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	RESOLUTION



	Comment No.
	Para/Line No.
	Proposed new text
	Reason
	Accepted
	Accepted, but modified as follows
	Rejected
	Reason for modification/rejection

	1. 
	General
	Considering that the guide address regulatory body in general, whether they regulate or inspect complex/high risk facilities such as NPPs are simpler/low-risk activities (X-ray imaging by dentist…), it seems that some paragraphs may not always be relevant. 

Review the guide to ensure paragraphs in the main text are always applicable, whatever the regulated facility/activity is.
	Not all recommendations seems relevant for regulatory body not regulating large facilities.
For example, for a dentist or a radioactive gauge use:

· Is siting relevant?

· What are OLC?

· Is PSR relevant?

· Will a decommissioning plan be prepared and approved?

There are some sections on complex facilities but specificities of radioactive sources are highlighted in the text of more general recommendations.

Some recommendations in the main txt (e.g. 3.257) are very specific and would better be in an appendix
	
	
	
	

	2. 
	General
	Some paragraphs with long bullet lists, for example 3.90, 3.94, 3.105, 3.160 should be simplified so that key idea relevant to all facilities/activities are kept.
	See previous general comment
	
	
	
	

	3. 
	1.2
	Increasingly, the intention has been to bring together IAEA Safety Standards which deal with similar aspects of safety. Thus the Safety Fundamentals covered all facilities and activities and, similarly, GSR Part 1 [2] was not restricted in its coverage. This Safety Guide will maintain the approach by providing guidance on safety regulation applicable to all facilities and activities1, and in so doing promote a more consistent approach to the regulation of radiation risks. Clear consistent guidance is particularly important for those Regulatory Bodies having responsibilities covering a range of facilities and activities that give rise to radiation risks or when interfaces are needed between various Regulatory Authorities, in order to facilitate co-ordination and co-operation.
	Superfluous
Controversial statement.
	
	
	
	

	4. 
	1.4
	This graded approach has been increasingly used within IAEA Safety Standards so that the similarities of the requirements can be emphasised rather than the differences.
	Superfluous
	
	
	
	

	5. 
	1.11
	The Safety Guide covers the regulatory functions, and how they are discharged, during all the phases of the lifecycle of a facility or activity from initial design through to the release from regulatory control by means of associated processes.
	Superfluous
	
	
	
	

	6. 
	2.4
	
	“the detail does not necessary apply in all situations.” It is unclear what “details” are to be referred to? Are the details in the recommendations? Are they something else ?
If they are details not always applicable, would they better be located in a annex?
	
	
	
	

	7. 
	2.4
	For example, the degree of review and assessment applied to a nuclear power plant would clearly not be required in relation to the same as the one for a medical X-ray unit.
	
	
	
	
	

	8. 
	2.5
	The approach should also take into account any exposures to radiation and discharges or releases of radioactive substances during normal operation and in an incident or an accident, as well as the possibility of events including those with a very low probability of occurrence.
	“events” is unclear
	
	
	
	

	9. 
	2.6
	Both these factors need special consideration during decommissioning or clean-up activities which will involve new procedures and processes not used during other lifecycle stages, e.g. institutional controls, including continuing environmental monitoring programs and radiological status.
	Superfluous. Example given are not specific only to decommissioning or clean-up…
	
	
	
	

	10. 
	3.2 to 3.5
	Merge 3.2 to 3.5 into a single paragraph.
	Recopy of IAEA requirements
	
	
	
	

	11. 
	3.7
	The provision of regulations and guides, to be followed by the regulatory body itself or by the authorized parties, should be a means for the regulatory body to ensure that regulatory control is stable and consistent, to emphasize the continuous enhancement of safety as its general objective and to build confidence among interested parties [2].
	Superfluous
	
	
	
	

	12. 
	3.7
	… ensure that regulatory control is stable and consistent, to emphasize the continuous enhancement of safety as its general objective and to build confidence among interested parties [2]. The documents may be categorized as comprising legislation and regulations (mandatory by law), supporting guides (not mandatory by law) to be used either by the authorized parties or by the regulatory body (internal guidance) and other advisory documents.
	Clarification 

Suggested text copied from 3.9
	
	
	
	

	13. 
	3.9
	Delete 3.9
	3.9 is not needed anymore is 3.7 is modified as proposed.
	
	
	
	

	14. 
	3.11
	The regulatory body should identify other documents that are required to be developed both by the regulatory body itself and by the authorized party (e.g. records of worker doses).
	Guides to be developed by the regulators are addressed in previous paragraphs. Documents to be developed by licensee do not come under this section title.
	
	
	
	

	15. 
	3.12
	The regulatory body should establish a system to ensure :

· The development of regulations and guide takes account a graded approach

· the implementation of regulations and guides based on a graded approach, 
such that the development and application of regulatory requirements and guidance are is commensurate with the radiation risks associated with the types of facilities and activities and the exposure situations.
	It is questionable whether the grade approach should only be in implementing the regulations and guides or whether graded approach is also to be used in developing the regulations and guides
	
	
	
	

	16. 
	3.18
	They also allow the regulatory body to promote learning by modifying its guides to include innovative good practices and to revoke impractical or unnecessary features provisions not necessary or not practicable anymore.
	Alternative wording, avoiding use of “features”
	
	
	
	

	17. 
	3.20
	In issuing guides, recent operational experience and developments should be taken into account, including technological advances that have been proved by experience or shown by research results to be capable of providing effective and reliable appropriate means of satisfying regulatory requirements.
	Alternative word.
	
	
	
	

	18. 
	3.22
	Consideration should be given to the extent to which the regulatory body’s internal guides may be made available to authorized parties and the public. Publication is an important aspect of communication with interested parties and as, through openness, it helps them understanding demonstrates how the regulatory body is discharging its responsibilities in an appropriate manner.
	Simplification

Less ambitious !
	
	
	
	

	19. 
	3.27 (d)
	
	Deletion suggested as it is generally done in a not so detailed fashion.
	
	
	
	

	20. 
	3.27 (g)
	(g) The financial assurance provisions for dealing with orphan sources, radiological accidents, decommissioning and waste management (including decommissioning and waste disposal);
	Assurance is a narrow term.
Clarification
	
	
	
	

	21. 
	3.32
	Delete 3.32
	Unnecessary. Furthermore, it may be in the legislation.
	
