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SUMMARY OF PUBLIC WORKSHOP HELD ON 
APRIL 27, 2000 TO DISCUSS SPECIAL 
TREATMENT REQUIREMENTS

On April 27, 2000, the Office of Nuclear Regulatory Commission (NRC) held a public workshop 
with the Nuclear Energy Institute (NEI) and other interested stakeholders to discuss key issues 
involved with the development of a proposed rule for risk-informing the special treatment 
requirements of 10 CFR Part 50 (RIP-50). Staff from the Office of Nuclear Reactor Regulation 
(NRR), the Office of Nuclear Regulatory Research, and the Office of the General Counsel 
(OGC), and representatives of the Union of Concerned Scientists (UCS), NEI, American 
Society of Mechanical Engineers (ASME), reactor owners groups, a number of reactor 
licensees, consultants, and others attended and participated in the workshop. The objectives of 
the workshop were (1) to help foster better understanding of the regulatory and technical issues 
involved with developing the framework for risk-informing the special treatment requirements 
and (2) to assist the stakeholder participants in formulating focused comments in response to 
the advance notice of proposed rulemaking (ANPR) for the new regulations (RIP50, Option 2).  
The staff noted that the ANPR comment period closes May 17, 2000. This workshop was 
structured by the following topics: Categorization, Regulatory Treatment, Monitoring, and 
Regulatory Process Issues. This workshop summary will follow the format of topics discussed.  
Attachment I lists workshop participants. Attachment 2 provides the set of slides presented by 
the staff to facilitate discussions.  

CATEGORIZATION 

NEI, ASME and utility representatives (the industry) agreed that Appendix T is an appropriate 
process. The concern was the level of detail. The industry thought that Appendix T contained 
too much detail, which in the past has resulted in the need for exemptions, lack of flexibility, 
slows down adapting new processes, and tends to limit technological advance. Utility 
representatives indicated that criteria and process should be developed for triggering the NRC 
prior review. Also, alternatives to Appendix T should be allowed. The general consensus
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regarding the numbers of safety significant levels was to keep it simple and the four classes 
(RISCs) were appropriate. However, one utility representative indicated that RISC-3 should be 
categorized as "not safety significant" similar to the "out-of-scope" box. In general, it was agreed 
that treatment should be directly related to the safety significance level.  

NEI noted that a probabilistic risk analysis (PRA) standard is a good long term effort, but for 
Option 2, a peer certification process is appropriate, adequate, and reasonable middle ground to 
proceed with Option 2 in a timely manner. However, one attendee commented that NRC should 
allow flexibility. The industry commented that the expert panel process worked well for the 
maintenance rule and was generally conservative and robust. The NRC staff questioned how 
the staff can ensure that expert panels will be consistent and defensible unless requirements are 
placed into 50.69/Appendix T and unless these requirements are rather prescriptive. NEI 
responded that this would be handled through the guidelines and integrated look at the entire 
process. It was also commented that the level of regulatory prescription for the expert panel as 
well as the issue of the need for prior NRC review and approval could be determined based on 
the results of pilot activities. If the results of the pilot activities indicate that the expert panel is 
reasonably consistent and predictable, it reduces the need for prescription in the regulation as 
well as reducing the need for NRC review. The NRC staff indicated that it's the staff's intent to 
review the industry implementing guidance on the expert panel in conjunction with the industry 
peer review process guidance to reach a decision of whether the PRA is sufficient to support the 
categorization process.  

On the issue of quantification of risk, NEI commented that performance monitoring will reveal the 
impact of what was done as a result of the risk-informed categorization. One utility 
representative noted that sensitivity studies are a good element to include in Appendix T, but 
Appendix T should not be so prescriptive as to lock in certain types of sensitivity studies.  
Another utility representative indicated that we must consider arguments other than those based 
on quantitative risk calculations, e.g., qualitative arguments particularly since a significant 
percentage of components are not modeled in the PRA. The NRC staff commented that 
Appendix T must contain the minimum legal requirements needed to demonstrate compliance 
with the regulation - the essential elements and acceptance criteria. In addition, it was 
suggested that there are needs to be 90-95% in agreement among the various expert panels if 
the NRC is going to be able to defend the process's predictability and reproducibility. The 
general consensus of the industry was not to list detailed expert panel requirements in the 
regulations. The NRC staff indicated that unless such requirements are contained in the 
regulations, there would be no true regulatory controls on these panels who may be making a 
lot of categorization/treatment decisions. The Union Concerned Scientists (UCS) representative 
asked a question regarding what the technical basis is for the importance measures contained in 
Appendix T. The NRC staff committed to provide the supporting technical document to the UCS 
representative.  

The NRC raised a question on whether the regulatory framework should be structured to have 
the flexibility to categorize on either a SSC-basis or a function basis noting that the expert panel 
process used in the maintenance rule in most cases was done on a function basis. It was 
generally commented that the staff should strive to keep the framework simple wherever
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possible. An ASME representative commented that some functions are very low risk and that 
the process should drive licensees to look at risk significant functions (i.e., high probability of 
occurring, high consequences).  

