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December 2, 1996 

Mr. John C. Hoyle 
Secretary of the Commission 
U. S. Nuclear Regulatory Commission 
Washington, DC. 20555-0001 

ATTN.: Chief of Docketing and Service Branch 

JJSI-1~ 

~4) Entergy Operations, Inc. 
PO Box 31995 
Jackson, MS 39286-1995 
Tel 601 368 5000 
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Subject: Entergy Operations, Inc. Comments on NRC Strategic Assessment and 
Re base lining 

Reference: 61 Federal Register 52,475; October 7, 1996. NRC Strategic Assessment and 
Rebaselining, Request for Comments 

CNR0-96100017 

Dear Mr. Hoyle: 

The referenced Federal Register invited comments on the NRC's Strategic Assessment of 
Regulatory Activities . Entergy Operations, the licensee for Arkansas Nuclear One, Units 1 and 
2, Grand Gulf Nuclear Station, River Bend Station, and Waterford 3 Steam Electric Station has 
reviewed the Direction Setting Issue Papers and offers the enclosed comments for your 
consideration. 

EOI participated in and endorses the Nuclear Energy Institute' s industry response to you on this 
subject. In addition, EOI participated in and endorses the comments of the Nuclear Utility 
Backfitting and Reform group (NUBARG) submitted by Winston & Strawn. Entergy Operations 
considers itself and the industry in general to be principal stakeholders in the initiative and offers 
its additional comments submitted herewith. NRC should view the industry comments as 
representing those of numerous stakeholders with families that live in the vicinity of the 
regulated facilities. 
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Mr. John C. Hoyle 
December 2, 1996 
CNR0-96100017 
Page 2 of2 

We appreciate the opportunity to provide our comments on this initiative and welcome any 
opportunities for the industry and NRC to work together to improve the regulatory environment 
and activities. 

