain
circumstances.  Again, the listing of these circumstances ensures the uniform
application of this power by all jurisdictions. The requirement is not new and
formalises existing legislated arrangements in the Directory to ensure uniformity. It
does not impose additional compliance costs and benefits the community by ensuring
that radiation practices are conducted safely and in accordance with legislative
provisions, radiation protection standards or licence conditions.
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Annual Reports

35 Section 2.9 indicates the typical provisions that should be included in an Annual Report
of the Authority. As it is a statement of principle that aims to achieve some consistency
in reporting between Authorities, and as the information proposed is readily available in
all jurisdictions, it has minimal impact on regulators. It does not require any new
information from industry and hence has no impact on industry.

Impacts of requirements in Part B of the Directory

Exclusions

36  Any exposure whose magnitude or likelihood is essentially not amenable to control
through legislation (eg cosmic radiation at the surface of the Earth) must be excluded
from the operation of the legislation. Section 3.1 lists those radiation exposures that are
to be excluded from legislation. This is in accordance with international guidelines®
and there is no adverse impact on regulators or other stakeholders. Additional
exclusions for exposures not amenable to control may be added to the list in future
editions of the Directory.

Exemptions

37 Regulatory frameworks in all jurisdictions define a radioactive material, sometimes
generally and sometimes with an activity concentration prescribed in regulation, and
separately list exemption levels based on an activity in the regulations. The table below
summarises the definitions of radioactive material.

State/Territory Radioactive Material Definition in Act Sl A%tivi_ty/Acti_vity Concentra?ion Limit for
adionuclides in Regulations
ACT General Definition 4 kBq
Commonwealth
(ARPANSA) Not defined No*®
>Prescribed Amount (specific activity)
New South AND
Wales >prescribed activity in regulations 100 Bg/g
Northern 10 uCi (370 kBq)
Territory General Definition
Queensland Gene