REGULATORY TREATMENT 

NEI commented that important to safety SSCs, including SSCs involved in fire protection or 
station blackouts, should be categorized as RISC-2 if they are safety significant. The NRC 
commented that the difficulty with that approach is that important to safety SSCs that are found 
not to be safety significant would then move to the "out-of-scope" box with the potential that 
design basis functionality could be removed. Hence the need for such SSCs to move to RISC
3 if they are found to be low safety significant. The industry commented that if this is the NRC's 
view then they should change the terminology from safety related versus non safety related to 
something like "does it currently has regulatory requirements" or "does it not have regulatory 
requirements." A utility representative noted that if it doesn't play a role, it doesn't need to be 
anywhere but RISC-4 space. NRC noted that although for RISC-3 components there is a 
reduction in the level of qualification requirements, RISC-3 components were expected to be 
functional for all design conditions. For example, items would be seismically capable versus 
seismically qualified.  

For RISC-1 SSCs, ASME commented that the NRC should make the rule flexible enough that 
the user focus on the risk significant attributes rather than keeping all of the SSC in a specific 
RISC box. NEI noted that, the staff should strive to keep the regulatory approach simple.  

For RISC-2 SSCs, NEI commented that components in this category include mostly SSCs that 
are important for responding to beyond design basis accidents (DBA) and there will be a need 
to reconcile the PRA assumptions and monitor. ASME questioned how risk monitoring can be 
performed if the components never see the beyond DBA conditions. The industry and the NRC 
staff indicated that use of condition monitoring rather than performance monitoring can tell a lot 
about vulnerabilities through inspection and observation of material condition. In addition, a 
comment was made that there is a need to identify why the SSC is important and target 
treatment accordingly.  

For RISC-3 SSCs, the NRC staff expressed concerns with the potential removal of all quality 
assurance (QA) controls in this area. An example of the kind of problem that could occur 
involving heat treatment of valve stems was cited. A concern was expressed that if licensees 
drop QA controls and equipment degrades will the PRA update process catch this. A utility 
representative indicated that these failures would be in the corrective action program and a 
cause analysis would be performed. The analysis may determine that the failure had nothing to 
do with the reduced special treatment provisions.  

NRC staff wanted to know what attributes (at a high level) would be included in a commercial 
grade program. NEI indicated that there will be an appendix to its guideline to address this. It 
was indicated that the commercial program would focus on the more significant attributes of the 
component.
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UCS commented that this workshop didn't spend much time on RISC-1, and it doesn't seem that 
the industry looks to this as a safety enhancement process. Instead it seems this effort is a cost 
reduction program for industry, hence the heavy focus on RISC-3 SSCs. He noted that this 
would be a tough sell to the public - that a component failure was not related to the reduction in 
special treatment. The NRC staff commented that we should all be sensitive about the public 
confidence implications of this rulemaking.  

The NRC staff raised the issue of whether the staff should go through the process of endorsing 
commercial standards. NEI responded no; the utilities are already using them effectively without 
NRC review. NEI also noted that they did not want the staff to reference other standards for 
RISC-3 equipment. It was commented that perhaps the NEI guidance could make reference to 
the need to utilize appropriate standards.  

MONITORING 

A utility representative commented that elements of a feedback process should be identified in 
the rule. He also suggested that RISC-1 and RISC-2 and some low safety significance items in 
RISC-3 should be in (a)(4) space of the maintenance rule. Component level monitoring was 
appropriate for RISC-1 & -2; however, there may be some instances of train level monitoring.  
Additionally it was commented that system, train, and plant level monitoring would be 
appropriate for RISC-3 SSCs. For RISC-3 SSCs, a degraded condition or failure would 
generate a plant condition report, which causes it to be put into the corrective action program.  

NEI stated that the rule should not be too prescriptive. It was suggested that commercial 
programs should be utilized to monitor components. Also, condition monitoring and engineering 
evaluations would be used as a part of overall monitoring process. The monitoring requirements 
of the maintenance rule may not be adequate for all plants to ensure validity of the Appendix T 
process. NEI also suggested that the regulatory effort to make 50.36 and 50.65(a)(4) consistent 
with one another should be a separate but parallel effort to the Option 2 rulemaking.  

The UCS representative expressed a concern that the attitude or assumption that licensees are 
looking at everything they need to look at indicates that complacency may be creeping back into 
the industry. Prior to Three Mile Island (TMI), licensee thought they were looking at everything 
they thought was important at the time also. The industry noted that things are much better now 
than pre-TMI. The licensees are a lot smarter, have PRAs, emergency operating procedures, 
etc. Operator actions are now more ordered during events.  

REGULATORY PROCESS ISSUES 

NEI suggested that 10 CFR 50.59 should continue to be applied to the facility changes as it is 
currently applied today, and that new 50.59-like questions could be developed for 50.69 
changes that fall outside the scope of 50.59 (i.e., beyond design basis event).
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For the issue of NRC prior review, NEI noted that the new rule should be high level. The pilot 
process should test the methodology and help determine what level of prior NRC review is 
needed. NRC staff stated that the acceptance criteria need to be specific in the rule. The UCS 
representative commented that the prior review question is linked to the change control process 
that was previously discussed and that the question regarding prior review cannot be answered 
until the change control process is understood more fully.  