Sincerely, 

/ 
/, 

~~~~ 
Michael J. Meisner 
Director, Nuclear Safety & Licensing 
MJM/LAE/baa 
cc: 

Mr. J. L. Blount 
Mr. L. J. Callan 
Mr. J. F. Colvin 
Mr. J. D. Dewease 
Mr. J. J. Hagan 
Mr. D. C. Hintz 
Mr. C. R. Hutchinson 
Mr. G. Kalman 
Mr. L. Keller 
Mr. K. M. Kennedy 
Mr. J. R. McGaha 

Mr. R. B. McGehee 
Mr. C. P. Patel 
Mr. J. E. Tedrow 
Mr. W. F. Smith 
Mr. M. B. Sellman 
Mr. D. L. Wigginton 
Central File (GGNS) 
Corporate File [ ] 
DCC (ANO) 
NDC (RBS) 
Records Center (W -3) 
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Risk-Informed, Performance Based Regulation 

Options 

Option 1: Continue Current Process 

The current process for pursuing risk-informed, performance-based regulation could be 
characterized as an incremental process. Priority and scope in applying risk-informed, 
performance-based regulatory approaches are determined by balancing external and 
internal goals and available resources. Priority criteria (Appendix A) are applied and the 
scope of activities is primarily determined by considering the industry demand, the safety 
benefit, the ease of implementation, and available resources. This approach covers both 
reactor and nuclear materials areas but there is more activity associated with risk
informed regulatory approaches for reactor applications as outlined in the PRA 
Implementation Plan (SECY-95-079). 

Option 2: More Rigorously Assess Relationship to Public Health and Safety 

Before pursuing risk-informed, performance-based approaches, this option would require 
that for new initiatives, the NRC determine that there is the potential for a substantial 
increase in overall protection to public health and safety that would justify the level of 
resources necessary to pursue additional risk-informed, performance-based regulatory 
initiatives. Priority and scope in applying risk-informed, performance-based regulatory 
approaches are primarily determined by the projected cost of the initiative compared to 
benefit to the public health and safety. Many intangibles would have to be qualified 
before proceeding. Priority criteria are weighted toward greatest safety benefit. The 
scope of risk-informed, performance-based approaches would be primarily determined by 
considering the cost/benefit, the overall impact on the NRC and regulated industry, and 
available resources. This option would provide additional focus for moving toward risk
informed, performance-based regulation and potentially move more slowly toward risk
informed, performance-based regulation than the current process. 

Option 3: Perform a Comprehensive Assessment of NRC Regulatory Approaches 

This is a proactive, aggressive option for moving toward risk-informed, performance
based regulation. This option would maximize internal self-assessment and include 
exploring all regulatory areas to determine whether risk-informed, performance-based 
regulation should be pursued in that area. This approach would require a comprehensive 
review of our regulations and regulatory processes to determine areas that could be 
improved through risk-informed, performance-based regulatory approaches. Priority for 
regulatory activities are established based on consideration of the cumulative impacts on 
safety, burden reduction, and efficiency. The scope of risk-informed regulatory 
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approaches under this option would be determined by considering agency responsiveness 
to stakeholder initiatives, the safety benefit/significance of the approach, and the effect on 
NRC and licensee efficiency. Ease of implementation and available resources are 
secondary scoping considerations (i.e., if the activity is determined to be a high priority, 
then resources will be made available and efforts made to improve the state-of- the-art to 
the level necessary to support the desired goal). 

Option 4: Consider Risk-Informed, Performance-Based Approaches Primarily in 
Response to Stakeholder Initiatives 

This option is the most responsive to industry and stakeholder initiatives. Priority and 
scope in applying risk-informed, performance-based regulatory approaches would be 
primarily determined by stakeholder demand and ease of implementation. Priority would 
be weighted toward industry initiatives to use risk-informed, performance-based 
approaches to reduce regulatory burdens. The scope of risk-informed regulatory 
approaches under this option would be primarily determined by nature of the initiative. 
Ease of implementation and cost/benefit play a major role in defining the scope of the 
regulatory approach. 

Commission's Preliminary Views 

The Commission recognizes that, in order to accomplish the principal mission of the NRC 
in an efficient and cost effective manner, it will in the future have to focus on those 
regulatory activities that pose the greatest risk to the public. This can be accomplished by 
building upon probabilistic risk assessment concepts, where applicable, or other 
approaches that would allow a risk-graded approach for determining high- and low-risk 
activities. In general, those activities that are of a higher risk should be the primary focus 
of the agency's efforts and resources. The level of staff activity associated with lower risk 
activities should be determined based on a consideration of the cumulative impacts on 
safety, stakeholder initiatives and burden reduction, and the effect on agency and licensee 
efficiency. 

The staff should continue with the current efforts, in cooperation with the industry 
(Option 1 ), including pilot programs. The objective of this initiative is to obtain 
additional information regarding the appropriateness of a risk-informed, performance
based approach for the subject activities. These activities and their schedule, are 
presently captured in the agency's PRA Implementation Plan. As data from performance 
monitoring of structures, systems and components are accumulated, the staff should 
evaluate the performance data to determine the effectiveness of the approach on the 
subject activity. 
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The staff should proceed in the direction of enhancing the PRA Implementation Plan (i.e., 
moving towards implementation of elements of Option 3) by building on the Regulatory 
Review Group's (RRG) results, which were initially focused on reducing the regulatory 
