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	RESOLUTION

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

	2
	1
	General
	Please check the references:
· Proper citation in text, and
· Proper numbering (e.g. Ref. [5] is not used in the document) 

	Clarification
	
	
	
	

	2
	2
	1.6 / 1
	This Safety Guide has been developed in parallel with IAEA Safety Guide DS473 [89], […]
	Clarification
	
	
	
	

	2
	3
	1.8 / 5 
	[…] Detailed guidance on establishing the safety infrastructure for a nuclear programme can be found in the IAEA Safety Guide SSG-16 [910].
	Clarification
	
	
	
	

	3
	4
	1.10 / 9
	[…]
Communication and consultation with interested parties.


	Editorial
	
	
	
	

	2
	5
	1.10 /11
	[…] The regulatory core functions and their interactions, as well as the associated core processes, are described in detail in the Safety Guide DS473 [89].
	Clarification
	
	
	
	

	2
	6
	1.14
	“safety” means the protection of people and the environment against radiation risks and the safety of facilities and activities that give rise to the radiation risks. This includes…
	Clarification
Check consistency of definition of “safety” with GS-R-Part 2 draft 1.10
	
	
	
	

	1
	7
	1.15
	…does not extend to nuclear security. Where security is mentioned in this document it is only to remind the reader that security aspects might have to be considered – through an appropriate interface. Guidance on …
	Security is mentioned (and rightly mentioned) in several paragraphs throughout the document, however it should be clarified to the reader what this entails. 
	
	
	
	

	2
	8
	1.15 / 4, 5
	[…] Nuclear security recommendations on physical protection of nuclear material and nuclear facilities [67] and Nuclear Security Recommendations on Radioactive Material and Associated Facilities, [78] and supporting guidance.
	Clarification
	
	
	
	

	2
	9
	2.1 / 9
	[…]
- Openness and transparency with authorized parties, the public and other interested parties to
promote confidence and trust in its judgements and decisions;
[…]
	Clarification;

Compare with text 1.14 (Definition of interested parties).
	
	
	
	

	2
	10
	2.15 / 3 - 4
	[…] It is essential to underline that that the advice obtained is independent and it does not relieve the regulatory body of its assigned responsibilities. […]
	Clarification


	
	
	
	

	2
	11
	2.17 / 1 – 6
	As such, the regulatory body should have the authority and the obligation to establish provisions for appropriate means of communication with the interested parties including the public about the possible radiation risks associated with facilities and activities, as well as about the regulatory decision making processes and regulatory decisions. Informing and consulting interested parties and
the public should be done by means of a transparent, open and constant communication process. GSR Part 1 R36
	Clarification;

Compare with text 1.14 (Definition of interested parties).
	
	
	
	

	2
	12
	2.19 / 4 – 5
	[…] The regulatory body should have a holistic approach in discharging its responsibilities, taking into account all aspects of Individuals Man, Technology, and Organization (IMTO) and their respective interactions.
	Clarification

Is the official wording not: “Man, Technology,
and Organization (MTO)”?
	
	
	
	

	2
	13
	3.1 / 5
	
Promoting a systemic/holistic approach to safety that embraces all interactions between man, technology and human, organization and technology;
[…]

	Clarification

See comment on 2.19
	
	
	
	

	2
	14
	3.5
	These characteristics should permeate the entire regulatory body and, so that individuals show a questioning attitude, feel responsible and are supported in identifying safety concerns.
	Typing mistake affecting the understanding of the sentence
	
	
	
	

	2
	15
	3.12 / 1
	Senior management should ensure that the resources[1] essential to the fulfilment of the regulatory body’s functions and to the achievement of the regulatory body’s objectives are identified and made available.

Footnote [1]: Resources’ includes individuals, infrastructure, the working environment, 
information and knowledge, and suppliers, as well as material and financial resources.

	Clarification

Please include the definition of resources as in GS-R-3.
	