	
	
	

	22. 
	3.33
	Within regulations and guides the main content of an authorization should be specified. Regulations or guides may also, as well as provide generic or standard the authorization conditions, should be specified. Details regarding the content of authorization are given in the sub-section dealing with Notification and Authorization.
	Clarification
Authorization general content is set in regulations, not in guides.

Generic (i.e. not specific to a designated licensee) licence conditions may be set in regulations or guides.
	
	
	
	

	23. 
	3.35
	Regulations and guides should indicate other documents that should be, periodically or at specific occasions, submitted to the regulatory body to confirm that the requirements established in the regulations and authorization conditions have been satisfied.
	Clarification, to avoid overlap with 3.34
	
	
	
	

	24. 
	3.37
	Reporting of changes and modifications as well as major non-conformance
3.37. Regulations and guides should contain requirements for reporting to the regulatory body any changes or major non-conformances in the design, construction, commissioning or operation that may affect safety, prior to their implementation. A requirement for analyzing and reporting intended changes and of any major non-conformances should also be included.
3.## Regulations and guides should contain requirements for reporting to the regulatory body any major non-conformances in the design, construction, commissioning or operation that may affect safety. A requirement for analyzing and resolving any major non-conformances should also be included.
	Refocus 3.37 on modifications  and create a new paragraph on on-conformance as current text is unclear (can a non-conformance be reported prior to its implementation?).
Reporting is addressed in the first sentence.
	
	
	
	

	25. 
	3.38
	These records, although even if not formally submitted to the regulatory body for review and approval, should be made available upon request.
	Clarification. These report may have to be submitted to the regulator
	
	
	
	

	26. 
	3.39
	If the regulatory body is not the sole entity responsible for the maintenance of these registers and inventories, it should ensure that the authorized party has arrangements for their proper retention and retrieval have been established. The responsibility of the regulatory body to maintain safety related records at the national level should not diminish the responsibility of authorized parties to keep their own records, as explained in the following sections of this guide.
	To allow flexibility to accommodate both licensee role or other governmental agencies or TSO role in the process…
	
	
	
	

	27. 
	3.41
	It is considered good practice that the review and assessment procedural and technical guidance documents should be made available to regulatory bodies worldwide.
	Too strong. Some may be made available but it is unlikely all will be. Furthermore, procedural guidance may not be relevant in a different regulatory framework…
	
	
	
	

	28. 
	3.42
	The regulatory body should issue guides for its inspectors for performing regulatory inspections, in order to ensure a systematic and consistent approach to inspection while allowing sufficient flexibility for inspectors to take the initiative in dealing with new concerns that arise; each inspector should be given adequate training in following this guidance.
	Consistency is the key goal. How systematic is a process is depending on many aspects…
	
	
	
	

	29. 
	3.43
	Add a bullet “ (##) Follow-up on inspection finding”
	Follow-up on inspection findings is necessary, whether or not enforcement action is initiated.
	
	
	
	

	30. 
	3.45
	Regulations and guides governing the use and implementation of enforcement actions should be issued by the Government and regulatory body, as appropriate, stating the policy for the use of regulatory and enforcement measures and the associated authority delegated to inspectors and other regulatory body staff. Depending on national practices, the need to allow the authorized party to state a point of view on regulatory decisions, to respond to enforcement notifications and to appeal against enforcement decisions should be recognized and taken into account in regulations and guides. 
	This is a general principle. How it is possible actually depends on national practices
	
	
	
	

	31. 
	3.45
	Guides should cover in detail the decision making approach of the regulatory body in determining the level of actions to be taken and the way in which the actions should be taken, including dealing with failure of the authorized party to comply with requirements for regulatory enforcement.
	Would be more relevant in 3.47 as 3.47 deals with the regulator internal guidance.

Move to 3.47
	
	
	
	

	32. 
	3.47
	Guides should cover in detail the decision making approach of the regulatory body in determining the level of actions to be taken and the way in which the actions should be taken, including dealing with failure of the authorized party to comply with requirements for regulatory enforcement. The regulatory body should issue internal guides for its staff, in order to ensure a systematic and consistent approach to the enforcement process.
	See comment on 3.45
	
	
	
	

	33. 
	3.50
	In the regulations and guides generic release criteria should may be included for the evaluation of potential radiological consequences associated with a site after its release.
	It is not France practice to set a priori generic release criteria.
	
	
	
	

	34. 
	3.55
	Whilst regulations may be established, in whole or part, by government, the regulatory body should generally be involved in the development process. In the following paragraphs, it is the role of the regulatory body that is covered in the development process.
	
	
	
	
	

	35. 
	3.56
	n order to develop regulations and guides, the regulatory body should have two basic resources: qualified competent staff and information.
	Clarification
	
	
	
	

	36. 
	3.57
	Regulations and guides should be based on take account of the IAEA safety standards, which are issued in the form of specific requirements and recommendations so as to facilitate their incorporation into regulations.
	Regulations is primarily based on national legislation and guides on national legislation and regulations
	
	
	
	

	37. 
	3.57
	The Although IAEA safety standards may be adopted individually or collectively. However, adaptation and rewording may be necessary, depending on the national legal system. IAEA safety standards that are expressed in a general way may be implemented in a State by introducing appropriate requirements into regulations or by adapting the standards as national guides. 
	Simplification
	
	
	
	

	38. 
	3.57
	In addition particular, States embarking on a nuclear programme should also consider adapting the IAEA’s safety standards or regulations developed by other States (usually those of the State supplying the facility), or a combination of these.
	Clarification and simplification (avoid redundancy with first part of paragraph).
	