burden, with a more focused assessment of those regulations which are amenable to a 
risk-informed, performance-based approach. In determining the priority and scope of 
regulatory activities to be included in moving in the direction of partial implementation of 
option 3, the staff should consider the cumulative impacts on safety, stakeholder 
initiatives and burden reduction, and the effect on NRC and licensee efficiency. This 
approach should result in a further focusing of resources, on the various areas that the 
Commission regulates, that is commensurate with its risk significance, potential burden 
reduction and effect on efficiency. 

The staff should evaluate and clarify any technical and/or administrative issues associated 
with performance-based approaches to regulation (e.g., inspection activities, enforcement, 
etc.). The staff should also perform a thorough review of the basis for nuclear materials 
regulations and process, and should identify and prioritize those areas that are either now, 
or can be made with minimal additional effort/resources, amenable to a risk-informed, 
performance-based approach. This assessment should eventually lead to the development 
of a framework for applying PRA to nuclear material uses, similar to the one developed 
for reactor regulation (SECY-95-280), where appropriate. 

In the public comments on this issue, the NRC particularly solicits how NRC should deal 
with dual regulation when applying a risk-informed, performance-based regulatory 
philosophy. 

Comments 

1. What, if any, important considerations may have been omitted from the issue paper? 

The description of the risk-informed, performance-based regulation (RIPBR) strategic 
issue does not appear to meet the intent of the rebaselining project. The project was 
intended "to redefine the basic nature of the work of the agency and the means by which 
that work is accomplished." The direction-setting issues (DSis) were intended to be 
"issues that affect NRC management philosophy and principles." However, for this 
strategic issue, it does not appear that the staff revisited basic philosophy and principles. 
Rather, what is presented may be summarized as merely a set of options concerning how 
quickly the NRC should proceed with the use of RIPBR. 

For a valid rebaselining project, one would expect the Staff to have dealt directly with 
some key philosophical issues through which the level of urgency for implementation 
could readily be determined. Such key issues as the following should have been 
addressed: 
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• Regulatory threshhold - Do the safety goals set a sufficient level for public health and 
safety?1 If so, they should be formalized through regulation with appropriate 
implementation guidance. In fact, rational use of the safety goals within the 
regulatory framework is the ultimate marriage of risk-informed and performance
based regulation. 

• Adverse effect of regulation on safety - What is the negative safety effect of excessive 
regulation that is not focused on issues important to safety?2 Conscientiously 
addressing this issue will go a long way toward determining how quickly RIPBR 
should be implemented. 

2. How accurate are the NRC's assumptions and projections for internal and external 
factors in the issue papers? 

The document is consistent with present understanding of ongoing efforts between the 
NRC and the reactor industry regarding RIPBR. 

3. Do the Commission's preliminary views associated with each issue paper respond to 
the current environment and challenge? 

The Staffs view that future efforts must focus on those regulatory activities that pose the 
greatest risk to public safety and that resources must be allocated to these activities is on 
target. However, its view to continue its current efforts (Option 1) while slowly moving 
toward some partial implementation of Option 3 only seeks to preserve the status quo and 
avoids dealing with real RIPBR rebaselining issues. 

1 The staff's paper on IRPBR is somewhat disingenuous with respect to the safety goals. It notes: 

Another way the Commission is promoting regulatory coherence for operating reactors is through 
the safety goal policy statement. The safety goal policy statement uses quantitative, probabilistic 
risk measures and established top-level objectives to help ensure safe operation of nuclear power 
plants. The safety goals provide guidance on where risk is sufficiently low that further regulatory 
action is not necessary. The concept of a "safety goal" has not been firmly established for NRC 
licensees, other than commercial power reactor licensees. 

In fact, the safety goal policy has no teeth and is seldom, if ever, explicitly used by the staff. 

2 Although the adverse effect of regulation on safety should be a key element in a rebaselining project by 
a regulator whose sole focus is safety, the NRC brushes off this concern as difficult to quantify. They note 
that "There has been an assumption that, once burden has been reduced , those resources made 
available through that reduction in burden would be made available to focus on activities that are of 
greater safety importance. However, this safety benefit is difficult to quantify." 
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4. Which option do you endorse? Note that you are not limited to the options identified. 
Please identify other options you believe should be considered. 

Option 3 calls for a comprehensive reassessment to elicit fundamental change in the bases 
to regulations and processes dealing with RJPBR. This is the favored approach because it 
will necessitate revisiting basic philosophy and principles and the fundamental issues 
addressed under item 1 above. 

5. How should a risk-informed, performance-based regulatory philosophy influence 
NRC's handling of dual regulation? 

The concept of "risk-informed, performance-based" regulation should be applied to all 
licensees and should be consistently applied across regulatory agency boundaries. It 
makes little sense to have risk methodologies applied by one governing agency but not 
another in regulating similar issues. This would only exacerbate the existing differences 
between these governing agencies. The use ofNRC resources to ensure a common risk 
philosophy among regulating agencies is certainly to be encouraged. 
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