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NUSSC Comments on IAEA Draft General Safety Guide, 
"Functions and Processes of the Regulatory Body for Safety” (DS473)
	COMMENTS BY REVIEWER
Reviewer: U.S. Nuclear Regulatory Commission
Country/Organization:   USA                                                          Date: 22 May 2015

	RESOLUTION



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

	1
	1.10
	After bullet #1, add a new bullet:

· Safety culture, self-assessment, peer reviews, and international cooperation;
	Completeness to address important supporting functions.  
	
	
	
	

	2
	2.5 

Also 3.101, 3.337, 3.338
	Where the expression, “very low probability of occurrence” is used, insert a reference to NS-G-3.1.
	The term “very low probability of occurrence” is highly subjective. Reasonable constraints (such as in NS-G-3.1 at 4.3) are needed to prevent unbounded speculation.
	
	
	
	

	3
	2.6
	Replace “proven” with “established”
	The term “proven” is not a suitable metric for regulatory decision.
	
	
	
	

	4
	3.13
	Replace “prevent subjectivity” with “provide transparency and traceability in"
	Subjectivity, such as engineering judgment, is a part of regulatory decision making and cannot be prevented.
	
	
	
	

	5
	3.20
	Replace “proved by” with “tested through”
	Experience does not provide proof that technology is suitable.
	
	
	
	

	6
	3.27 
	Add a new item as described below:

(j) Safety criteria, planning, predisposal radioactive waste management, discharge monitoring, as well as aspects of institutional controls at different phases of licensed facility lifecycle, and license termination.
	These aspects are important to consider for technical, administrative, and procedural topics and requirements that need to be listed. 
	
	
	
	

	7
	3.28 & 3.50,

3.51, 3.52
	Para 3.28 states: “It is required that the regulatory body establish or adopt regulations and guides for safety covering the three exposure situations namely, planned, emergency and existing exposure situations, (GSR Part 3, Requirement 2 [3]).”

We recognize that emergency exposure situations regulations and guides could be different from planned exposure situations. However, this Para contemplates that safety regulation (e.g.; safety criteria for protection of the public and the environment) for existing exposure situations should be established as different from the planned exposure situations.  We recognize that this concept/approach has been developed by ICRP and adopted by IAEA.  Nevertheless, for existing exposure situations, we believe the concept of end-state based on a risk-informed approach, considering site specific conditions, is more appropriate to use, particularly when considering costs, socio-economic factors, and stakeholder input as key factors in developing end-state safety criteria and implementation aspects.” 

Therefore, we recommend adding the above underlined text as a footnote to provide the reader with options to use the end-state and risk-informed concept, as an alternate approach to developing different criteria or regulations for existing exposure situation. 

The above comment is also applicable to the “Release Criteria” Section under Para’s 3.50, 3.51, and 3.52. 
	Clarification and completeness to provide an alternate option of using end-state and risk-informed concept.   


	
	
	
	

	8
	3.28
	Replace “the three” with “all”
	GSR-3, Requirement 2, is for “all” exposure situations, not just the 3 (for example, “faulted” condition is missing from 3.28)
	
	
	
	

	9
	18/

3.38
	3.38 Regulations and guides issued by the regulatory body should include the requirements for the authorized party to keep records that contain information used to demonstrate the safety of the facility design and construction (technical safety basis) that contributed to the safety conclusions presented in the application for an authorization submitted to the regulatory body for review and approval are considered to be safety related. These records, although not formally submitted to the regulatory body for review and approval, should be made available ….
	The term “safety related” has very specific meaning in some member states. The records that this paragraph intends be retained may not fit a specific definition of “safety related.” 
	
	
	
	

	10
	3.39
	Include bullet for “Records relating to the safety of facilities and activities.”
	This important point is included in GSR Part 1 Requirement 35.
	
	
	
	

	11
	3.57
	Replace “Regulations and guides should be based…” with “Regulations and guides may be based…”
	Consistency with presentation of IAEA standards in GSR-1 (Foreword) "...which States can apply" and also "many States have decided to adopt the IAEA’s standards.
	
	
	
	

	12
	3.66(b)
	Replace “need for improvements” with “need and associated costs for improvements”
	Cost-benefit considerations are important (e.g., backfitting).
	