	
	
	

	39. 
	3.59
	Regulations, guides and other relevant information produced by regulatory bodies in other States should may also be considered in the development of regulations.
	Unrealistic to consider all regulations and guides developed worldwide…
	
	
	
	

	40. 
	3.60
	In If adapting IAEA safety standards or regulations of other States, the regulatory body should:

- make its regulations compatible with its national legal and regulatory framework;

- include appropriate requirements specific to national conditions;

- promptly evaluate amendments made to the reference regulations or standards and, if needed, issue amendments to its own regulations as appropriate.
	Already addressed by suggested modified 3.57
Enable to focus 3.60 on update of national regulations
	
	
	
	

	41. 
	3.64
	The regulatory body should follow a general and consistent approach procedure for establishing, reviewing and revising regulations and guides. It should be well documented, comprehensive for the different activities and facilities regulated applicant and authorized parties, with clear organization and responsibilities for each and overall coordination.
	Alternate wording
	
	
	
	

	42. 
	3.65
	Delete 3.65
	Too detailed…
	
	
	
	

	43. 
	3.66 (c)
	(c) Determination of the scope of the regulations and guides. The first step towards the development of regulations should be to identify clearly the facilities and activities to which regulatory requirements are to be applied as well as the stage of the authorization process to be covered and the technical topic to be addressed. The scope should be as unambiguous as practicable.
	Superfluous
	
	
	
	

	44. 
	3.66 (d)
	(d) Determination of the resources necessary. Development of regulations and guides requires sufficient suitably qualified competent and experienced people staff, either from the regulatory body or employed as external experts, to be available and adequate financial resources
	Too detailed.
	
	
	
	

	45. 
	3.66 (g)
	(g) Review of the regulations and guides. Although practices vary widely, legal staff and special advisory committees, as appropriate, would usually review the initial versions of the proposed regulations and guides. In some States, authorized parties, professional societies or other organizations participate in these reviews. A draft version may also be published provisionally with an invitation for comment from interested parties the public. Comments received as a result of the review should be analyzed, evaluated and resolved as appropriate. A review of the final draft for quality control should be carried out before formal approval. One way in which the regulatory body could do this is to publish the regulation in its revised form for comment in advance of the effective date. Whichever review process is adopted, a formal procedure should be established to ensure that advice on the proposed regulations is obtained from all concerned parties. The regulatory body should then make a final decision with regard to the advice before so that the regulations or guides are finalized. At this stage consideration should also be given to the implications of the regulations for existing facilities and activities;
	Licensees and the public should be able to comment. Switching to interested parties enable to shorten the following text
	
	
	
	

	46. 
	3.66 (h)
	(h) Establishing and issuing the regulations and guides. Regulations should be established and promulgated in a manner that makes them legally binding according to the national legal system, thereby ensuring that their provisions can be enforced by the regulatory body. The procedure for issuing safety guides should follow steps similar to those for regulations, but a guide can be formally issued with a lower level of approval, since its contents are only advisory in nature. Regulations and guides should be publicly available, for example through the regulatory body website.
	Add a sentence on making the regulations and guides available to interested parties.
	
	
	
	

	47. 
	3.67
	
	Suggested categorisation is questionable. Consider deleting or transferring to an annex.
	
	
	
	

	48. 
	3.70
	The procedures applicable in the development of regulations can also be followed when making any necessary revisions. Advice should be obtained from all parties concerned. Authorized parties and others potentially affected by the revised regulations should be given adequate time to complete any preparations that may be necessary to enable them to comply with newly established requirements.
	Already addressed in 3.66
	
	
	
	

	49. 
	3.72
	It is required that the regulatory body should recognize the risks potential drawbacks associated with making modifications to well-established procedures and processes.
	Clarification
	
	
	
	

	50. 
	3.74
	The extent to which the proposed changes should be applicable to facilities and activities that have already been authorized and the degree of back-fitting to be required should also be considered and made explicit.
	For consistency with 3.66 (g)
	
	
	
	

	51. 
	3.87
	The regulatory body should specify the conditions under which consumer products with intentionally added radioactivity may be made available to member of the public who have no regulatory obligation with respect to the product.
	Clarification
	
	
	
	

	52. 
	3.89
	The objective of granting authorizations is for the regulatory body to establish effective specific regulatory control throughout the lifetime of a facility or activity in relation to safety.
	Regulations can also provide for effective control but regulations are generic, not specific.
	
	
	
	

	53. 
	3.90
	Need to simplify and shorten 3.90, in particular to avoid redundancy
	Not all bullets are relevant to any activity or facility.
	
	
	
	

	54. 
	3.91
	Consider deletion
	Access to dwelling is generally limited to day time….
Furtherore, access to private properties is limited to formally designated inspectors and not to any staff
	
	
	
	

	55. 
	3.94
	Need to simplify and shorten 3.94, in particular to avoid redundancy
	Not all bullets are relevant to any activity or facility.
	
	
	
	

	56. 
	3.95
	An additional requirement to be included in the regulations is that the authorized party should put into place procedures within its management system for each stage of the lifetime of a facility or activity, including, where appropriate, procedures for the provision of independent advice. Procedures should be put into place: 

(a) For controlling the facility or activity within the limits specified in the regulations and the authorization; 

(b) For managing incidents and accidents and response; (c) For responding to a nuclear or radiological emergency.
	Licence conditions should also be considered.

Simplification
	
	
	
	

	57. 
	3.97
	Delete 3.97
	
	
	
	
	

	58. 
	3/103
	For complex facilities or activities, before an applicant submits an application, the regulatory body should implement a preparatory phase, during which basic safety requirements are set out and the authorization process to be followed is made clear to the applicant.
	Superfluous (basic safety requirements may have previously been set)
	
	
	
	

	59. 
	3.103
	Basic safety requirements set out in the preparatory phase should be design neutral so that several designs may be considered at the beginning of a project to build a facility or should be taken into consideration in planning the activity.
	It depends whether a unique design is being considered or whether several design are “competing”…
	
	
	
	

	60. 
	3.105
	Need to simplify and shorten 3.105. Suggestion is to keep only the first level of bullets and transfer details into the appendixes.
	Not all bullets are relevant to any activity or facility.


	
	
	
	

	61. 
	3.109
	Refocus content to minimum authorization process which is relevant to any activity or facility:
· Statutory authority

· Issuing authority

· Documentary basis provided by the applicant

· Authorized party

· Authorized activity.
· Period of authorization (if any).
	List not relevant for any activity or facility authorized
	
	
	
	

	62. 
	3.110
	In some States, the legislation determines that an authorization in terms of qualification is needed for a person to perform specific functions. In that case the authorization application review should be the means of verifying the competences of the personnel to carry out those specific activities.
	Clarification
	
	
	
	

	63. 
	3.111
	Authorization for objects should be considered where it is necessary to operate a more effective for regulating facilitiesy or to conduct an activitiesy.
	Effctiveness is the overall guiding principle.
	