	
	
	

	2
	16
	3.19 / 3
	Information and knowledge are part of the corporate memory of the regulatory body and should be managed as a key resource that is embedded in the regulatory body’s processes, activities and functions (See the example of KM process II-21. Knowledge management in Annex II).
	Clarification
 
	
	
	
	

	2
	17
	4.2 / 4
	In fulfilling its core functions there are also several supporting functions that should be available within the regulatory body. These supporting functions are necessary enablers in fulfilling the core functions, and a regulatory body could not operate satisfactorily without most of them. They Core and supporting functions are described in separate subsections below 0.
	Clarification

	
	
	
	

	2
	18
	4.22 / 1
	The regulatory body should provide information concerning its activities to the interested parties including the public, both on a regular basis and in relation to abnormal events. Information should be factual and as objective as possible, reflecting the regulatory body’s independence. […]
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	2
	19
	4.23 / 1 - 2
	The regulatory body should, in accordance with national legislation, consult with interested parties including the public on its policies, regulations, guidance and operations.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	3
	20
	4.24 / 3 - 4
	[…]
Administrative functions supporting the routine operations of the regulatory body (e.g. Finance, management of documents and records, equipment purchasing and control, etc…) and,
[…]
	Editorial
	
	
	
	

	2
	21
	4.25 / 1 - 18
	The regulatory body should have organizational units dedicated to various administrative activities, often divided into specific aspects to support its core activities. The number and the size of the units will depend on the size of the regulatory body. Administrative functions include the following activities:
General administration such as internal planning, maintenance of buildings and equipment, operation of communication systems and physical protection security;
Personnel administration (human resources management), which covers recruitment and training, internal communication, arrangements for medical care, occupational safety and access authorization security, travel arrangements and so on;
Financial administration, including procurement, contracting, accounting, salaries and invoicing.
Management of documentation and records, including the preparation, storage, retrieval, security, reproduction and distribution of documents including legal instruments e.g. authorisations, permits;
Computer and/or data administration, adequate computing capability for technical use (data handling, analytical computing) as well as general IT uses and IT-security
Preservation of ‘corporate memory’, knowledge management and library services including access to specialized publications;
	Clarification: Paragraph 1.15 states that this Guide does not extend to nuclear security. In order to avoid confusion it is suggested that reference to the single term “security” is avoided at this point and a different wording is found (as suggested)


	
	
	
	

	Re-justification to 21: We agree that the paragraph is talking about security of the regulatory body and not nuclear security. However, the term “security” is commonly associated with “nuclear security”. In order to avoid confusion when reading/interpreting the document we suggest to use different wording.

	2
	22
	4.30 / 3
	Research and development provide supporting information in regard to the safety of the operation of a facility or the conduct of activities and should be performed under a systemic view, considering MTO individual, technical and organizational (ITO) aspects.
	Clarification

See also comment to 2.19.
	
	
	
	

	2
	23
	4.39 / 7 - 9
	[…] The advisory committee should solicit, where appropriate, views from the public, industry, regional and local governments, and other relevant interested parties on regulatory matters.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	1
	24
	4.56 / 7
	
 Magnitude and maturity of the existing medical, nuclear, waste disposal and/or research programme.
Magnitude of future medical, nuclear power, waste disposal and/or research plans (new installations and/or facilities, new technology, lifecycle activities e.g. decommissioning); […]
	A Regulatory Body takes responsibility for all kind of facilities and activities not only nuclear power.
	
	
	
	

	2
	25
	4.59 / 5
	[…] However, it should be emphasized that the regulatory body uses an interdisciplinary approach to the oversight concept, enabling the regulatory body to implement a systemic approach and adequately consider all aspects relevant to safety with an integrated view to IMTO and their interactions.
	Clarification

See also comment to 2.19.
	
	
	
	

	2
	26
	4.63 / 1 - 3
	In order to gain the acceptance of their authority by the staff, managers at all levels should demonstrate effective leadership that continuously improves safety awareness and safety culture (see
Section 0, lLeadership for safety in Chapter 3).
	Clarification;


	
	
	
	

	2
	27
	5.1
	…quality, societal and economic…
	Consistency with GS-R-Part 2 draft R 7.
	
	
	
	

	1
	28
	5.13
	which includes the identification and definition of the processes,. For each process a process owner should be assigned. The responsibility to approve a process for application should be assigned for each process.
	The responsibilities should be cleary assigned.
	
