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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. 
	Title
	Reformulation:
Organization, management and staffing of a regulatory body for safety
	Regulatory  body is clear enough
	
	
	
	

	2. 
	General
	This safety guide shoud be in line with fortcoming GSR Part 2. Some work is still needed.
	
	
	
	
	

	3. 
	General
	use “ the integrated management system “ instead of various expressions
	In this document expressions * integrated management system’ , *management system’ and ‘ management system for safety’ are all used, use only one of these to be consistent 
	
	
	
	

	4. 
	2.21
	New formulation:
Values of a Regulatory Body values should
incorporate the following characteristics:
	Clarification
	
	
	
	

	5. 
	p. 14, para. 2.20
	Misspelling.
“This commitment can be achieved by developing and fostering a strong safety culture within the organization the regulatorybody of the regulatory body as further described in section 3.2 Safety culture.”


	Misspelling (the regulatory body of the regulatory body)
	
	
	
	

	6. 
	p. 14, para. 2.23
	 Addition.
“The information collected …
 the regulatory body’s mandate. “ The regulatory body’s staff should be periodically informed about the collected information. 

	It is most relevant that staff is informed about the public expectations, concerns and proposals for improvement. 
	
	
	
	

	7. 
	p. 11 para 2.4
	… decisions in respect of the radiological radiation protection of workers, the public and the environment. At the same time, the need for independence of the regulatory body does not imply that
it ought to have an
	clarification
	
	
	
	

	8. 
	p. 14  para 2.19
	The protection of the public from any hazard due to ionizing radiation is the main focus of the
regulatory body. In doing so, the view of the regulatory body should cover all aspects of a nuclear 
installation   a facility or an activity including its organization and its staff. The regulatory body should have a holistic
approach in discharging its responsibilities, taking into account all aspects of Individuals, Technology,
and Organization (ITO) and their respective interactions.
	use of radiation should be also covered
	
	
	
	

	9. 
	p. 14 para 2.21
	The prime responsibility for safety rests with the authorized parties. The regulatory body should
ensure that its actions do not take the prime responsibility from the authorized parties.
	the expression should be in line with GSR Part 2 which talks about licensees, here ‘authorized parties’
	
	
	
	

	10. 
	p. 14 para 2.24
	… A strong communication with
all interested parties enables the regulatory body to take into account all the different opinions  perspectives and
expectations and to use them as a basis for establishing or modifying the regulatory framework….
	clarification
	
	
	
	

	11. 
	p. 15 para 2.28
	…This requires a continuous improvement process of  in the
regulatory body’s organization.
	new formulation  continuous improvement of management system and all activities within the organization is needed
	
	
	
	

	12. 
	Whole chapter 3
	whole chapter needs to be checked and partly rewritten
	the chapter should be inline with GSR Part 2
	
	
	
	

	13. 
	p.17
	Addition
· Questioning attitude is promoted
	clarification, to be inline with SC attributes in other IAEA publications
	
	
	
	

	14. 
	p. 22, para 4.7
	Clarification.
“ The objective of granting authorizations is for the regulatory body to establish effective regulatory control throughout the lifetime of a facility or duration of an activity in relation to safety. “ A suggestion for new text:
When granting authorization the regulatory body needs to take into account the whole life time of the facility or activity.” 

	It is not clear what is meant here. However, the objective of granting authorizations for the regulatory body is not to establish regulatory control - that needs to be done already earlier.  
	
	
	
	

	15. 
	p. 23, para.4.11.
	Modification and addition.
“The review and assessment process should include have an interaction between the core process Inspection of facilities and activities to validate through inspections and
checks on the site and elsewhere to validate the claims made in the submissions. “.

	Interface between core processes/functions “Review and assessment” and “Regulatory inspection” 
	
	
	
	

	16. 
	p. 77, A3.2
	Add to the list:
- Human Factor Engineering
	HFE is essential to design processes.
	
	
	
	

	17. 
	p. 30,  para. 4.43.
	“The regulatory body should establish and maintain a list of qualified external experts, as well as
arrangements for engaging their services when needed and assess and approve also the external organizations which services they use.  “
	It is important that the RB also assesses whether the external organizations and experts fulfill the requirements set for them. 
	
	
	
	

	18. 
	Chapter 5
	
	rather detailed guidance – should be on same detail level than the rest of the document and also in line with GSR Part 2
	
	
	
	

	19. 
	p. 35 para 5.2
	Addition:
The integrated management system of the regulatory body is should include a set of coherent processes and
procedures that control the fulfilment of the regulatory functions in an effective and efficient manner,
considering all internal and external conditions.
	clarification
Management system is not just a set of processes, other aspect should be in place as well.
	
	
	
	

	20. 
	p. 37 para 5.10
	At each phase in the life of an integrated management system it is necessary to assign clear
responsibilities to the individuals and units involved.  Leadership and oversight for the system should
be assigned to a senior staff member. Senior management should assign responsibilities and allocate
appropriate resources to develop, implement, and maintain the integrated management system,
including for the training to be provided.
	Need to be reformulated
	
	
	
	

	21. 
	p. 40, para. 5.31, 3rd bullet
	 Please clarify the following: 
“Training, briefings, workshops, where the process introduces new practices. A graded
approach should be adopted to match the importance and complexity of the process;”

	The statement should be reassessed. A graded approach is normally applied to management system requirements of a product, item, system, structure or component, service, activity or controls of a process. 
	
	
	
	

	22. 

	p. 38
	Suggestion to the title:
DEVELOPMENT ESTABLISMENT PHASE OF AN INTEGRATED MANAGEMENT SYSTEM

	This Chapter should give more guidance for establishing the management system (compare the section “IMPLEMENTATION PHASE OF A MANAGEMENT SYSTEM” which presents implementation steps).  
	
	
	
	

	23. 
	p. 53 para. 6.32.
	Addition.
“Knowledge in human and organizational factors (HOF) should be part of the regulatory body’s competence profile. These competences are needed for oversight on issues such as safety culture, leadership, organizational and management aspects, competence development as well as aspects of human system interfaces and human factor engineering. “


	To manage human factor engineering the organization needs experts also on the area of human factors.  
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	