	
	
	

	64. 
	3.117
	Consider shortening 3.1I7 by keeping only the first level of bullets and transfer details into the appendixes.
	
	
	
	
	

	65. 
	3.118
	Delete 3.118
	3.117 is enough
	
	
	
	

	66. 
	3.124
	Some meetings should be held in the vicinity of the facilities to provide the public with information on the initial licence application and subsequent renewal processes, solicit input on the environmental review and to provide the results of the regulatory body inspections.
	True for NPP and large installations. Not true for all facilities/activities requiring authorization.
	
	
	
	

	67. 
	3.125
	Whenever submissions for a particular type of facility (or parts thereof) may be repeated many times, it may be appropriate for an authorized party (or in some cases a contractor, which may be in another State) to provide a submission for a ‘reference facility’ or a ‘generic facility’.
	Superfluous
	
	
	
	

	68. 
	3.130
	It is good practice in many States that all facilities and activities on a site should be under the control of a single authorized party.
	Superflous. Remaining text in 3.130 is enough.
	
	
	
	

	69. 
	3.130
	Where there are different authorized parties on the same site, or on neighboring sites, the regulatory body should ensure promote co-operation between the authorized parties. Whilst
	“Ensure” is too strong
	
	
	
	

	70. 
	3.131
	However, general requirements concerning remoteness, environmental concerns, local population density and transport arrangements will apply, usually at a governmental level.
	Redundant (low local population density)
	
	
	
	

	71. 
	3.140
	The regulatory body is required to ensure that relevant documents and records are prepared by the authorized party, kept for an agreed time and maintained to a specified quality before, during and after decommissioning
	True but not specific to this phase.
	
	
	
	

	72. 
	3.141
	Before release from regulatory control, the authorized party should be required to demonstrate to the regulatory body that the site meets the release criteria. The regulatory body should review the authorized party’s demonstration, confirm compliance with the criteria and only then release the site from regulatory control. If the site meets the release criteria, the site may be appropriate for release without further cleanup after the approval of the regulatory body.
	Simplification
	
	
	
	

	73. 
	3.142
	If the site does not meet the release criteria, the authorized party should determine whether a cleanup needs to be performed to meet the release criteria or whether, even after clean-up, restrictions should be imposed in relation to future use of the site (‘restricted use’ option). If after further cleanup and survey demonstrate that the site meets the release criteria, restrictions are not needed, the selected option should be ‘unrestricted use’; if restrictions are required, the ‘restricted use’ option should be selected. In both cases, the authorized party should develop cleanup activities for release and should obtain approval from the regulatory body. Having implemented these cleanup activities, the authorized party should perform a survey to demonstrate that the site meets the release criteria and should submit this demonstration to the regulatory body for approval.
	Simplification
	
	
	
	

	74. 
	3.143
	For restricted use, the type, extent and duration of the restrictions and controls for release of the site can range from monitoring and surveillance to restriction of access to the site. The restrictions should be proposed by the authorized party on the basis of a graded approach and in after consideration of factors such as the type and level of residual contamination after the completion of cleanup, the relevant dose constraints and release criteria, and the human and financial resources needed to implement the restrictions and controls. The restrictions proposed by the authorized party should be submitted to the regulatory body for their agreement and should be of a form that is enforceable. The cleanup plan should specify It should be clear which organization will ensure that the restrictions are maintained. In addition, the way in which the restrictions would be removed when they are no longer necessary should be specified in the cleanup plan.
	
	
	
	
	

	75. 
	3.146
3.147
	Create a section on radiation sources (similar as the section on complex facilities)
	
	
	
	
	

	76. 
	3.152
	The regulatory body is may required to review this assessment.
	Only significant modifications are likely to be reviewed by the regulator.
	
	
	
	

	77. 
	3.153
	Locate 3.153 after 3.154
	More logical location.
	
	
	
	

	78. 
	3.156
	
	Use “facility or activity” throughout the paragraph (no reason to limit to facilities)
	
	
	
	

	79. 
	3.156
	Where relevant, The review and assessment process should include checks on the site and elsewhere to validate the claims made in the submissions. For complex facilities, The authorized parties often have external peer reviews conducted at their facilities by national or international organizations. The results of such reviews could provide the regulatory body with additional insights into the activities of the authorized party.
	Clarification as it is not the practice for low risk activities…
	
	
	
	

	80. 
	3.159
	The basic objective of regulatory review and assessment should be to determine whether the authorized party’s submissions demonstrate that, throughout the lifetime of the facility or activities, it complies with all safety requirements and recommendations which are stipulated or approved by the regulatory body and that, unless appropriate justification is provided, regulatory guidance has been followed.
	Clarification to capture the status of guides
	
	
	
	

	81. 
	3.160
	
	Consider deletion as 3.160, which details 3.159, may be considered exhaustive.
	
	
	
	

	82. 
	3.167
	During its inspection activities, the regulatory body inspectors will collect information that show the actual situation on the site rather than that set out in safety assessments, for example when examining records kept by the authorized party. Such information, which should be subjected to review and assessment by specialist in the regulatory body. In addition, violations and non-compliance should be assessed. Whilst this source of information may only represents a small part of the review and assessment it is a vital part as it represents the actual situation on the site rather than that set out in safety assessments.
	Simplification
	
	
	
	

	83. 
	3.169
	Safety Guide covers a wide range of types of facility and activity…
	Clarification
	
	
	
	

	84. 
	3.170
	In all cases For nuclear installations, the site of the facility or where the activity is to be conducted should be qualified by review and assessment
	Not true for any activity or facility
	
	
	
	

	85. 
	3.172
	
	The second part of the paragraph is not relevant to any activities. How is construction of a new  X-Ray at a dentist controlled ?
	
	
	
	

	86. 
	3.175
	The results of inactive commissioning should also confirm the operational features and should lead to the development of detailed instructions for operators, which should be confirmed during the active stage.
	Development of detailed instruction should not wait inactive commissioning
	
	
	
	

	87. 
	3.182
	Decommissioning comprises: the preparation and approval of a detailed decommissioning plan; the actual decommissioning activities; and the management of waste arising from these activities. Just before the permanent shutdown of the facility or cessation of the activity, a detailed plan should be prepared by the authorized party for authorization or approval by the regulatory body.
	Clarification
Role of the regulator is addressed in the second next sentence.
	