	
	
	

	3
	29
	5.13 / 3
	The roles and responsibilities of individuals involved in each process should be identified during
the first phase of developing an integrated management system, which includes the identification and definition of the processes,. For each process a process owner should be assigned.
	Editorial
	
	
	
	

	3
	30
	5.20 / 9
	[…]
Communication and consultation with interested parties;
Emergency Preparedness and Response.

	Editorial
	
	
	
	

	3
	31
	5.33 / 5 - 10
	After the integrated management system has been established and implemented, it should be used for the daily work of all individuals within the regulatory body. During this phase special care should be given to the maintenance of the integrated management system. Management should ensure that processes, both individually and collectively, are applied reliably across the regulatory body and improved to continually fulfil the purposes and objectives of the integrated management system.
Opportunities for improvements in the integrated management system, as well as improvements to the
efficient and effective discharge of the regulatory body’s work, should be identified and actions to
improve processes and the regulator’s effectiveness and efficiency should be selected, planned,
resourced and recorded. This phase includes audit, evaluation, process review and update, including
system documentation and procedures. In this phase again, the process owner plays a central role.
	The paragraph should be devided into two paragraphs. The sentences addressing improvements are more suitable in section “Measurement, Assessment, Evaluation and Continuous Improvement”

Make a new point after 5.34. See also next comment. 
	
	
	
	

	3
	32
	5.35
	Opportunities for improvements in the integrated management system, as well as improvements to the
efficient and effective discharge of the regulatory body’s work, should be identified and actions to improve processes and the regulator’s effectiveness and efficiency should be selected, planned, resourced and recorded. This phase includes audit, evaluation, process review and update, including system documentation and procedures. In this phase again, the process owner plays a central role.
	See comment on 5.33.
	
	
	
	

	2
	33
	5.50 / 6
	
Governance, leadership, management and organizational culture;
[…]
	Clarification

	
	
	
	

	2
	34
	5.53 / 2
	The results of assessments should be communicated in an open and transparent manner, consistent with the needs of security and confidentiality where it is necessary due to the security reasons. […]
	Clarification

(See text 1.15; The scope of this Safety Guide is limited to the regulation of radiation and nuclear safety and does not extend to nuclear security.)
	
	
	
	

	2
	35
	5.54 / 3
	[…] Senior management should foster a regulatory culture that encourages individuals to identify and report non-conforming processes and outcomes of the regulatory work.
	Clarification

The term “regulatory culture” is inconsistently used across the document.
Compare with text 5.45.
	
	
	
	

	2
	36
	6.7 / 4 – 6
	This plan should cover also recruitment strategy (see subsection Recruitment). And, where relevant, rotation of staff in order to obtain staff with appropriate
competence. It includes also a strategy to compensate for the departure of qualified staff (succession
planning, knowledge management).
	Clarification

Compare with text 6.57 (doublication)

Please also check whether the concept of rotation is adequately addressed in the document..
	
	
	
	

	2
	37
	6.8 / 1 – 2
	The staffing needs are assessed based on the regulatory body’s main functions as listed in Chapter
3 of (see DS473). […]
	Clarification;


	
	
	
	

	3
	38
	6.11 / 3
	The number and the specialized skills of the regulatory staff will also depend on decisions about the coverage of functional areas and on the extent to which the regulatory body will use consultants and/or advisory committees. In any event,, the regulatory body should have sufficient numbers of staff
with the basic skills necessary to operate the regulatory system without depending on the immediate availability of external expert support. […]
	Editorial
	
	
	
	

	2
	39
	6.15/1
	The competence management process may include the following typical sub-processes (for more information s. also SRS 79):

	Add reference to SRS 79
	
	
	
	

	2
	40
	6.15/3-4
	Competence needs analysis, analysing the competence which is missing and therefore needed;
o Task analysis leading to needed required competence being necessary and required to perform the regulatory tasks and duties;
o Gap analysis leading to needed competence;

	By needed competence is meant the competence which is missing and therefore needed. By required competence is meant the competence which is necessary and required to be able to perform the tasks. The required competence is defined by analysing the tasks to be performed. By comparing the existing competence against the required competence you get information about the needed competence.
	