	
	
	

	13
	3.90(a), 3.102, 3.109
	Replace “undue” with “unacceptable”
	Consistency with Fundamental Safety Principal 6.
	
	
	
	

	14
	31/

3.94(a)
	a) Prepare and submit a comprehensive application to the regulatory body that demonstrates that priority is given to safety as evidenced by compliance with all applicable legal and regulatory requirements and ; that is, that the level of safety is as high as reasonably achievable and that safety that will be maintained for the entire lifetime of the facility or activity, until this is released from regulatory control by the regulatory body;
	The criterion for an applicant to provide “the level of safety is as high as reasonably achievable,” is subjective given that what is reasonable one authorized party is not necessarily reasonable to other authorized parties. The minimum level of safety should be defined through precise (not subjective) legal and regulatory requirements based on the risk or hazards presented by the type of facility or activity. 
	
	
	
	

	15
	3.105, Staff (d)
	Replace “proof” with “evidence”
	“Proof” of trustworthiness is unobtainable.
	
	
	
	

	16
	3.105 (pg. 37), Safety activities, (p)
	(p) Arrangements to ensure safety and security of sources in order to prevent loss of control due to theft, diversion or severe environmental conditions;
	Completeness.


	
	
	
	

	17
	3.113
	Delete 3.113
	Reiteration of 3.112
	
	
	
	

	18
	40/

3.116
	Authorization conditions should cover, as appropriate, safety related aspects affecting the facility or activity throughout its lifecycle encompassing … 
	The term “safety related” has very specific meaning within the regulatory structure of some member states.  Therefore, changing “safety related aspects” to “safety aspects” should eliminate any confusion.  
	
	
	
	

	19
	3.133
	Replace “basic” with “initial” design
	Consistency with subsequent use of “final design”
	
	
	
	

	20
	3.136
	Replace “a periodic safety review that…” with “a periodic safety review, or its equivalent [8] that…”
	Citation needed, and consistency with presentation of PSR concept in SSG-25.
	
	
	
	

	21
	49/

3.152
	3.152. The regulatory body should require notification by the authorized party to notify of any significant changes to the safety related aspects of the facility or activity…
	The term “safety related” has very specific meaning within the regulatory structure of some member states.  Therefore, changing “safety related aspects” to “safety aspects” should eliminate any confusion.  
	
	
	
	

	22
	49/

3.152
	3.152 …. Any modification to safety related aspects of a facility or an activity should be subject to an …

	The term “safety related” has very specific meaning within the regulatory structure of some member states.  Therefore, changing “safety related aspects” to “safety aspects” should eliminate any confusion.  
	
	
	
	

	23
	3.156
	Replace “validate” with “verify”
	Verification is consistent with regulatory function.
	
	
	
	

	24
	3.157(c)
	Replace “proven” with “verified”
	Proof is not realistically obtainable.
	
	
	
	

	25
	53/

3.168 
	3.168. Review and assessment should be carried out in a formalized approach. 198. This section outlines the areas in which review and assessment should be concentrated.
	Delete “198” at the beginning of the sentence. Grammatical error.
	
	
	
	

	26
	3.170
	Add: “Natural phenomena should include earthquake, high winds, flooding, and other phenomena as appropriate for the geographical location of the activity.”
	Completeness.
	
	
	
	

	27
	3.171
	Replace “provide” with “complete”
	The initial (but potentially incomplete) technical basis already has been provided in the application.
	
	
	
	

	28
	55/

3.179/ 
	While the need for reassessment may arise in a number of ways (see para 3.189), systematic safety reassessments, termed such as Periodic Safety Reviews (PSRs) [8], should be carried out by the authorized party ….
	As originally written, this section presented the PSR, the favored option of the IAEA, as the only option.  As modified, the section is more methodology-neutral with respect to the type of systematic safety reassessments. Not all Member States conduct PSRs.  
	
	
	
	

	29
	56/

3.179
	…The PSR safety reassessment should enable the regulatory body to judge whether it is acceptable for the facility to continue to be operated until the next PSR reassessment is carried out.
	As originally written, this section presented the PSR, the favored option of the IAEA, as the only option.  As modified, the section is more methodology-neutral with respect to the type of systematic safety reassessments.
	
