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TAEA SAFETY RELATED PUBLICATIONS

IAEA SAFETY STANDARDS

Under the terms of Article III of its Statute, the IAEA is authorized to establish
or adopt standards of safety for protection of health and minimization of danger to life
and property, and to provide for the application of these standards.

The publications by means of which the IAEA establishes standards are issued in
the IAEA Safety Standards Series. This series covers nuclear safety, radiation safety,
transport safety and waste safety, and also general safety (i.e. all these areas of safety).
The publication categories in the series are Safety Fundamentals, Safety Requirements
and Safety Guides.

Safety standards are coded according to their coverage: nuclear safety (NS),
radiation safety (RS), transport safety (TS), waste safety (WS) and general safety (GS).

Information on the IAEA’s safety standards programme is available at the IAEA
Internet site .

http://www-ns.iaea.org/standards/

The site provides the texts in English of published and draft safety standards. The
texts of safety standards issued in Arabic, Chinese, French, Russian and Spanish, the
TAEA Safety Glossary and a status report for safety standards under development are
also available. For further information, please contact the IAEA at P.O. Box 100,
A-1400 Vienna, Austria.

All users of IAEA safety standards are invited to inform the IAEA of experience
in their use (e.g. as a basis for national regulations, for safety reviews and for training
courses) for the purpose of ensuring that they continue to meet users’ needs.
Information may be provided via the IAEA Internet site or by post, as above, or by
e-mail to Official. Mail@iaea.org.

OTHER SAFETY RELATED PUBLICATIONS

The IAEA provides for the application of the standards and, under the terms of
Articles III and VIIL.C of its Statute, makes available and fosters the exchange of
information relating to peaceful nuclear activities and serves as an intermediary among
its Member States for this purpose.

Reports on safety and protection in nuclear activities are issued in other
publications series, in particular the Safety Reports Series. Safety Reports provide
practical examples and detailed methods that can be used in support of the safety
standards. Other IAEA series of safety related publications are the Provision for the
Application of Safety Standards Series, the Radiological Assessment Reports Series and
the International Nuclear Safety Group’s INSAG Series. The IAEA also issues reports
on radiological accidents and other special publications.

Safety related publications are also issued in the Technical Reports Series, the
IAEA-TECDOC Series, the Training Course Series and the IAEA Services Series, and
as Practical Radiation Safety Manuals and Practical Radiation Technical Manuals.
Security related publications are issued in the IAEA Nuclear Security Series.
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FOREWORD

by Mohamed ElBaradei
Director General

The TAEA’s Statute authorizes the Agency to establish safety standards
to protect health and minimize danger to life and property — standards which
the IAEA must use in its own operations, and which a State can apply by means
of its regulatory provisions for nuclear and radiation safety. A comprehensive
body of safety standards under regular review, together with the IAEA’s
assistance in their application, has become a key element in a global safety
regime.

In the mid-1990s, a major overhaul of the IAEA’s safety standards
programme was initiated, with a revised oversight committee structure and a
systematic approach to updating the entire corpus of standards. The new
standards that have resulted are of a high calibre and reflect best practices in
Member States. With the assistance of the Commission on Safety Standards,
the TAEA is working to promote the global acceptance and use of its safety

standards.
Safety standards are only effective, however, if they are properly applied
in practice. The TAEA’s safety services — which range in scope from

engineering safety, operational safety, and radiation, transport and waste safety
to regulatory matters and safety culture in organizations — assist Member
States in applying the standards and appraise their effectiveness. These safety
services enable valuable insights to be shared and I continue to urge all
Member States to make use of them.

Regulating nuclear and radiation safety is a national responsibility, and
many Member States have decided to adopt the IAEA’s safety standards for
use in their national regulations. For the Contracting Parties to the various
international safety conventions, IAEA standards provide a consistent, reliable
means of ensuring the effective fulfilment of obligations under the conventions.
The standards are also applied by designers, manufacturers and operators
around the world to enhance nuclear and radiation safety in power generation,
medicine, industry, agriculture, research and education.