	
	
	

	1
	41
	6.15/5
	o - Prioritization and choosing ways of filling gaps.
	“Prioritization and choosing ways of filling gaps” is not part of the “competence needs and competence gap analysis” but a step after the “competence needs and competence gap analysis”. Therefore change the circle in front of “Prioritization and choosing ways of filling gaps” into a hyphen.
	
	
	
	

	2
	42
	6.24/1-3
	The competences needed required by the regulatory body in order to fulfil its functions should be identified by a systematic analysis based on the regulatory body’s function and processes (See
DS473).
	By needed competence is meant the competence which is missing and therefore needed. By required competence is meant the competence which is necessary and required to be able to perform the tasks. Therefore substitute needed by required.
	
	
	
	

	2
	43
	6.29 / 1 – 5
	It should be emphasized that not only “technical” skills are considered in this analysis, but also what is often termed as “soft skills” (see list in Appendix III, A3.5 Communication and management skills). According to the quadrant model of competence for regulatory bodies in the Safety Report Series No. 79 they are mentioned in quadrant 4. Staff must be able to interact with people (within the regulatory body, as well as in oversight interactions with licensees as well as with the interested parties) in a constructive way, to address findings adequately, to give constructive feedback, to solve conflicts etc.
	Clarification

Make a reference to the Quadrant Model in the Safety Report Series No. 79.
	
	
	
	

	1
	44
	6.30/7
	6.30. Competence profiles provide a powerful management aid to address competence gaps. A valuable instrument for competence management at the regulatory body is a competence model. Safety Report Series 79 gives an example of a competence model for regulatory bodies. It enables a balanced approach to competency and consistency of regulatory performance. It suggests a basis for assessing competence needs both for the near and medium future. It is a significant input into the
process of developing an effective regulatory body that responds to internal and external environments and the associated challenges. Footnote: A Methodology for the Systematic Assessment of the Regulatory Competence Needs, called SARCoN, for Regulatory Bodies has been developed and made available by the IAEA for performing a competence gap analysis based on the Quadrant Model established in the Quadrant Model in the Safety Report Series No. 79. This methodology and the use of the IAEA-SARCoN-Excdel-tool are explained in the IAEA-TECDOC-1757.
	Mention and refer to the IAEA-TECDOC-1757 and to the IAEA-SARCoN-Excel-tool in footnote.
	
	
	
	

	2
	45
	6.33 / 1 – 8
	It is advisable that beside human and organizational specialists also additional members of the staff bear thisHOF competence. For example, managers who should ensure the deployment of the HOF strategy and attribute the means for its implementation, process specialists who can integrate the HOF approach into organizations processes and especially trainers, operational experience specialists and inspectors in order to enable them to understand and evaluate working conditions and factors contributing to human performance. It should also be stressed that HOF specialists and this these other staff members should cooperate in the analysis of HOF aspects and of their relationship with the technical aspects according to the holistic MTO approach (ITO).
	Clarification

	
	
	
	

	3
	46
	6.43 / 2
	Staff working in this area should be able to engage in effective dialogue, representation and
interaction with all interested parties (i.e. e.g. authorized parties, colleagues, media and the public)
	Clarification
 
Compare with text 1.14.
	
	
	
	

	3
	47
	6.45/1
	The regulatory body should have internal competences to define relevant research questions issues, to specify the research activities needed and to identify appropriate research institutions that may conduct research and development.
	Replace research questions by research issues.
	
	
	
	

	3
	48
	6.50
	Collaboration Cooperation with national and international organizations
	Wording
	
	
	
	

	2
	49
	6.52 / 2 - 3
	The processes for the competence management are part of the integrated management system and are therefore evaluated with the same means as described in section Measurement, Assessment, Evaluation and Continuous Improvement. “Measurement, Assessment and Improvement”.
	Clarification

Meant is section in Chapter 5.
	
	
	
	

	2
	50
	6.66/7
	The most common method to acquire competences is training. The regulatory body, depending on the number and complexity of the State nuclear programme, should have:
A training policy;
Budgetary provisions for training;
Processes in place (as part of the integrated management system) to establish training and development programmes which take into consideration the gaps that exist between the current existing and desired required competences.
	Wording: Substitute current competences by existing competences and desired competences by required competences also including competences required in the future.
	