	
	
	

	30
	3.179
	Replace “against current regulatory requirements and practices…” with “against current national and/or international safety standards and operating practices…”
	Current text is contrary to intent in SSG-25, which provides alternative text. The PSR is not designed to be a licensing reevaluation.
	
	
	
	

	31
	3.179
	Replace “meet current regulatory requirements, the significance of the shortcomings should be assessed and possible ways of meeting the requirements should…” with “meet current standards and operating practices, the significance of the shortcomings should be assessed and possible ways of meeting the standards or practices should…”
	Current text is contrary to intent in SSG-25, which provides alternative text. The PSR is not designed to be a licensing reevaluation.
	
	
	
	

	32
	65 / 3.213 / 19
	3.213. If allowed under the State’s legal and regulatory framework, the The regulatory body should at all times require reasonably achievable improvements to be made in the design or operating procedures of the facility or activity with the aim of reducing potential radiological consequences.
	There are States with laws and regulatory requirements that would prohibit the actions proposed in this section.  Under urgent conditions for reasons to provide adequate protection, those States typically have means to direct the authorized party to take immediate action by order. Otherwise, to introduce a new requirement will require the regulatory body to invoke a lengthy process to establish a rule before such action can be taken.
	
	
	
	

	33
	Page 67/

S 3.219
	Delete or modify the following:  For significant risk sources or unusual or complex activities, the regulatory body should also verify the contents of the documents submitted by means of inspection of the site where the radiation sources are to be installed or used.
	Question:  Why specific to radiation sources? The lead-in sentence specifies complex activities, too.  Inspections of nuclear plants are more comprehensive and not limited to radiation sources
	
	
	
	

	34
	Page 67/

S 3.222
	Is the list a copy from the GSR?  If not, authors may consider including corrective action program in the list.  
	Because of the size and complexity of NPPs, a corrective action program is important to plant safety
	
	
	
	

	35
	Page 68/

S 3.227
	Specific responsibilities of the regulatory body in with respect of to inspection should include
	Grammatical error
	
	
	
	

	36
	69/3.231/ 30
	3.231. Regulatory inspection programmes should be comprehensive and consistent with should be developed within the overall regulatory strategy. These Inspection programmes should be thorough enough to ensure that regulatory objectives and requirements are met thereby providing the regulatory body with provide a high level of confidence that authorized parties are effectively maintaining the safety of their facility and activities in compliance with the regulatory requirements and are identifying and solving all actual and potential problems in ensuring safety. The inspection programme should also be developed so that the regulatory body can determine whether if the authorized party has an effective functional self-assessment system process capable of prompt identification and correction of actual and potential problems of high quality and is and conducting its conducts activities in accordance with its own previously established high quality procedures for ensuring that regulatory objectives and requirements are met.
	Written to clarify the expectations of the inspection programme.
	
	
	
	

	37
	70/

3.234
	…The more Common indicators of degraded performance include but are not limited to:

Add the following 2 bullets:  

· Repetitive failures of important facility equipment (reliability)

· Frequent unavailability of the facility
	List is not all inclusive. Revised to note that there could be other indicators. Also, recommend the addition of two important example indicators related to reliability and availability of the facility. 
	
	
	
	

	38
	3.234
	Insert additional bullet for “Increasing frequency of safety allegations or other enforcement actions.”
	Safety allegations are an important indicator of degraded performance
	
	
	
	

	39
	Page 70 and 71/3.234


	The regulatory body should require authorized parties to pay attention to such indicators of degraded safety performance. This focus on indicators and the underlying performance issues and this should enhance the safety culture.
	This will show the tie between a focus on “fixing” the cause of declining performance indicators which will result in enhancing the safety culture. 
	
	
	
	

	40
	71/

3.239
	3.239. The regulatory body should compile and analyse data on the performance of authorized parties. As part of continuous improvement the inspection program, the regulatory body should…
	Not all regulators have a “continuous improvement program” but assessment activities as discussed in this Section would seem appropriate for inclusion in the inspection program if allowed under the State’s legal and regulatory framework.
	