The IAEA takes seriously the enduring challenge for users and regulators
everywhere: that of ensuring a high level of safety in the use of nuclear
materials and radiation sources around the world. Their continuing utilization
for the benefit of humankind must be managed in a safe manner, and the

. IAEA safety standards are designed to facilitate the achievement of that goal.
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PREFACE

The basic requirements for the protection of persons against exposure to
ionizing radiation and for the safety of radiation sources were established in the
International Basic Safety Standards for Protection against Ionizing Radiation
and for the Safety of Radiation Sources (the Basic Safety Standards), jointly
sponsored by the Food and Agriculture Organization of the United Nations
(FAO), the International Atomic Energy Agency (IAEA), the International
Labour Organization (ILO), the OECD Nuclear Energy Agency (OECD/
NEA), the Pan American Health Organization (PAHO) and the World Health
Organization (WHO) (the Sponsoring Organizations). The application of the
Basic Safety Standards is based on the presumption that national
infrastructures are in place to enable governments to discharge their
responsibilities for radiation protection and safety. Requirements relating to
the legal and governmental infrastructure for the safety of nuclear facilities and
sources of ionizing radiation, radiation protection, the safe management of
radioactive waste and the safe transport of radioactive material are established
in the Safety Requirements on Legal and Governmental Infrastructure for
Nuclear, Radiation, Radioactive Waste and Transport Safety, Safety Standards
Series No. GS-R-1.

This Safety Guide, which is jointly sponsored by the FAO, the IAEA, the
International Labour Office, the PAHO and the WHO, gives detailed guidance
on the key elements for the organization and operation of a national regulatory
infrastructure for radiation safety, with particular reference to the functions of
the national regulatory body that are necessary to ensure the implementation
of the Basic Safety Standards. The Safety Guide is based technically on
material first published in IAEA-TECDOC-1067!, which was jointly sponsored
by the FAO, the IAEA, the OECD/NEA, the PAHO and the WHO. The
requirements established in GS-R-1 have been taken into account.

The Safety Guide is oriented towards national regulatory infrastructures
concerned with protection and safety for radiation sources used in medicine,
industry, agriculture, research and education.

2 1 INTERNATIONAL ATOMIC ENERGY AGENCY, Organization and
Implementation of a National Regulatory Infrastructure Governing Protection against
Tonizing Radiation and the Safety of Radiation Sources, IAEA-TECDOC-1067, Vienna
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TAEA SAFETY STANDARDS

SAFETY THROUGH INTERNATIONAL STANDARDS

While safety is a national responsibility, international standards and
approaches to safety promote consistency, help to provide assurance that nuclear
and radiation related technologies are used safely, and facilitate international
technical cooperation and trade.

The standards also provide support for States in meeting their international
obligations. One general international obligation is that a State must not pursue
activities that cause damage in another State. More specific obligations on
Contracting States are set out in international safety related conventions. The
internationally agreed IAEA safety standards provide the basis for States to
demonstrate that they are meeting these obligations.

THE IAEA STANDARDS

The TAEA safety standards have a status derived from the IAEA’s Statute,
which authorizes the Agency to establish standards of safety for nuclear and
radiation related facilities and activities and to provide for their application.

The safety standards reflect an international consensus on what constitutes
a high level of safety for protecting people and the environment.

They are issued in the IAEA Safety Standards Series, which has three
categories:

Safety Fundamentals
—Presenting the objectives, concepts and principles of protection and safety
and providing the basis for the safety requirements.

Safety Requirements

— Establishing the requirements that must be met to ensure the protection of
people and the environment, both now and in the future. The requirements,
which are expressed as ‘shall’ statements, are governed by the objectives,
concepts and principles of the Safety Fundamentals. If they are not met,
measures must be taken to reach or restore the required level of safety. The
Safety Requirements use regulatory language to enable them to be
incorporated into national laws and regulations.

Safety Guides
—Providing recommendations and guidance on how to comply with the
Safety Requirements. Recommendations in the Safety Guides are
expressed as ‘should’ statements. It is recommended to take the measures
stated or equivalent alternative measures. The Safety Guides present
international good practices and increasingly they reflect best practices to
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help users striving to achieve high levels of safety. Each Safety
Requirements publication is supplemented by a number of Safety Guides,
which can be used in developing national regulatory guides.

The IAEA safety standards need to be complemented by industry standards
and must be implemented within appropriate national regulatory infrastructures
to be fully effective. The IAEA produces a wide range of technical publications to
help States in developing these national standards and infrastructures.

