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1.53.

of exposure jn each type of exposure situation is as shown in Table 1. Requirements for

protection of the environment are stated in Section 2, and requirements for different exposure

situations are stated in Sections 3, 4 and 5, Thus, for any particular facility or activity, more

than one section of these Standards will be relevant, as illustrated by the following examples: |

(@)

framework within which persons or organizations responsible for facilities and

activities have to, comply with the requirements placed on them. These requirements

thus establish the general regulatory responsibilities of the regulatory body. Any |

further requirements on, the regulatory body that apply for one type of exposure

situation are given in Sections 3, 4 and 5, These requirements are in addition, to the

requirements stated,in Section 2.

(i) ~ Persons or organizations responsible for a medical facility in_which, radiation

generators or radioactive sources are used are subject to the requirements stated in |

Section 2_for all exposure situations and all categories of exposure, and also to those

requirements stated in Section 3 that are common to all planned exposure situationst

(paras 3.5-3.67). In addition, they are subject to the separate requirements stated in
Section 3 for occupational exposure (such as exposure of medical staff operating ‘H‘

medical devices that emit radiation)_(paras 3.68-3.116), public exposure (such as |

(paras 3.117-3.143) and medical exposure (such as exposure, of patients_for diagnostic |

purposes) (paras 3.144-3.184).
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DEFINITIONS

2.1. Terms used have the meanings given in the Glossary.

INTERPRETATION

2.2. Except as specifically authorized by the statutory governing body of a relevant
sponsoring organization, no interpretation of these Standards by any officer or employee of
the sponsoring organization other than a written interpretation by the Director General of the

sponsoring organization will be binding on the sponsoring organization.

RESOLUTION OF CONFLICTS
2.3. The requirements of these Standards are in addition to and not in place of other
applicable requirements, such as those of relevant binding conventions and national

regulations.

2.4. In cases of conflict between the requirements of these Standards and other applicable

requirements, the government or the regulatory body, as appropriate, shall determine which

2.5. Nothing in these Standards shall be construed as restricting any actions that may

otherwise be necessary for protection and safety, or as relieving the parties referred to in paras
- { Formatted: Not Highlight

2.7. If a State decides, to adopt these Standards, these Standards shall come into force at

,{ Formatted: Font: 12 pt

)

B { Deleted: is

- { Formatted: Not Highlight

- [ Formatted: Not Highlight

- { Formatted: Highlight

- { Deleted: one year

T { Formatted: Highlight

o ) W U

- { Formatted: Not Highlight

the time indicated in the formal adoption by that State.

P

APPLICATION OF THE PRINCIPLES OF RADIATION PROTECTION
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Requirement 1: Application of the principles of radiation protection

Parties with responsibilities for protection and safety shall ensure that the principles of
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2.14. The government shall ensure that adequate arrangements are in place for the
protection of people and the environment, both now and in the future, against harmful effects

of ionizing radiation, without unduly limiting the operation of facilities or the conduct of

people of present and future generations and populations remote from present facilities and

(a)  Provides the statutory basis for requirements for protection and safety for, all exposure
situations;

(b)  Specifies that the prime responsibility for protection and safety rests with the person or
organization responsible for facilities and activities that give rise to radiation risks;

(¢ Specifies the scope of its applicability;

(d)  Establishes, and provides for maintaining a regulatory body with clearly specified

(e)  Provides for coordination between authorities with responsibilities relevant to,

2.16.  The government shall ensure that the regulatory body is effectively independent, in

2.17. The government shall ensure that the regulatory body has the legal authority,

2.18.  The government shall ensure that a graded approach is taken to the regulatory control
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safety.

2.22.  The government shall ensure that arrangements are in place for the provision of the

2.23.  The government shall ensure that arrangements are in place for the provision of

environmental monitoring and the calibration of monitoring and measuring equipment.

2.24.  The government shall ensure that arrangements are in place for the safe

decommissioning of facilities_[9]. the safe management of radioactive waste [10. 11] and the

safe management of spent fuel.

2.26.  The government shall ensure that the safety of the transport of radioactive material is

regulated in accordance with the IAEA Regulations for the Safe Transport of Radioactive

conventions, taking into consideration other internationally endorsed standards and

recommendations derived from these IAEA Regulations."

qualifications and expertise required for the responsibilities that he or she will bear in the conduct of the
authorized activity.
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2.27. The government shall ensure that arrangements are in place for regaining control over
radioactive sources that have been abandoned, lost, misplaced, stolen or otherwise transferred

without proper authorization.