	
	
	

	41
	3.242
	Comment:  It should be recognized (noted) that some facilities where complex activities are conducted may have inspectors permanently assigned to the facility.
	Completeness.
	
	
	
	

	42
	3.248
	Add new bullets: 

- misadministration of radiopharmaceuticals to patients;

- theft or diversion of radioactive material;
	Completeness.
	
	
	
	

	43
	Page 74/ 

S 3.249 & 3.250
	Combine Sections 249 and 250 into one section
	Section 250 is a carryover of the thought process from Section 249
	
	
	
	

	44
	Page 75/

S 3.254
	The advantage of unannounced inspections is that the actual state of the facility and the way in which it is being operated can be observed. Inspections may be carried out at any time of the day or night so as to provide a more complete picture of the situation at the facility or activity. In order to be able to carry out unannounced inspections, it is necessary that the regulatory body should have unfettered access at all times. However, the regulatory body should be sensitive to activities on-going at the site.
	Legislative and regulatory framework per Section 3.91 of this document requires unfettered access irrespective of unannounced inspection
	
	
	
	

	45
	75/

3.254
	3.254. Unannounced inspections may not always be feasible, but they have their benefits. The advantage of unannounced inspections is that the actual state of the facility and the way in which it is being operated can be observed. Inspections may be carried out at any time of the day or night so as to provide a more complete picture of the situation at the facility or activity. In order to be able to carry out unannounced inspections, it is necessary that the regulatory body should have unfettered access at all times. However, the regulatory body should be sensitive to activities on-going at the site. 
	In some cases it may not be possible to conduct an unannounced inspection.  If the regulatory inspectors require security clearance to access the site, then prior approval may need to be established with the authorized party.  Thus, the regulatory body will only be able to conduct announced inspections at these sites.


	
	
	
	

	46
	Page 75/

S 3.257
	Insert a reference to Appendix 1,” AUTHORIZATION FOR THE SUPPLY OF CONSUMER PRODUCTS”
	Directs the reader to more information regarding the section topic. Also, is “Inspection for the Supply of Consumer Products” a “Type [planned or reactive, announced or unannounced, and team] of Regulatory Inspection?  If not, may need to relocate out of this section
	
	
	
	

	47
	Page 76/

S 3.259
	Expand section to include where the aforementioned factors are located such as:  “aforementioned factors listed in Reference 4 and the Safety Guide” or list factors out individually
	If this is where the factors are listed, referencing the location of the factors or listing them individually, since they are not listed enhances clarity.
	
	
	
	

	48
	Page 77/

S 3.266
	…degrees of emphasis throughout the lifetime lifecycle of the facility or activity.
	Lifecycle has been defined and used throughout this document. Authors should ensure consistency with the Safety Glossary.
	
	
	
	

	49
	Page 77

/S 3.268
	“Whenever the authorized party makes use of the services or products of a contractor, the regulatory body should include the contractor’s activities in its inspection programme in all lifecycle stages of the authorization process.”
	If “all stages” means “life of the plant,” this recommended change clarifies the stages 
	
	
	
	

	50
	3.269
	Comment: Should the regulatory body establish a qualification program for their inspectors?
	
	
	
	
	

	51
	Page 78/

S 3.271
	The type of preparation will depend on the type (planned or reactive, announced or unannounced, and team) and method (see Section 3.273 below) of inspection. Preparation may include a review of the following:
	Clarity since method of inspection is described after this section.  Adding examples of type inspections is a suggestion.  
	
	
	
	

	52
	Page 78/S 3.272
	Furthermore, it may be useful to establish a special plan for the inspection by compiling a and to compile a questionnaire and a list of the documents to be reviewed with the authorized party.” 
	Not sure what a “special plan” is.  This terminology is not used anywhere in this document.  I assumed  a “special plan” was a questionnaire and made the change to align with that assumption
	
	
	
	

	53
	Page 78/

S 3.273
	· Confirmatory tests and measurements
	RB does not establish results from tests and measurements, rather  RB confirms the authorized party’s results
	
	
	
	

	54
	Page 78/

S 3.274
	The inspection programme of the regulatory body should include provision for direct monitoring of items, such as: human factors significant to safety (performance of personnel, managerial attitudes), tests and other safety related activities carried out by the authorized party.
	Clarifies what items are being monitored. 
	