MAIN USERS OF THE STANDARDS

As well as by regulatory bodies and governmental departments, authorities
and agencies, the standards are used by authorities and operating organizations in
the nuclear industry; by organizations that design, manufacture for and apply
nuclear and radiation related technologies, including operating organizations of
facilities of various types; by users and others involved with radiation and
radioactive material in medicine, industry, agriculture, research and education;
and by engineers, scientists, technicians and other specialists. The standards are
used by the IAEA itself in its safety reviews and for developing education and
training courses.

DEVELOPMENT PROCESS FOR THE STANDARDS

The preparation and review of safety standards involves the IAEA
Secretariat and four safety standards committees for safety in the areas of nuclear
safety (NUSSC), radiation safety (RASSC), the safety of radioactive waste
(WASSC) and the safe transport of radioactive material (TRANSSC), and a
Commission on Safety Standards (CSS), which oversees the entire safety
standards programme. All TAEA Member States may nominate experts for the
safety standards committees and may provide comments on draft standards. The
membership of the CSS is appointed by the Director General and includes senior
government officials having responsibility for establishing national standards.

For Safety Fundamentals and Safety Requirements, the drafts endorsed by
the Commission are submitted to the IAEA Board of Governors for approval
for publication. Safety Guides are published on the approval of the Director
General.

Through this process the standards come to represent a consensus view of
the TAEA’s Member States. The findings of the United Nations Scientific
Committee on the Effects of Atomic Radiation (UNSCEAR) and the
recommendations of international expert bodies, notably the International
Commission on Radiological Protection (ICRP), are taken into account in
developing the standards. Some standards are developed in cooperation with
other bodies in the United Nations system or other specialized agencies, including
the Food and Agriculture Organization of the United Nations, the International
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Outline and work plan
prepared by the Secretariat;
review by the safety standards
committees and the CSS

}

Secretariat and consultants:
drafting of new or revision
of existing safety standard

I

Review by
safety standards Member States
committee(s Comments

(s)
Final draft T

Endorsement
by the CSS

Draft

The process for developing a new safety standard or revising an existing one.

Labour Organization, the OECD Nuclear Energy Agency, the Pan American
Health Organization and the World Health Organization.

The safety standards are kept up to date: five years after publication they
are reviewed to determine whether revision is necessary.

APPLICATION AND SCOPE OF THE STANDARDS

The TAEA Statute makes the safety standards binding on the IAEA in
relation to its own operations and on States in relation to operations assisted by
the TAEA. Any State wishing to enter into an agreement with the TAEA
concerning any form of Agency assistance is required to comply with the
requirements of the safety standards that pertain to the activities covered by the
agreement.

International conventions also contain similar requirements to those in the
safety standards, and make them binding on contracting parties. The Safety
Fundamentals were used as the basis for the development of the Convention on
Nuclear Safety and the Joint Convention on the Safety of Spent Fuel
Management and on the Safety of Radioactive Waste Management. The Safety
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Requirements on Preparedness and Response for a Nuclear or Radiological
Emergency reflect the obligations on States under the Convention on Early
Notification of a Nuclear Accident and the Convention on Assistance in the Case
of a Nuclear Accident or Radiological Emergency.

The safety standards, incorporated into national legislation and regulations
and supplemented by international conventions and detailed national
requirements, establish a basis for protecting people and the environment.
However, there will also be special aspects of safety that need to be assessed case
by case at the national level. For example, many of the safety standards,
particularly those addressing planning or design aspects of safety, are intended to
apply primarily to new facilities and activities. The requirements and
recommendations specified in the IAEA safety standards might not be fully met
at some facilities built to earlier standards. The way in which the safety standards
are to be applied to such facilities is a decision for individual States.

INTERPRETATION OF THE TEXT

The safety standards use the form ‘shall’ in establishing international
consensus requirements, responsibilities and obligations. Many requirements are
not addressed to a specific party, the implication being that the appropriate party
or parties should be responsible for fulfilling them. Recommendations are
expressed as ‘should’ statements, indicating an international consensus that it is
necessary to take the measures recommended (or equivalent alternative
measures) for complying with the requirements.

Safety related terms are to be interpreted as stated in the IAEA Safety
Glossary  (http://www-ns.iaca.org/standards/safety-glossary.htm).  Otherwise,
words are used with the spellings and meanings assigned to them in the latest
edition of The Concise Oxford Dictionary. For Safety Guides, the English version
of the text is the authoritative version.