) { Deleted

+ adequate

)

. ‘[ Deleted

e

)

- [ Deleted: are clearly established J

)

2.29.  In establishing the legal and regulatory framework for protection and safety, the /{Daeted: shall
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(a),  shall fulfil its respective international obligations; - { et
(b)  shall allow for participation in relevant international arrangements, including
international peer reviews;
(c)  shall promote international cooperation to enhance safety globally.
RESPONSIBILITIES OF THE REGULATORY BODY
Requirement 3: Responsibilities of the regulatory body
The regulatory body shall establish or adopt regulations and guides for protection and
safety and shall establish a system to ensure their implementation.
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2.33.  The regulatory body shall ensure the application, of the requirements for education,

training, qualification and competence in protection and safety of all persons taking actions,

relevant to protection and safety.

2.34.  The regulatory body shall ensure that mechanisms are in place for the timely
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2.35.  The regulatory body, in conjunction with other competent authorities, shall adopt
specific acceptance criteria and performance criteria, through regulation or by the application

of published standards, for any manufactured or constructed source, device, equipment or

2.36. The regulatory body shall make arrangements to establish, maintain and make

retrievable adequate records relating to facilities and activities, These records shall include: |

— Records that might be necessary for the shutdown and decommissioning or closure

pe
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" The regulatory body specifies which sources are to be included in the registers and inventories, with due
consideration given to the associated risks.
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that involve professional and constructive interactions with yelevant parties for all safety . {

2.38.  The regulatory body, in consultation with the health authority, shall ensure that
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2.39.  The regulatory body shall establish, implement, assess and strive to continually

contributes to the achievement of those goals.

RESPONSIBILITIES FOR PROTECTION AND SAFETY

Requirement 4: Responsibilities for protection and safety

The person or organization responsible for facilities and activities that give rise to
radiation risks shall have the prime responsibility for protection and safety. Other

parties shall have specified responsibilities for protection and safety.,

2.40. The person or organization responsible for any facility or activity, that gives rise to -

radiation risks shall have the prime responsibility for protection and safety, and the prime

(a)  Registrants or licensees[[Alternative: use ‘authorized parties’ throughout as in GSR
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(c)  Radiological medical practitioners, in relation to medical exposure;
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(d)  Those, persons or organizations designated to deal with emergency exposure situations

2.42.  Other parties shall have specified responsibilities in relation to, protection and safety.

These other parties include:
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2.45.  The relevant principal parties and other parties having specified responsibilities in

relation to protection and safety, shall ensure that all personnel taking actions, relevant to -

understand their responsibilities and can perform their duties competently, with appropriate

2.46.  The relevant principal parties shall permit access by authorized representatives of the

regulatory body to carry out inspections of their facilities and activities and of their protection

2.47.  The relevant principal parties shall ensure that qualified experts are identified and

MANAGEMENT REQUIREMENTS

Requirement 5: Management for protection and safety

The principal parties shall ensure that protection and safety elements are effectively
integrated into the overall management system of the organizations for which they are

responsible.

2.48.  The principal parties shall demonstrate commitment to protection and safety at the

highest levels within the organizations for which they are responsible.

2.49.  The principal parties shall ensure that the management system [13] is designed and

implemented to enhance protection and safety by:

(a)  Applying the requirements for protection and safety coherently with other

guidelines for security;

(b)  Describing the planned and systematic actions necessary to provide adequate

(c)  Ensuring that requirements for protection and safety are not compromised by other
requirements or demands;

(d)  Providing for the regular assessment of performance for protection and safety and the

(e)  Promoting safety culture.
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3. PLANNED EXPOSURE SITUATIONS

SCOPE

3.1.  The requirements for planned exposure situations apply to the following practices:

(a) The production, supply and transport of radioactive material and of devices that contain

. . . . . _ -| Deleted: ,
radioactive material, including sealed sources, and unsealed sources, and of consumer .- { )
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”””””””””””””””””” ~ ~ ~ 7 Deleted: for their radioactive
(b) The production and supply of devices that generate radiation, including linear properties or properties as

chemical elements

accelerators, cyclotrons, and fixed and mobile radiography equipment;

. . , . _ - Deleted: and
(¢) The generation of nuclear power, including, any activities within the nuclear fuel cycle - }Deleted a;
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that involve or that could involve exposure to radiation or exposure due to radioactive - { peleted: duc
material;
(d) The use of radiation or radioactive material for medical, industrial, veterinary,
. . . . _ { Deleted: , }
agricultural, legal or security purposes, and the use of associated equipment, software or, .- { Deleted — ]
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exposure due to radioactive material; " { Deleted: duc )

(f) The mining and processing of raw materials that involves or could involve exposure due
to radioactive material;

(g) Any other practice as specified by the regulatory body.