	
	
	

	88. 
	3.182
	The decommissioning plan should be reviewed and assessed by the regulatory body in order to ensure that decommissioning can be accomplished safely with a progressive and systematic reduction in radiological hazards.
	Clarification (to account for previous comment)
	
	
	
	

	89. 
	3.186
	The process of review and assessment is conducted by means of exchanges between the regulatory body and the authorized party, which should be formally recorded. The records will concern mainly:

- requests for additional information by the regulatory body;

- questions formulated by the regulatory body;

- responses by the authorized party (including those provided by its contractors);

- records of meetings between regulatory body staff and authorized party personnel.
	Duplication with second bullet
	
	
	
	

	90. 
	3.187
	This information should be kept in an organized way that permits retrieval according to different criteria such as subject, type, date or originator.
	Too detailed
	
	
	
	

	91. 
	3.188
	The regulatory body should be prepared to suspend or terminate its review and assessment if, in its judgment, such action is justified because of deficiencies in the information provided. The regulatory body should request any necessary additional information and should be prepared to suspend or terminate its review and assessment if, in its judgment, such action is justified because of deficiencies in the information provided.
	Change in the order (more locigal)
	
	
	
	

	92. 
	3.191
	In carrying out a review and assessment of an applicant’s or authorized party´s safety documentation, the regulatory body should ensure employ a systematic plan to provide assurance that all topics significant to safety will be covered and this should be done consistently in relation to submissions for similar facilities or activities. This plan should include a series of procedures that the regulatory body will follow for all aspects and topics covered by the documentation in order to identify those items for which applicable safety objectives and requirements have been met and those for which they have not. An outline for such a plan process might be as follows:
	Too detailed
	
	
	
	

	93. 
	3.192
	A major feature of the authorized party´s safety documentation will be its safety assessment, including the analysis of normal and fault conditions3.
	Clarification. It might however be better to refer to the definition of the safety glossary where “safety analysis” and “safety assessment” are defined :
“safety analysis. Evaluation of the potential hazards associated with the conduct of an activity.

Safety analysis is often used interchangeably with safety assessment. However, when the distinction is important, safety analysis should be used for the study of safety, and safety assessment for the evaluation of safety — for example, evaluation of the magnitude of hazards, evaluation of the performance of

safety measures and judgement of their adequacy, or quantification of the overall radiological impact or safety of a facility or activity.”

“assessment:  1. The process, and the result, of analysing systematically and evaluating the hazards associated with sources and practices, and associated protection and safety measures.

Assessment is often aimed at quantifying performance measures for comparison with criteria.

In IAEA publications, assessment should be distinguished from analysis.

Assessment is aimed at providing information that forms the basis of a decision on whether or not something is satisfactory. Various kinds of analysis may be used as tools in doing this. Hence an assessment may include a number of analyses. »
“safety assessment. 1. Assessment of all aspects of a practice that are relevant to protection and safety; for an authorized facility, this includes siting, design and operation of the facility.
3. The systematic process that is carried out throughout the design process to ensure that all the relevant safety requirements are met by the proposed (or actual) design. Safety assessment includes, but is not limited to, the formal safety analysis.
	
	
	
	

	94. 
	3.192
	The value of safety analysis is in extending knowledge and understanding of the facility or activity and the behavior under a range of conditions and in identifying shortcomings in areas in which safety can be improved.
	Superfluous
	
	
	
	

	95. 
	3.194
	Safety objectives and regulatory requirements should specify safety goals for levels of performance of the safety SSCs and managerial and operational procedures and processes to be achieved in operating the facility or conducting the activity. The regulatory body should refrain from prescribing specific designs, safety management systems or operational procedures.
	This is too ambitious.
	
	
	
	

	96. 
	3.197
	The safety objectives and regulatory requirements should cover, among other things, as appropriate:

· Prevention of faults rather than mitigation of their consequences;

- Application of the principle of defence in depth;

- Meeting the single failure criterion for safety related systems;

- Requirements for redundancy, diversity and separation;

- Preference for the use of passive systems over an active or operator based safety systems;

- Criteria relating to human factors and the human–machine interface;

- Dose limits and dose constraints (both occupational and public), amount of discharges to the environment and ALARA considerations;

- Criteria for assessing radiological risks to workers and the public;

- Minimization and management of waste generated, including the future decommissioning stage;

- Emergency preparedness and response.
	Simplify the list as there are several duplicationq (DiD and redundancy/diversity or DiD and prevention, ALRA and risks to the workers and the pubic….). No reason to promote passive system where there function is not known.
	
	
	
	

	97. 
	3.198
	The regulatory body should evaluate the acceptability of the proposals put forward by an authorized party or applicant on a case-by-case basis against general principles.
	Clarification
	
	
	
	

	98. 
	3.200
	The regulatory body should establish which requirements, regulations, guides and industrial standards are applicable to the facility or activity in question and should determine the requirements to be placed on the authorized party. Where no such requirements, regulations, guides and industrial standards exist, the regulatory body should consider developing them. In carrying out its review and assessment, the regulatory body should use the applicable requirements as a reference in deciding on the acceptability of an authorized party´s submissions.
	Superfluous
The regulator does not develop industrial standard. This the role of ISO or other (inter)national standard organisations
	
	
	
	

	99. 
	3201
	Delete 3.201
	Development of regulations and guides is addressed in a previous chapter.
	
	
	
	

	100. 
	3.202
	
	The term “audit calculation” is unclear. Could “confirmatory calculation” be used ?
	
	
	
	

	101. 
	3.203
	Much effort that the regulatory body will need to expend in the review and assessment process by the regulatory body will be concentrated on the performance of a step by step review and assessment procedure to determine whether the applicable safety objectives and requirements for each aspect or topic have been met. This stage of the process consists in examining the submissions from the authorized party on its managerial arrangements, engineered systems and operational procedures and on the safety analysis for the facilities or activities…
	Simplification
	
	
	
	

	102. 
	3.204
	Delete 3.204
	Not relevant for all activities and facilities.
	
	
	
	

	103. 
	3.205
	For a nuclear installation, The general aim of the regulatory review of the safety analysis report [9], whether based on deterministic or probabilistic analyses, should be to verify that for each identified barrier to the release of radioactive material the safety measures…
	No SAR for a dentist or a radiotherapy unit.
Both deterministic and probabilistic insight are expected.
	