The background and context of each standard within the Safety Standards
Series and its objective, scope and structure are explained in Section 1,
Introduction, of each publication.

Material for which there is no appropriate place in the body text (e.g.
material that is subsidiary to or separate from the body text, is included in support
of statements in the main text, or describes methods of calculation, experimental
procedures or limits and conditions) may be presented in appendices or annexes.

An appendix, if included, is considered to form an integral part of the
standard. Material in an appendix has the same status as the main text and the
TAEA assumes authorship of it. Annexes and footnotes to the main text, if
included, are used to provide practical examples or additional information or
explanation. An annex is not an integral part of the main text. Annex material
published by the IAEA is not necessarily issued under its authorship; material
published in standards that is under other authorship may be presented in
annexes. Extraneous material presented in annexes is excerpted and adapted as
necessary to be generally useful.

Documents

Document Sharing Hub
Copyright International Atomic Energy Agency
Provided by IHS Markit under license with IAEA Licensee=/, User=,
No reproduction or networking permitted without license from IHS Not for Resale,

Full document details: IAEA GS-G-1.5 2004


http://www.avadocuments.com/doc/iaea-gs-g-1-5-2004
http://www.avadocuments.com/doc/iaea-gs-g-1-5-2004

CONTENTS

1. INTRODUCTION ... e 1
Background (1.1-1.4) ...t 1
Objective (1.5-1.6) ... 1
Scope (1.7-1.9) .ot e 2
Structure (1.10) ..ot 3

2.  LEGAL FRAMEWORK FOR A REGULATORY
INFRASTRUCTURE ......... ... i 3
Scope of the basic legal framework (2.1-2.3) ................... 3
Prime responsibility for safety (2.4) ........ ... ... . ... 4
Legislative basis for a regulatory body (2.5-2.9) ................. 5
Regulatory independence (2.10-2.18) ........ ..., 7
Legislation for funding (2.19) ......... ... ... ... .. . ... 10
Legislative focus on interagency co-operation (2.20-2.21) ........ 10

3. PRINCIPAL FUNCTIONS AND ACTIVITIES
OF THE REGULATORY BODY (3.1). oo 11
Establishing regulations and guides (3.2-3.20) .................. 11
Notification and authorization (by registration or licence)

(321-3.52) e 18
Inspection (3.53-3.68) .. ..ot 28
Investigation of accidents (3.69-3.74) ........... ... ... ... . .... 33
Enforcement (3.75-3.89) ... . 35
Dissemination of information (3.90-3.91) ...................... 38

4. REGULATORY CONTROL OF THE SUPPLY
OF CONSUMER PRODUCTS ... 39
Regulatory approach to the generic approval

of consumer products (4.1-4.14) ... ... 39
Authorization for the supply of consumer products (4.15-4.20) .... 43
Inspection for the supply of consumer products (4.21)............ 46

Documents

Document Sharing Hub
Copyright International Atomic Energy Agency

Provided by IHS Markit under license with IAEA Licensee=/, User=,
No reproduction or networking permitted without license from IHS Not for Resale,

Full document details: IAEA GS-G-1.5 2004


http://www.avadocuments.com/doc/iaea-gs-g-1-5-2004
http://www.avadocuments.com/doc/iaea-gs-g-1-5-2004

5. FUNCTIONS OF THE REGULATORY BODY SHARED

WITH OTHER GOVERNMENTAL AGENCIES ............. 46
Intervention in emergencies (5.2-54) ....... . ... i, 47
Intervention in chronic exposure situations (5.5) ................ 48
Transport safety (5.6-5.7) ... 48
Waste safety (5.8-5.9) ...t 49
Co-ordination and co-operation (5.10) ...............c.oveii... 49

6. ORGANIZATION AND STAFFING OF THE REGULATORY
BODY (6.1-6.25) . . ..ot 50

7. DOCUMENTATION OF THE FUNCTIONS AND

ACTIVITIES OF THE REGULATORY BODY (7.1-74) ....... 56
8. SUPPORT SERVICES (8.1-8.4) ..o, 58
9. QUALITY MANAGEMENT FOR THE REGULATORY