	
	
	

	55
	Page 79/

S 3.275
	See comment on 3.266 above regarding “over the lifetime of the facility”
	See comment on 3.266 
	
	
	
	

	56
	Page 79/

Footnote 5 
	“Note that the word ”interview” does not necessarily imply a formal, pre-arranged, process, but should include less formal discussions with appropriate mangers a t [at] higher levels[.]”
	Correct “a t” to at and add a period at end of footnote (editorial).
	
	
	
	

	57
	Page 80/

S 3.282
	Specify which headquarter (RB’s or Authorized Party or both):  “The examination of documentation by regulatory inspectors may in some cases take place in part off the site, for example at the regulatory body’s or Authorized party’s headquarters, and can contribute towards their preparation for inspection of the facility or activity.”
	Section 3.267 states Authorized Party’s This recommended change clarifies location and allows review to be done both places
	
	
	
	

	58
	Page 80/

S 3.283
	“The extent to which the regulatory body does its own confirmatory testing and measurement work independently of the authorized party varies greatly between States…” …However, the regulatory body should not engage in the conduct of confirmatory tests or measurements which would necessitate it assuming direct operational control of the facility or activity or any of its systems.
	See comment on S 3.273 above 
	
	
	
	

	59
	Page 81/

S 3.284
	“In some States, the inspection staff of the regulatory body conducts confirmatory tests and measurements as part of the inspection programme. … In most instances, these confirmatory tests and measurements replicate and serve as an independent verification of tests and measurements performed by the authorized party. The conduct of these confirmatory tests and measurements by the regulatory body shall not relieve the authorized party of its prime responsibility for safety.”
	Grammar:  Change conduct to conducts.
Consistency:  Delete “physical” since physical tests is not used previously.
Inserted “confirmatory” – see Comment on S 3.273 above 
	
	
	
	

	60
	Page 81/

S 3.285
	Insert “confirmatory” in front of “test”
	see Comment on S 3.273 above
	
	
	
	

	61
	Page 81/

S 3.286
	Insert “confirmatory” in front of “test”
	see Comment on S 3.273 above
	
	
	
	

	62
	3.288/2
	“completion of the inspection, the inspectors should conduct an exit briefing with senior managers and share the details about the inspection activities, …”
	To ensure senior management is informed.
	
	
	
	

	63
	Page 82 / S 3.290
	type of the inspection, whether planned or reactive, announced or unannounced, team or Supply of Consumer Products
	Recommended change clarifies the scope of all types of inspections beyond planned or reactive. 
	
	
	
	

	64
	85/

3.307
	The principal objectives of enforcement should be to provide a high level of assurance that the authorized party at all stages of the authorization process and all stages during the lifetime of a facility or activity complies with all safely safety requirements and meets the safety objectives and authorization conditions, and promptly identifies and corrects non-compliances with safety requirements.
	Safety requirements instead of safely requirements. Recommended wording for completeness
	
	
	
	

	65
	86/ 3.309/1-2
	As the main purpose of enforcement is to improve safety by deterring noncompliance and encouraging prompt identification and correction, and not to punish, enforcement actions should be chosen to achieve this end. 
	Improved language
	
	
	
	

	66
	86/

3.312
	Deviations from, or violations of, requirements [of the authorization], or unsatisfactory situations which have more than minor safety significance, may be identified at facilities or in the conduct of activities. In such circumstances, the regulatory body should issue a written warning or directive to the authorized party which should identify the nature and regulatory basis of each violation, and may specify the period of time permitted for taking remedial action, and may provide guidance on the nature of the corrective action. 
	Language changed to reflect written warnings for more-than-minor violations.  
	
	
	
	

	67
	87/ 3.316/ (e)
	(e) The identity of the person or organization who noted and reported the non-conformance, 

Whether or not the authorized party identified and/or reported the non-compliance.
	Language changed to focus on whether the authorized party reported the non-compliance
	
	
	
	

	68
	87/

3.316
	Add:

(h) Whether the violation impacted the ability of the regulatory body to perform its regulatory oversight function
	Example added to be consistent for completeness. 
	