	
	
	

	104. 
	3.205 bullet list
	
	The bullet lit seems somehow narrow as it focuses on barriers.
What about implementation of defense in depth? Diversity against common cause failure ? Adequate modeling of PSA….
	
	
	
	

	105. 
	3.206
	
	It is likely that such paragraph was written for nuclear installations and not simpler activities….
Rewording or narrowing application to nuclear installations is suggested
	
	
	
	

	106. 
	3.207
	Break 3.207 into 2 paragraphs
3.### The regulatory body should ensure that an effective system for the feedback of operational safety experience is in place, that no safety related event will go undetected and that corrective measures will be adopted to prevent the recurrence of safety related events

3.207 The regulatory body should review reports submitted periodically by the authorized party, in compliance with established requirements, so as to monitor the operational safety performance of the facility or activity. Additionally, reports on safety significant events should be thoroughly reviewed by the regulatory body. The regulatory body should ensure that an effective system for the feedback of operational safety experience is in place, that no safety related event will go undetected and that corrective measures will be adopted to prevent the recurrence of safety related events. If the severity of the event warrants it, the regulatory body may conduct or arrange for an independent investigation, …
	To state first the expectation of a OEF process at licensees then to express what regulator has to do with reported events.
	
	
	
	

	107. 
	3.207
	The regulatory body’s review should cover the identification of lessons to be learned and the sharing of safety related information. Operational safety performance should not be restricted to considering the facility or activity itself but should consider a wide range of both radiation and non-radiation based facilities and activities from which lessons may be learnt.
	Deletion proposed as the paragraphs deals with information reported by licensee.
	
	
	
	

	108. 
	3.209
	
	It is likely that such paragraph was written for nuclear installations and not simpler activities….

Rewording or narrowing application to nuclear installations is suggested
	
	
	
	

	109. 
	3.211 (5)
	(5) Discharge, dilution and dispersion of radioactive effluents.
	Dilution of radioactive effluents (with fresh water or air) is not allowed in France
	
	
	
	

	110. 
	3.212
	In considering these items, the regulatory body should satisfy itself that radiation doses to workers and the public and radioactive releases to the environment are acceptable and ALARA.
	ALARA principle has to be implemented
	
	
	
	

	111. 
	3.127
	This documentation should summarize the review and assessment performed and should present a clear its conclusion about the safety of the activity authorized.
	Simplification
	
	
	
	

	112. 
	3.127 bullet list
	Typically, the following topics should be covered:

-Reference to the documentation submitted by the authorized party;

- The basis for the evaluation;

- The evaluation performed;

-  Comparison with regulatory requirements, regulations and guides;

- Comparison with another similar (reference) facility or activity where appropriate;

- Independent analysis performed by the regulatory body’s staff, or by consultants or dedicated support organizations on its behalf;

- Conclusions with respect to safety, including any Additional requirements to be fulfilled by the authorized party
	Create sub-bullets

Merge the two last bullets


	
	
	
	

	113. 
	3.229
	
	Reconsider the location of this paragraph (transfer to review and assessment ?). Anyway, it should not be the first para of the section on inspection
	
	
	
	

	114. 
	3.222
	Locate 3.222 after 3.225
	More logical location
	
	
	
	

	115. 
	3.222 bullet list
	In conducting inspections, the regulatory body should consider a number of aspects, including:

· Radiation risks associated with the facility or activity, including areas of higher potential risks

· Structures, systems and components important to safety;

- Management systems, including aspects related to contractors and other service providers;

- Operational activities and procedures;

- Records of operational activities and results of monitoring;
- Liaison with contractors and other service providers;
- Competence, performance and resources of staff;

- Safety culture;

- Liaison with the relevant organization for joint inspections, where necessary.
- Radiation risks associated with the facility or activity
- Areas of poor performance

- Areas of higher potential risks
The regulatory body should also consider, where appropriate, liaison with the relevant organization for joint inspections, where necessary.
	Rationalize the list and ensure it is adequately covering all activities and facilities. For example, what about emergency preparedness or patient exposure ?
Separate the bullet on liaison with other (regulatory) organizations as the other bullets are directed at licensee.
	
	
	
	

	116. 
	3.226
	Regulatory inspection is performed to make an independent check on the authorized party and the state of the facility or activity, and to provide a high level of confidence that and to determines whether the authorized parties are in compliance with the safety objectives prescribed or approved by the regulatory body.
	Clarification
	
	
	
	

	117. 
	3.226 bullet list
	(a) All applicable laws, regulations and license conditions and all relevant codes, guides, specifications and practices are complied with;

(b) The authorized party has a strong and effective management system, strong safety culture and self-assessment systems for ensuring the safety of the facility or activity and the radiation protection of workers, the public and the environment;

(c) The required quality and performance are achieved and maintained in the safety related items and activities of the authorized party throughout the lifetime of the facility or activity;

(d) Persons employed by the authorized party (including and contractors) possess the necessary competence for the effective performance of their functions throughout the whole lifetime of the facility and activity;

(e) ….
	Clarifications. Some bullets from 3.227 might have to be included as affectation key between 3.226 and 3.227 is not so clear….
“All” is excessive as inspections are not often exhaustive…

Self-assessment are part of management systems.

For a contractor, the licensee is not the employer.
	
	
	
	

	118. 
	3.227
	Specific responsibilities of the regulatory body in respect of inspection should include: 

- conducting planned inspections at all stages of the authorization process and - carrying out reactive inspections, if appropriate, in response to events, incidents or accidents; 
- preparing reports to document its inspection activities and their findings; 

- identifying and recommending necessary changes to the requirements approved by the regulatory body, specified in the authorization or contained in the regulations; 

- preparing reports to document its inspection activities and their findings; 

- verifying the authorized party’s compliance with regulatory requirements and confirming adherence to safety objectives; 

- ensuring that the authorized party has adequate, comprehensive and up to date information on the status of the facility or activity and information for demonstrating its safety, and a procedure to maintain this information up to date; 

-verifying that corrective actions have been undertaken by the authorized party to resolve safety issues identified previously; 

- tracking recurrent problems and non-compliance; 

- developing procedures and directives as necessary for the effective conduct and administration of the inspection programme; 

- determining and recommending suitable enforcement actions when non-conformance with requirements is encountered. 