	
	
	

	2
	51
	6.67 / 5
	[…] Basic elements of a regulatory body’s training programme are listed in Appendix III.
	Clarification

	
	
	
	

	3
	52
	6.77 / 3 - 4
	Efforts commensurate with the size of the regulatory body should be made to develop a systematic approach to the training (SAT) of personnel in order to ensure consistency in the conduct
of regulatory activities, including the application of quality assurance principles to training (see also GS-G-1.1 5.5). […]

	Editorial
	
	
	
	

	3
	53
	6.77 / 8
	[…] The SAT is a suitable technique that provides a logical progression from the identification of the competences required to perform a job to the design, development and implementation of training to achieve these competences, and subsequent evaluation of this training. Safety Reports Series 79
provides an excellent overview of competence management for regulatory bodies including training methods and options (classroom based training, distance learning, on the job training) and options and, in addition, a detailed description of SAT.

	Editorial


	
	
	
	

	3
	54
	6.77 (6.78) / 9
	[…] Safety Reports Series 79 provides an excellent overview of competence management for regulatory bodies including training methods (classroom based training, distance learning, on the job training) and options and, in addition, a detailed description of SAT.

6.78. Training requires substantial human and financial resources.

	Editorial






Spacing and line break in front of 6.78 is missing.
	
	
	
	

	2
	55
	6.82/2-3
	If the regulatory body is not entirely self-sufficient in all the technical or functional areas and if it is necessary to discharge part of its responsibilities in core functions or in functions supporting core functions, it should seek advice or assistance, as appropriate, from external experts as described in Appendix I.
	The structure and meaning of the sentence have not been clearly understandable.
	
	
	
	

	3
	56
	A 1.4 / 1
	The regulatory body should have sufficient technical knowledge (“intelligent customer”) to
identify problems, […]
	Editorial
	
	
	
	

	3
	57
	A 1.9 / 2
	External experts should be chosen on the understanding that they will provide impartial advice. The regulatory body should confirm that other activities of the external experts’s other activities will not give rise to a bias in the advice given; the potential for any such conflict of interest should be minimized and when recognized, it should be dealt with.
	Editorial
	
	
	
	

	1
	58
	A1.12/12
	Not inappropriately influence the outcome of the work or the advice from the external expert or allow any other body to do so, in order that the external expert advice reflects unbiased technical opinion;
	There should not be any influence.
	
	
	
	

	2
	59
	A2.6
	…feedback of experience. A balance should be found between documenting as much as necessary but not to be overly prescriptive so as to hinder people than help them in their work. Documents…
	Clarification
	
	
	
	

	2
	60
	A1.20 / 14 - 15
	When the external expert or organization is involved in research and development activities together with other interested parties, including from industry.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	2
	61
	A2.11 / 2
	Regulatory bodies need to keep extensive records of their work and their interactions with authorised and interested parties and other relevant institutions.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	1
	62
	A 2.14 / 2
	In order to obtain a readable and complete set of records the control of records process should ensure that records:
Are categorized;
[…]

	The records have to be also readable and complete.
	
	
	
	

	Re-justification to 62:. Our comment is addressing the overriding aim of the process, i.e. what should be achieved by the process and what is its goal. The bullet points only address some actions that should be incorporated into the process and are not be all-encompassing. E.g. management, long-term storage and sustainability of different media is not explicitly mentioned in the bullet points, however, these issues might be more easily spotted if people are clear about the goal of the process. 

	2
	63
	II-2  / Inputs 7.
	Feedback and review comments from staff, other interested parties and the
public.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	2
	64
	II-4 Purpose 
	To provide the strategic direction and oversight of the regulatory body to ensure it fulfils its regulatory mandate in line with the expectations of interested parties and the public.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	2
	65
	II-7 / Purpose
	To communicate and interact with interested parties and the public about matters related to safety regulation and control, commensurate with applicable legislation.
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	2
	66
	II-12 / Performance criteria 2.
	Successful communication with interested parties, including the public; and,
	Clarification;

Compare with text 1.14 (Description of interested parties).
	
	
	
	

	1
	67
	II-19
	1. SRS 79; and, TECDOC 1757
	Add reference TECDOC 1757
	
	
	
	




2
Relevanz: 1 – Essentials  2 – Clarification  3 – Wording/Editorial