SYSTEM (9.1-9.6) ettt e 59
REFERENCES . . . ...t 62
CONTRIBUTORS TO DRAFTING AND REVIEW ............... 64

BODIES FOR THE ENDORSEMENT OF SAFETY STANDARDS .. 65

Documents

Document Sharing Hub
Copyright International Atomic Energy Agency

Provided by IHS Markit under license with IAEA Licensee=/, User=,
No reproduction or networking permitted without license from IHS Not for Resale,

Full document details: IAEA GS-G-1.5 2004


http://www.avadocuments.com/doc/iaea-gs-g-1-5-2004
http://www.avadocuments.com/doc/iaea-gs-g-1-5-2004

1. INTRODUCTION

BACKGROUND

1.1. The achievement and maintenance of a high level of safety in the use of
radiation sources depend on there being a sound legal and governmental
infrastructure, including a national regulatory body with well-defined
responsibilities and functions. An appropriately organized and staffed
regulatory body with access to adequate resources is a key element of such an
infrastructure.

1.2. The Safety Requirements publication entitled Legal and Governmental
Infrastructure for Nuclear, Radiation, Radioactive Waste and Transport
Safety [1] establishes the requirements for such an infrastructure. The term
‘infrastructure’ refers to the underlying structure of systems and organizations.
This includes requirements concerning the establishment of a regulatory body
for radiation sources and the responsibilities and functions to be assigned to it.

1.3. The International Basic Safety Standards for Protection against Ionizing
Radiation and for the Safety of Radiation Sources (the Basic Safety
Standards) [2] establish basic requirements for protection against the risks
associated with exposure to ionizing radiation and for the safety of radiation
sources that may give rise to such exposure (hereinafter the term ‘radiation
safety’ is used to cover both these aspects). The Basic Safety Standards are not
intended to be applied as they stand in all States and regions, but should be
adapted to take account of local conditions. The ways in which States apply the
Basic Safety Standards will vary depending on their legal systems, their
technical resources, the scale of the installations concerned and related factors.

1.4. The Basic Safety Standards [2] can be applied only by means of an
effective infrastructure for radiation safety, which includes adequate legislation
and regulations, an efficient regulatory system, supporting experts and services,
and a commitment to safety shared by all those with responsibilities for
protection and safety, including both management and workers.

OBJECTIVE

1.5. This Safety Guide is intended mainly to assist States to implement the
requirements established in Ref. [1] for a national regulatory infrastructure to

1
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regulate any practice involving radiation sources in medicine, industry,
agriculture, research and education.

1.6. Member States receiving assistance from the IAEA in the application of
nuclear energy or radiation technology are expected to implement the Basic
Safety Standards [2] or equivalent standards for radiation protection and safety
as may be appropriate for the conditions. This can only be ensured by means of
an adequate regulatory system, which is a key element of the national
infrastructure for radiation safety. The other sponsors of the Basic Safety
Standards — the Food and Agriculture Organization of the United Nations
(FAO), the International Labour Organization (ILO), the Pan American
Health Organization (PAHO), the World Health Organization (WHO) and the
OECD Nuclear Energy Agency (OECD/NEA) — apply them in their
respective spheres of activity.

SCOPE

1.7. This Safety Guide covers the elements of a national regulatory
infrastructure necessary to achieve an appropriate level of protection and
safety for radiation sources used in medicine, industry, agriculture, research
and education. It also provides guidance on the organization and
implementation of a system for the regulatory control of radiation sources.

1.8. The guidance given in this Safety Guide is not oriented towards nuclear
facilities. Although it is relevant to these facilities, they require a more
elaborate and technically advanced safety infrastructure, as set out in four
interrelated Safety Guides [3-6]. In using this Safety Guide, regulatory bodies
should be aware of the current IAEA safety standards (and relevant national
documents) concerning nuclear safety, radiation protection, the transport of
radioactive material and the management of radioactive waste. This Safety
Guide does not cover the safety infrastructures at the operator! level. These

I An operator is defined as any organization or person applying for authorization
or authorized and/or responsible for nuclear, radiation, radioactive waste or transport
safety when undertaking activities or in relation to any nuclear facilities or sources of
ionizing radiation. This includes, inter alia, private individuals, governmental bodies,
consignors or carriers, licensees, hospitals, self-employed persons, etc. It is synonymous
with operating organization. This Safety Guide uses the term operator in the same sense
as it is used in GS-R-1, and with the same meaning as for the term legal person as used
in the Basic Safety Standards [2].
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will be considered by the IAEA in practice specific publications on radiation
safety. However, the present Safety Guide does cover the interactions between
the government and those operators subject to its control.