	
	
	

	69
	88/ 

3.324/ (b)
	(b) Check that corrective actions in response to enforcement measures intended to protect the workers, patients, the public, and the environment against an imminent radiological hazard have been taken by the authorized party, even though the authorized party may intend to appeal against the decision of the regulatory body.
	Inspections may follow-up on the licensee’s corrective actions in response to enforcement action.
	
	
	
	

	70
	89/ 

3.325
	It is required that, at each significant step in the enforcement process, the regulatory body identifies and documents the nature of any non-compliances.  The regulatory body may specify and the period of time allowed for correcting them, and should communicate this information in writing to the authorized party, (GSR Part 1, para 4.56 [2]).
	Depending on the significance of the noncompliance, the regulator may or may not specify a timeframe for the licensee’s corrective actions.
	
	
	
	

	71
	3.334/2
	“adequate on-site arrangements to prepare for and respond to a nuclear or radiological emergency or abnormal event.”
	The authorized party more likely will need to deal with abnormal events like a damaged guide tube preventing source return, shutters on gauges failing to close, moisture density gauges being run over by heavy construction equipment, brachytherapy sources being misplaced, etc.  
	
	
	
	

	72
	91/

3.338
	3.338. The review and assessment should consider, but it is not limited to that of the on-site emergency arrangements:
	Grammatical correction
	
	
	
	

	73
	3.338
	Replace “reasonably foreseeable” with “postulated”
	Consistency with subsequent text.
	
	
	
	

	74
	92/

3.345
	3.345 ….. The results of the self-evaluation should be used to identify where and what further improvements are needed on its emergency arrangements.
	Grammatical correction
	
	
	
	

	75
	95/

A1.2 (i)
	Information about any advice to be provided to customers on the correct use, installation, maintenance, servicing, and repair, and disposal of the product. 
	Additional technical point
	
	
	
	

	76
	A3.12 
	Add a new item as provided below:

(l) In selection of equipment, the minimum detection limit (MDL) should be commensurate with the compliance level such that  the MDL should be around 10% of the level to be measured for demonstration of compliance. 
	Accuracy and precision to avoid conflict in measurement uncertainties. Therefore, it is imperative to consider MDL in selection of instruments to commensurate with the compliance level to be measured. 
	
	
	
	

	77
	Page 119/A4.40
	The management’s ability to create an environment in which problems are openly identified and discussed, and self-assessment programmes are effectively supported, helps to foster an appropriate a positive safety culture for operation.


	The use of the word, “appropriate” as an adjective for safety culture is not the norm in IAEA documents or in industry documents.  There is also no need to qualify the “safety culture for operations” as an organization’s safety culture will affect all activities within that organization.
	
	
	
	

	78
	General 
	There are significant overlap and repetition between DS473 “Functions and Processes of the Regulatory Body for Safety” and DS472 “Organization, Management, and Staffing of a Regulatory Body for Safety.” For example, main area of overlap and repetition is “Regulatory Functions and Organization” presented in detail Chapter 4 of DS472 and in Chapter 3 of DS473.   We also note overlap between DS473 and DS460, “Communication and Consultation with Interested Parties by the Regulatory Body,” particularly in Sections on Emergency Preparedness and on Communications and Consultations with Interested Parties.” 

Since DS472 and DS473 are at the same stage of development (e.g.; Both are at Step #7); we suggest these two documents be reconciled and harmonized to minimize repetitions and redundancies.  Other option to consider is to combine these documents in one integrated safety guide. 

In addition, since DS460 is in an advanced stage of development (Step #11) we recommend DS473 refer to DS460 ( e.g.; as reference) rather than repeating a portion of its text. 
	Harmonization between IAEA standards to minimize overlaps, repetitions, and redundancies particularly between DS472 and DS473. 
	
	
	
	

	79
	General Comment
	The regulatory body might consider creating a nuclear material event database to catalog abnormal events such as damage or loss of a source, malfunction of a device. The regulatory body could conduct trend analyses of types of events and develop new regulations, regulatory guidance, or inspection guidance. 
	
	
	
	
	