	Redundancies with 3.226
Affecting bullets to 3.226 or 3.227 should be reconsidered.
	
	
	
	

	119. 
	3.232
	For all areas of responsibility, the regulatory body’s inspection programme should include as key elements:

- a system of prioritizing inspections based on a graded approach;

- on-site visits of inspectors;

- the review of radiation safety assessments made by the authorized parties;

- the investigation and follow-up of events and deviations from normal operation; and

- the submission of information on key operational safety parameters by authorized parties.

On-site inspection4 is the one element of the regulatory regime closest to actual operations, and a significant proportion of the regulatory body’s resources should be allocated to this task.
	These bullets would be more appropriate under “review and assessment” than under “inspection”. In fact, there are already discussed under “review and assessment”.
	
	
	
	

	120. 
	3.234
	The more common indicators of degraded performance include:

- poor housekeeping;

- poor financial stability;

- insufficient staffing;

- high turnover of staff;

- poor record retrieval systems;

- lack of set investigation levels;

- lack of procedures to be followed in the event that investigation levels are exceeded;

- inadequate training;

- lack of retraining of staff; and

- higher than average occupational exposures for the type of facility or activity.
	These 3 points are less relevant than the others.
	
	
	
	

	121. 
	3.238
	The authorized party should be required to inform the regulatory body as prompt as is warranted by the situation according to established procedures.
	Superfluous as already covered by first sentence of 3.238
	
	
	
	

	122. 
	3.239
	The regulatory body should compile and analyse data on the performance of authorized parties. As part of continuous improvement program, the regulatory body should compile, analyze and assess, periodically and regularly, data on the performance of authorized parties, outcome of regulatory inspection programme….
	Simplification
	
	
	
	

	123. 
	3.243
	Planned inspections, either announced or unannounced, are carried out in fulfilment of, and in conformity with, a structured and largely prearranged or ‘baseline’ inspection programme developed by the regulatory body.
	Clarification
	
	
	
	

	124. 
	3.243
	Considerations in relation to performing planned inspections should include:

- the requirements of the authorization regime;

- the safety significance of the areas to be inspected;

- the authorized party’s overall performance in the areas to be inspected;

- operational experience and lessons learned from events or problems at other facilities or activities in other States.
	Already addressed in 3.222 to 3.233
	
	
	
	

	125. 
	3.244
	Delete 3.244
	Controversial. Planned inspection do also look at paperwork and programmes…
	
	
	
	

	126. 
	3.247
	All available resources may be needed in responding to a serious event, whereas in the simplest of cases only one inspector may be needed. A pre-established graded approach in responding to special circumstances will assist in determining the appropriate level of resources for use in inspections.
	Too detailed. Reactive inspections are decided on a case by case basis and their scheduling takes account of relevant inspector availabilities.
	
	
	
	

	127. 
	3.248
	Locate 3.248 after 3.239
	More logical location
	
	
	
	

	128. 
	3.251
	Delete 3.251
	This is review and assessment, not really inspection…
	
	
	
	

	129. 
	3.255
3.256
	
	It is unclear when an inspection performed by more than one inspector becomes a team inspection. France normal practice is to perform inspections with 2 inspectors. However, some inspections do involve up to 10 inspectors: are those the “team inspection” addressed in the guide ?
	
	
	
	

	130. 
	3.257
	Delete 3.257
	Too specific. (Consider transferring in an annex?). These are planned inspection and general recommendations apply…
	
	
	
	

	131. 
	3.262
	Delete 3.262
	Too detailed. Not so much relevant with current telecommunication means…
	
	
	
	

	132. 
	3.263
	When several inspections are to be performed at a facility, The regulatory body should have an overall plan for the programme of inspections that it is to undertake at a facility or during an activity. The plans for inspection specific facilities or activities should be determined using a graded approach.
For activities where risk is lower or where a large number of registrants/authorized parties exist, the regulatory body should, taking into account a graded approach, establish a programme of inspections for these activities.
	Overall plan for the programme of inspections is relevant for large facilities where several inspections will be performed.
For small scale activities, where only a part of authorized party will be inspected (e.g. gauge users, dentist…), the plan may be more relevant if directed at the type of activity rather than specific licencees.
	
	
	
	

	133. 
	3.266
	Delete 3.266
	Altough true, does not bring much…
	
	
	
	

	134. 
	3.269
	To ensure that all authorized parties are inspected to a common standard and that the level of safety is consistent, the regulatory body should provide its inspectors with written guidelines and procedures in sufficient detail. Appropriate subjects for guidance and instructions for inspectors are covered in paragraph 3.43.
	The expected level of safety may be consistent but the inspection may conclude the actual level is not…
	
	
	
	

	135. 
	3.272
	Preparations should be made by the individual or team (including any external experts) who will be conducting the inspection. Furthermore, it may be it is generally useful to establish a detailed agenda or special plan for the inspection and to compile a questionnaire and a list of the documents to be reviewed with the authorized party.
	Clarification
	
	
	
	

	136. 
	3.274
	The inspection methods programme of the regulatory body should include provision for direct monitoring of items, human factors significant to safety (performance of personnel, managerial attitudes), tests and other safety related activities carried out by the authorized party.
	Clarification
	
	
	
	

	137. 
	3.278 
	The authorized party’s personnel should be kept appropriately informed of inspection activities and it should be ensured that the authorized party responds to inspection findings. These considerations can be partly satisfied by means of discussions and interview 
	This sentence is not really on gathering facts during an inspection. It addresses more the wrapped-up meeting and follow-up process
	
	
	
	

	138. 
	3.278
	Interviews5 with workers, the facility or activity manager and, as appropriate, with other senior managers should be standard features of most inspection visits. However, inspection procedures should include interaction and discussion with all levels of the authorized party’s staff. In interacting with the authorized party’s staff, the inspector should exercise mature judgment concerning the prerogatives and responsibilities of the facility’s management.
	Interview, as defined in footnote 5, should not be limited to managers.
	
	
	
	

	139. 
	3.281
	The regulatory body should examine samples of the authorized party’s documentation sufficient to satisfy itself that the authorized party is fulfilling the requirements for authorization and is operating in accordance with the practices proposed by the authorized party and approved by the regulatory body and that, where deviations or deficiencies have been detected, they have been adequately addressed.
	Deviation management is a topic to address during inspection.
	