1.9. While the guidance is intended primarily to assist in establishing a
national regulatory infrastructure for regulating the safety of radiation
practices and sources, it is also generally applicable for a regulatory
infrastructure appropriate for regulating intervention. The latter type of
infrastructure is different in some respects, however, and those aspects of the
regulatory infrastructure that are unique to intervention are covered
elsewhere.

STRUCTURE

1.10. Section 2 provides general information about the legal framework
necessary to establish and maintain a regulatory infrastructure for radiation
safety. The principal functions and activities of the regulatory body are
identified in Section 3. Section 4 provides advice on the regulatory control of
consumer product supply. Section 5 examines those functions of the regulatory
body that are shared with other governmental organizations. The requirements
applicable to the staffing of the regulatory body are reviewed in Section 6.
Section 7 discusses the documentation of the regulatory body’s functions and
activities. Section 8 addresses the support services and the procedures to be
established for ensuring that the regulatory body maintains an effective
regulatory system. Section 9 outlines the content of a quality management
system for the regulatory body.

2. LEGAL FRAMEWORK FOR A REGULATORY
INFRASTRUCTURE

SCOPE OF THE BASIC LEGAL FRAMEWORK

2.1. A legislative and statutory framework (e.g. an act, law or decree;
hereinafter termed ‘the legislation’) which allows for the beneficial use of
ionizing radiation and regulates the safety of facilities and activities is required
to be established by the legislative and governmental mechanisms of States
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(Ref. [1], para. 2.2(1)). The enabling legislation should be as straightforward as
feasible, consistent with the national situation, so that the need for its
subsequent amendment is minimized. This is important because the process of
amending the legislation is usually a slow and resource intensive one. In
contrast, regulations, which contain administrative and technical requirements,
can be amended as knowledge is gained from scientific and technical
developments and experience is gained from regulated practices and in
intervention situations.

2.2. The legislation “shall specify facilities, activities and materials that are
included in the scope of the legislation” (Ref. [1], para. 2.4(2)). The legislation
should be applicable to occupational, public and medical exposure, and to all
sources of ionizing radiation (in use or disused). Thus, it should apply both to
radiation sources containing radionuclides and to radiation generating
machines (e.g. X ray equipment, particle accelerators), even those not in use.
The legislation should also make reference to the radiation protection
requirements established in the Basic Safety Standards [2] (i.e. requirements
for ‘the justification of practices, the limitation of doses, the optimization of
protection and safety, dose constraints and guidance levels for medical
exposure).

2.3. While it is required that the legislation specify facilities, activities and
materials that are included in its scope, and this may be done by specifying
exclusions from its requirements, it should also confer on the regulatory body
authority to exclude certain exposures on the grounds of their being considered
unamenable (not amenable) to regulatory control by any practicable means [2].
The regulatory body should also be granted authority to exempt certain
practices from the requirements of the regulations when the imposition of such
requirements is unnecessary. Such provisions for exemption should be in line
with the provisions in Schedule I of the Basic Safety Standards [2].

PRIME RESPONSIBILITY FOR SAFETY

2.4. A fundamental concept that is required to be made clear in the legislation
is that prime responsibility for radiation safety resides with those authorized to
possess and to use, manufacture, supply or install radiation sources. “The prime
responsibility for safety shall be assigned to the operator” (Ref. [1], para. 2.3).
In relation to medical exposures, the final responsibility is placed on the
medical practitioner. “Registrants and licensees shall ensure that (a) no patient
is administered a diagnostic or therapeutic medical exposure unless the
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exposure is prescribed by a medical practitioner; (b) medical practitioners are
assigned the primary task and obligation of ensuring overall patient protection
and safety in the prescription of, and during the delivery of, medical exposure”
(Ref. [2], para. I1.1(a), (b)).