3.2.  The requirements for planned exposure situations apply to exposure due to sources

within practices', as follows:

(a) Facilities that contain radioactive material and facilities that contain radiation

generators, including nuclear installations, medical radiation facilities, veterinary

P { Deleted: management facilities J

the processing of radioactive material, irradiation facilities, and mineral extraction and
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> For example, a sterilization gamma irradiation unit is a source for the practice of radiation preservation of* { spacing: single

food: an X ray unit may be a source for the practice of radiodiagnosis; a nuclear power plant is part of the
practice of generating electricity by nuclear fission, and may be regarded as a single source (e.g. with respect to
discharges) or as a collection of sources (e.g. for occupational radiation protection purposes). A complex or
multiple installation situated at one location or site may. as appropriate. be considered a single source for the
purposes of application of these Standards.
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mineral processing facilities that involve or could involve exposure to radiation or

exposure due to radioactive material;
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and is subject to the requirements stated in Section 5. However, the requirements stated in
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radionuclide decay chains is greater than 1 Bq/g or the activity concentration of YK s
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(b) Public exposure delivered by discharges or in the management of radioactive waste

arising from a practice involving material as specified in para. 3.2(a);
g fi pract lving material as specified in para. 3.2(a);

(¢) Exposure due to radon, thoron and their progeny, in workplaces in which occupational .-~ {Deleted:, )
exposure due to other radionuclides in the ***U and ***Th decay chains is controlled as a
planned exposure situation;
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concentration of radon in air in the workplace remains above the reference level
established in accordance with para. 5.27 after the implementation of remedial action in

accordance with para. 5.28.
GENERIC REQUIREMENTS

3.5. No person or organization shall adopt, introduce, conduct, discontinue or cease a
practice, or shall, as applicable, mine, extract, process, design, manufacture, construct,
assemble, install, acquire, import, export, distribute, loan, hire, receive, site, locate,

commission, possess, use, operate, maintain, repair, transfer, decommission, disassemble,
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fertilizer and soil amendments, construction material and existing residues in the environment is treated as an
existing exposure situation regardless of the activity concentrations of the radionuclides concerned.
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Requirement 6: Graded approach

The application of the requirements of these Standards in planned exposure situations,

in accordance with a graded approach, shall be commensurate with the characteristics

of the practice or the source within a practice, and with the magnitude and likelihood of

the exposures.

3.6. The application of the requirements of these Standards shall conform to any

requirements specified by the regulatory body, in accordance with a graded approach;

however, not all the requirements of these Standards are relevant for every practice or source,

nor for all the actions specified in para. 3.5.

Requirement 7: Notification and authorization

Any person or organization intending to operate a facility or to conduct an activity shall

submit to the regulatory body a notification or, an application for authorization,

—_— 20 Oy T e eV Y YN

3.7. Any person or organization intending to carry out any of the actions specified in

para. 3.5 shall submit a notification to the regulatory body of such an intention'®. Notification

action are unlikely to exceed a small fraction, as specified by the regulatory body, of the

products_into which radionuclides have been incorporated ,only with respect to manufacture,
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3.8. Any person or organization intending to carry out any of the actions specified in

para. 3.5 shall, unless notification alone is sufficient, apply to the regulatory body for /{Daeted:an

authorization'®, which shall take the form of either yegistration'” or licensing, L { peteted:
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Requirement 8: Exemption and clearance

The government or the regulatory body shall determine which practices or sources
within practices are to be exempted from some or all of the requirements of these

Standards. The regulatory body shall approve which sources, including materials and
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3.48.

Registrants and licensees shall ensure that the following responsibilities are

discharged by manufacturers and other suppliers_of radiation generators and radioactive

sources, as applicable:
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requirements of the regulatory body.

3.56.  The manufacturer of a radioactive source or a device containing a radioactive source
shall ensure that, where practicable, the source itself and its container are marked with the

symbol recommended by the International Organization for Standardization (ISO) [6]*.
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be subject to the system of protection and safety.
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external surfaces of transport packages, freight containers or conveyances or on building access doors.
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3.80. Nothing in these Standards shall be construed as relieving employers from
complying with applicable national and local laws and regulations governing hazards in the
workplace.

Requirement 22: Compliance by workers

Workers shall fulfil their specific obligations and responsibilities, for protection and

safety.
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Requirement 23: Cooperation between employers and registrants and licensees

Employers and registrants and licensees shall cooperate to the extent necessary for
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3.83.  If workers are engaged in work that involves or that could involve a source that is not
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GENERIC REQUIREMENTS
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comprehensively informed in advance of the associated health risks, as well as of available

protective, measures; and that they are, to the extent possible, trained in the actions that they -
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5.1. The requirements for existing exposure situations in Section 5 apply to:

(a) Exposure due to contamination of areas by residual radioactive material arising from:
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(iii)  Exposure of aircrew and space crew to cosmic radiation.
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occupational exposures and public exposures are of concern from the point of view of

radiation protection.
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(b) Appropriate reference levels.
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actions are optimized. While this optimization process is intended to provide optimized

doses remaining above the reference levels. Reference levels shall typically be expressed as
an annual effective dose to the representative person in the range 1-20 mSv or other

equivalent quantity, the actual value depending on the feasibility of controlling the situation
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5.9. The regulatory body or other relevant authority shall periodically review the
‘ reference levels to ensure that they remain appropriate in the light of the prevailing

circumstances.