	
	
	

	140. 
	3.291
	The purposes of inspection reports are to record any positive or negative findings or conclusions reached by inspectors (either directed at the licensee or at the regulatory body), inform other members of the regulatory body and contribute to maintaining an organizational memory.:

-record the results of all inspection activities relating to safety or of regulatory significance;

- document and record an assessment of the authorized party’s activities in relation to safety;

- record discussions held with authorized party’s staff, management and other concerned persons;

- provide a basis for informing the authorized party of the findings of the inspection and of any non-compliance with regulatory requirements, and to provide a record of any enforcement actions taken;

- record any findings or conclusions reached by inspectors;

- record any recommendations by inspectors for future actions by the authorized party or the regulatory body and to record progress on recommendations from previous inspections;

- inform other members of the regulatory body;

- contribute to maintaining an organizational memory.
	Many duplications with 3.292.
Simplification is suggested
	
	
	
	

	141. 
	3.293
	Inspection reports should be distributed or made electronically available according to established procedures in order to provide for the following: 

- a basis for future regulatory action; for example for a basis for identifying major or generic issues which necessitate special inspections, changes to inspection plans or regulations or guides
- a contribution to maintenance of the regulatory history by providing a record of inspections, discussions and associated findings and conclusions; 

- a basis for identifying major or generic issues which necessitate special inspections, changes to inspection plans or generic regulatory action; 

- information to regulatory staff responsible for review and assessment; 

- information to regulatory staff responsible for reporting incidents; 

- information to regulatory staff responsible for regulations and guides; 

- a basis for periodic reviews of inspection findings, including trends and root causes; 

- information to regulatory staff responsible for the development of requirements for authorization of the inspected facility or activity or new regulations; 

- a means of sharing information with other inspectors; 

- a means of passing information to interested parties or governmental bodies; 

- self-assessment activities. 
	Simplification suggested 
	
	
	
	

	142. 
	3.294
	Inspection findings should typically be discussed at regular meetings attended by groups of inspectors. It is also a good practice in many States to include those regulatory body staff involved in review and assessment activities or licensing activities in such meetings.
	Clarification
	
	
	
	

	143. 
	3.296
	Delete 3.296
	Too detailed
	
	
	
	

	144. 
	3.299
	Although it may be the practice in some States to publish individual inspection reports or inspection follow-up letter sent to the authorized party, some inspection reports they may contain confidential information, such as security information, information which the regulatory body may wish to use in connection with future regulatory actions, proprietary information, personal or medical information relating to individuals and proprietary information. Such information should be withheld. However, in the interests of confidentiality it may be undesirable to show which information has been withheld. In such cases, therefore, only the general findings of the inspection and regulatory decisions should be made available to the general public.
	France practice is to publish on ASN website the follow-up letter but not the inspection report.
Simplification
	
	
	
	

	145. 
	3.305
	The authorization process itself is a form of enforcement as refusing an application for an authorization means that operation of the facility or conduct of the activity is prohibited and legal sanctions can be used if the prohibition is not complied with. However, in most States the term “enforcement process” is restricted in use to actions in connection with non-compliances and violations of legally binding requirements occurring during operation of a facility or conduct of an activity.
	Superfluous
Clarification
	
	
	
	

	146. 
	3.308
	Regulatory enforcement actions are actions taken by the regulatory body to force an authorized party to restore deal with non-compliance by the authorized party with specified conditions and requirements. These actions should be taken to have an authorized party modify or correct any aspect non-conformance in its of an authorized party’s procedures and practices, or of a facility or activity’s SSCs or managerial or operational procedures and processes that are necessary to ensure safety…. 
	Clarification
	
	
	
	

	147. 
	3.309
	As the main purpose of enforcement is to improve ensure safety and not to punish, enforcement actions should be chosen to achieve this end.
	Clarification
	
	
	
	

	148. 
	3.317
	The extent of the authority of the regulatory inspectors to take on the spot enforcement actions should be determined by the regulatory body, considering the national legislation and regulations. The authority given to an inspector may depend on the structure of the regulatory body and on the inspector’s duties and experience.
	Clarification
	
	
	
	

	149. 
	3.138 bullet list
	The review and assessment should consider, but it is not limited to that the on-site emergency arrangements: 

- Are based on a hazard assessment that identifies all reasonably foreseeable nuclear or radiological emergencies that might occur in relation to the facility or activity, including those of very low probability; 

- Include emergency arrangements for managing the on-site emergency response and for coordination with off-site response; 

- As applicable, the operability and habitability of emergency response facilities (e.g. emergency centre, technical support centre, operational support centre) under the range of postulated emergency conditions (as identified in the hazard assessment); 

- Include emergency procedures covering all postulated nuclear or radiological emergencies, including where necessary severe accident management guidelines [12], which satisfactorily cover the necessary operator actions and functions in emergency response (including procedures for notification and activation of off-site emergency response); 

- Identify tools, instruments, supplies, equipment and communication systems needed for response to a nuclear or radiological emergency and demonstrate their adequacy for the usage expected; 

- Include a specific training programme (which includes drills) and instructions for all the authorized parties staff on how to respond to a nuclear or radiological emergency and on the discharge of their expected duties; 

- Include sufficient suitably qualified staff to be available at all times to implement the emergency plans and procedures; 

- Include arrangements for obtaining support from off-site response organizations and for coordination with relevant off-site response; 

- Describe the coordination with other plans such as plans for physical protection and plans for fire-fighting; 

- Include an exercise programme to ensure that all the emergency arrangements are tested satisfactorily within specific period. 


	Simplification of the list as some bullets are detailing other bullets.
	
	
	
	

	150. 
	3.340
	Delete 3.340
	Such recommendation is not applicable to all activities and facilities….
	
	
	
	

	151. 
	Appendix 1
	Delete Appendix 1
	Practice specific. Would be better on safety guide on commodities
	
	
	
	

	152. 
	Appendix 2
	Delete Appendix 2
	There are other IAEA safety standards dealing in details with licensing, content of safety case, review and assessment of complex facilities
	
	
	
	

	153. 
	Appendix 3
	Delete Appendix 3
	There are other IAEA safety standards dealing in details with review and assessment
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