LEGISLATIVE BASIS FOR A REGULATORY BODY

2.5. Government is required to establish through legislation a national
regulatory body to regulate the introduction and conduct of any practice
involving sources of radiation (Ref. [1], para. 2.2(4)). The term ‘regulatory
body’? means an authority or a system of authorities designated by the
government of a State as having legal authority for conducting the regulatory
process, including issuing authorizations, and thereby regulating nuclear,
radiation, radioactive waste and transport safety. Although it is preferable for a
single body to have regulatory responsibilities for radiation safety, especially in
States with no nuclear power programme, such responsibilities are often
divided among several bodies already having responsibilities for protection and
safety in general, e.g. a ministry of health regulating medical practices, a
ministry of labour regulating industrial and research practices, and a ministry of
transport regulating the transport of hazardous materials. In legislating to
establish the governmental infrastructure, it should be ensured that the
regulation of all aspects of radiation safety is covered and that the
responsibilities of the governmental bodies involved are clearly specified and
allocated. Where regulatory responsibilities for radiation safety are divided,
the legislation should establish clear lines of authority and responsibility so as
to avoid gaps or overlaps, and so that those operators that use or possess
sources know which parts of their activities are within the remit of the various
governmental bodies. For these purposes, the legislation should require that the
regulatory bodies formally establish a system of liaison and working
procedures so as to ensure an appropriate degree of co-ordination and
co-operation between regulatory bodies sharing responsibilities.

2.6. The regulatory body is required (Ref. [1], para. 2.6) to have the authority
to:

1&(a) Develop safety principles and criteria;

2 The term regulatory body and the term Regulatory Authority as used in Ref. [2]
are equivalent.
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(b) Establish regulations and issue guidance;

(c) Require any operator to conduct a safety assessment;

(d) Require that any operator provide it with any necessary information,
including information from its suppliers, even if this information is
proprietary;

(e) Issue, amend, suspend or revoke authorizations and to set conditions;

(f) Require an operator to perform a systematic safety reassessment or a
periodic safety review over the lifetime of facilities;

(g) Enter a site or facility at any time to carry out an inspection;

(h) Enforce regulatory requirements;

(i) Communicate directly with governmental authorities at higher levels
when such communication is considered to be necessary for exercising
effectively the functions of the body;

(j)  Obtain such documents and opinions from private or public organizations
or persons as may be necessary and appropriate;

(k) Communicate independently its regulatory requirements, decisions and
opinions and their basis to the public;

() Make available to other governmental bodies, national and international
organizations, and to the public, information on incidents and abnormal
occurrences, and other information, as appropriate;

(m) Liaise and co-ordinate with other governmental or non-governmental
bodies having competence in such areas as health and safety,
environmental protection, security and transport of dangerous goods;

(n) Liaise with regulatory bodies of other States and with international
organizations to promote co-operation and the exchange of regulatory
information.

2.7. The regulations and guidance that the regulatory body is required to
establish should cover such matters as:

(a) Technical, administrative and competence requirements governing
radiation safety;

(b) Administrative requirements governing notification and authorization;

(c) Criteria for exemption from regulatory requirements;

(d) Management of radioactive waste;

(e) Transport of radioactive material;

(f) Supporting codes of practice and guides, as appropriate, to assist in
implementing the regulatory body’s regulations and in enhancing
radiation safety.
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2.8. The legislation is required to establish a procedure for the review of, and
appeal against, regulatory decisions (Ref. [1], para. 2.4(7)). The lodging of such
an appeal, however, should not absolve operators from complying with safety
requirements and conditions as specified by the regulatory body pending the
result of the appeal.

2.9. In order to ensure the effective discharge of its responsibilities and
performance of its functions, the legislation should also empower the
regulatory body, within its sphere of responsibility, as appropriate:

(a) To establish arrangements with other governmental and non-
governmental bodies, when it is necessary to discharge regulatory
responsibilities, for performing essential activities and providing services
(e.g. individual monitoring, training in radiation safety, calibration of
radiation measuring equipment) that are beyond the capabilities required
of operators and which are not otherwise available;

(b) To make arrangements for the approval of dosimetry services to
undertake the assessment of and/or make and keep records of individual
doses for the types of practice authorized;

(c) To co-ordinate its emergency preparedness and response arrangements
with national and local plans and to fulfil its related international
agreements and obligations, and to participate in the development and
implementation of the more generic plans, to the extent that they concern
aspects of radiation safety.