Requirement 49: Responsibilities for remediation of areas with residual radioactive

material

The government shall ensure that provision is made for identifying those persons or
organizations responsible for areas with residual radioactive material, for establishing
and implementing remediation programmes and post-remediation control measures, if

appropriate, and for putting in place an appropriate strategy for radioactive waste

management,
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of areas and those responsible for financing the remediation programme, and the

determination of appropriate arrangements for alternative sources of funding if such

(b)  The designation, of persons or organizations responsible for planning, implementing
and verifying the results of remedial actions;
(©) The establishment of any restrictions on the use of or access to the areas concerned

before, during and, if necessary, after remediation;

(d) An appropriate system for maintaining, retrieval and amendment of records that cover,

remediation; and information on verification of the results of remedial actions,
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Requirement 50: Public exposure due to radon indoors
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The government shall provide information on levels of radon indoors and the associated
health risks and, if appropriate, shall establish and implement an action plan for

controlling public exposure due to radon indoors.
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Requirement 52: Exposure in workplaces

The regulatory body shall establish and enforce requirements for the protection of

workers in existing exposure situations.

5.25. The requirements in respect of public exposure stated in paras 5.7-5.9 shall be
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5.30. The regulatory body or other relevant authority shall determine whether assessment -

of the exposure of aircrew™ due to cosmic radiation is warranted, and shall decide whether the

relevant requirements for occupational exposure in planned exposure situations stated in -
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EXEMPTION AND CLEARANCE

CRITERIA FOR EXEMPTION
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(b)  Radioactive material in bulk amount”, for which the activity concentration of a given -

radionuclide of artificial origin used in the practice does not exceed the relevant value

given in Table I-2 of Schedule I*;

(¢)  Radiation generators, of a type approved by the regulatory body, or in the form of an
electronic tube, such as a cathode ray tube for the display of visual images, provided
that:

(i)  They do not jn normal operating conditions cause an ambient dose equivalent -
rate or a directional dose equivalent rate, as appropriate, exceeding 1 uSv/h at a
distance of 0.1 m from any accessible surface of the equipment; or

(ii)  The maximum energy of the radiation generated is no greater than 5 keV.

1-4. For radionuclides of natural origin, exemption of bulk amounts of material is
necessarily considered on a case by case basis’” by using a dose criterion of the order of 1

mSyv in a year, commensurate with typical doses due to natural background levels of radiation.

I-5. The IAEA Regulations for the Safe Transport of Radioactive Material [12] (the
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(b) The radioactive material;,

(i) Is in the form of a sealed source that effectively prevents any contact with the
radioactive material and prevents its leakage;or

(i) Is in the form of an unsealed source in a small amount such as sources used for
radioimmunoassay;

| (¢) In normal operating conditions the equipment, does not cause an ambient dose

equivalent rate or a directional dose equivalent rate, as appropriate, exceeding 1 uSv/h

at a distance of 0.1 m from any accessible surface of the apparatus;

| (d) Necessary conditions for disposal of the equipment have been specified by the

regulatory body.

I-7. For exemption of radioactive material containing more than one radionuclide, on the

of the individual radionuclide activities or activity concentrations, as appropriate, is less than

the derived exemption level for the mixture (X, ), determined as follows:

1

Xm .
SVAU)
i=1 X(l)

where f{i) is the fraction of activity or activity concentration, as appropriate, of radionuclide i
in the mixture, X(7) is the applicable level for radionuclide 7 as given in Table I-1 or Table I-2,

and # is the number of radionuclides present.

regulatory body.

1-9. The values provided in Table I-1 and Table I-2 are not intended to be applied to the

A4

control of discharges or the control of radioactive residues in the environment.
CRITERIA FOR CLEARANCE
I-10.  The general criteria for clearance are that:

(a) Radiation risks arising from the cleared material are sufficiently low as pot to warrant

regulatory control, with no appreciable likelihood of occurrence for scenarios that could
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reasonable control measures would achieve a worthwhile return in terms of reduction of

individual doses or of health risks.

,/ {Deleted:
Material may be cleared under the terms of para. I-10(a) without further consideration , . { Deleted:
v {Deleted:

{ Deleted: of
incurred by any memb