REGULATORY INDEPENDENCE

2.10. The importance of regulatory independence is reflected in the Safety
Requirements (Ref. [1], para. 2.2(2)), which require the establishment of a
regulatory body and its separation and independence from any governmental
departments or agencies and other organizations or bodies charged with the
promotion of nuclear technologies or responsible for facilities or activities. The
primary reason for this independence is that it should be ensured that
regulatory judgements can be made, and regulatory enforcement actions taken,
without pressure from interests that may conflict with safety. Furthermore, the
credibility of the regulatory body will depend in large part upon whether it is
considered to be independent of the organizations that it regulates, as well as
independent of the governmental agencies and industry groups that develop
and promote the practices being regulated.
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2.11. It is recognized that a regulatory body cannot in every respect be
absolutely independent of other areas of government; it must function within a
national system of legislation and policies, just as other governmental bodies
and private organizations do. Nevertheless, for the credibility and effectiveness
of the regulatory body, it should have effective independence so as to be able to
take the necessary decisions with regard to the protection of workers, patients,
the public and the environment.

2.12. The need for the independence of the regulatory body should not be
interpreted to mean that it ought to have an adversarial relationship with
operators or with any other party.

Aspects of regulatory independence

2.13. Political aspects. The political system is required to ensure the clear and
effective separation of responsibilities and duties between the regulatory body
and the organizations promoting or furthering the development of the practices
being regulated. In this regard, the distinction between independence and
accountability should be made. The regulatory body should not be subject to
political influence or pressure in taking decisions relating to safety. The
regulatory body should, however, be accountable in respect of fulfilling its
mission to protect workers, patients, the public and the environment from
undue radiation exposure. One way of providing this accountability is by
establishing a direct reporting line from the regulatory body to the highest
levels of government. Where a regulatory body reports to a government agency
that has responsibility for utilizing or promoting the practices being regulated,
there should be channels for reporting to higher authorities so as to be able to
resolve any conflicts of interest that may arise. This accountability should not
compromise the independence of the regulatory body in taking decisions
relating to safety with neutrality and objectivity.

2.14. Legislative aspects. The functions, competence and independence of the
regulatory body in respect of safety should be defined in the legislative
framework of a national regulatory system (that is, in legislation relating to
radiation protection). The regulatory body is required to have the authority
and responsibility to adopt or to develop regulations relating to safety to effect
the legislation enacted by the legislature. The regulatory body is also required
to have the authority to take decisions, including decisions on enforcement
actions. There should be a formal mechanism for appeal against regulatory
decisions, with predefined conditions that must be met for an appeal to be
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2.15. Financial aspects. “The regulatory body shall be provided with adequate
authority and power, and it shall be ensured that it has adequate staffing and
financial resources to discharge its assigned responsibilities” (Ref. [1], para.
2.2(4)). While it is recognized that the regulatory body is in principle subject, as
is the rest of government, to financial controls, the budget of the regulatory
body should not be subject to review and approval by the government
departments or agencies and other organizations or bodies charged with the
promotion of nuclear technologies or responsible for facilities or activities.

2.16. Competence aspects. The regulatory body should have independent
technical expertise available to it in the areas relevant to its responsibilities for
safety. The management of the regulatory body should therefore have the
authority and responsibility to recruit staff with the skills and technical
expertise it considers necessary to enable the regulatory body to perform its
functions. In addition, the regulatory body should maintain an awareness of the
‘state of the art’ in safety related technology. In order to have access to external
technical expertise and advice that is independent of any funding or support
from operators, in support of its decision making on regulatory matters, the
regulatory body is required to be able to set up and fund independent advisory
bodies to provide expert opinion and advice (Ref. [1], para. 2.4(9)) and to
award contracts for research and development projects. In particular, the
regulatory body is required to be able “to obtain such documents and opinions
from private or public organizations or persons as may be necessary and
appropriate” (Ref. [1], para. 2.6(10)).

2.17. Public information aspects. One of the responsibilities of the regulatory
body is to inform the public. “The regulatory body shall have the authority to
communicate independently its regulatory requirements, decisions and
opinions and their basis to the public” (Ref. [1], para. 2.6(11)). The public will
have greater confidence in the safe use of nuclear and radiation related
technologies if regulatory processes are open and decisions are made public.
The governmental authorities should set up a system to allow independent
experts and experts from major interested parties (e.g. operators, the
workforce and the public) to give their views. The experts’ findings should be
made public.

2.18. International aspects. “The regulatory body shall have the authority to
liaise with regulatory bodies of other countries and with international
organizations to promote co-operation and the exchange of regulatory
information” (Ref. [1], para. 2.6(14)).
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