For the issue of selective implementation, the NRC is concerned that utilities could selectively 
implement 10 CFR 50.69 on a SSC-basis to preferentially reduce burdens by focusing on SSCs 
that move to RISC-3 and not focusing on SSCs that move into RISC-2. A utility representative 
commented that implementation will not be easy and will take years. Utilities will have to select 
blocks of systems because they can't do them all at once, they must be allowed to have a 
methodical process for evaluating systems. They also need a lot of flexibility for the process to 
be workable and successful.  

NEI commented that basic component is defined in the Atomic Energy Act, so there could be 
an issue with 10 CFR Part 21. The NRC noted that the nature of basic component definition 
and the criminal penalties part of the act can be a problem. It was also noted that this risk
informed approach needs to work for Part 54.  

Regarding the need to document the revised categorization and treatment process in the 
UFSAR, the NRC staff noted that RISC-1 would already be in FSAR and that perhaps some 
level of documentation is appropriate for RISC-2 SSCs. NEI commented that it makes sense 
and is reasonable to expect the licensees to include summary descriptions of what they did to 
implement the rule in the FSARs. A utility representative commented that there will be 
risk-significance basis documents that include details. Summary descriptions of the risk 
significant items at the function level, could be added to the FSARs. Requiring identification or 
information at the component level would be onerous.  

For the issue of updates, a utility representative commented that they should be done on a 
periodic basis. A review and/or update could be considered after an event at the plant that met 
certain criteria. However, there should not be required reviews or updates as a result of events 
at other plants. Utilities should update on the same cycle as FSAR updates, e.g., once per fuel 
cycle. NEI noted that we should consider the existing guidance in the PRA Implementation 
Guide.  

NRC Staff Thomas Bergman summarized the following key discussion points for the workshop: 

Categorization 

* Appendix T should be flexible to allow different methods & changes in techniques 
* No prior NRC reviews & approval. It is a "lofty goal," but recognize some review may be 

necessary 
* Keep the number of levels simple; but distinguish between low safety significant and not 

safety significant

C. Carpenter -5-



June 19, 2000C. Carpenter

"* Quantification is important, but not sufficient; must qualitatively assess risks 
"* Risk analyses and expert panels must be scrutable & predictable, but there are concerns 

with prescriptiveness 

Treatment 

"* The scope of each of the four risk safety classes maybe unclear deterministically 
"* RISC 1 components: for programmatic reasons, treat them on SSC basis (no multiple class 

SSCs) 
"* RISC 2 components: must have basis for assumed performance 

• is evaluation sufficient? 
monitoring includes both performance and condition monitoring, as appropriate 

"* RISC 3 components: 
, need to achieve common understanding of "commercial grade" 
• effort on RISC 3 is necessary, where change is occurring 
• NRC should not get into "endorsing" commercial standards 

Monitoring 

* Performance and condition monitoring should be used; realizing that there are aspects that 
may not be addressed (DBA condition functionality) 

* Maintenance rule alone may not be sufficient (e.g., design failures) 
* Levels - component (some train) level for RISC-1 & -2; train/system/plant level mostly for 

RISC 3 
* Interaction with codes complicated 

Process 

* 10 CFR 50.59 - don't change near term, allow recent rulemaking to stabilize 
"* Prior approval - need for pilot 
"* Selective implementation - RISC 2 requirements 
"* Do as much under single Option 2 phase as possible - some things may need to come out 
* FSAR - some summary description; controlled under 50.69 

The workshop was adjourned.

Attachments: as stated
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41. United States 
S" Nuclear Regulatory Commission 

Risk-Informed Part 50 Workshop 

Risk-Informing Special Treatment Requirements (Option 2) 

Detailed Agenda 

9:00 am - 9:15 Introduction 

9:15 am -- 9:30 Background 

9:30 - 10:30 Categorization 

Categorization Process [ANPR Question C.1, C.2] 

* Should the current Appendix T process be adopted with minor changes ? 

"* Even though it may require a more prescriptive process, should we proceed with 
a "no prior NRC review and approval" option? 

"* Should a less prescriptive process be adopted that depends more on 
performance monitoring ? 

"* How should NRC allow for, and address other methodologies for categorization 
(e.g., follow a more PRA-based approach; or follow a less PRA-based 
approach)? 

Numbers of Safety Significance Levels [ANPR Question C.3] 

* Should we keep the current two levels (safety significant and low safety 
significant) and specify treatment requirements for these two levels ? 

* Should we keep the current two levels but allow for treatment requirements for 
sub-levels within the two levels (e.g., distinguish between the SSCs explicitly and 
implicitly taken credit for in the risk analysis and those that are non risk 
significant) ? 

ATTACHMENT 2
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* Should we adopt multiple levels, e.g., high, medium, low and none, and have 
different treatment requirements for each level ? 

PRA Quality and Scope [ANPR Question C.4] 

0 Should we require consensus PRA standard as endorsed by the NRC but allow for deviations as long as these are justified (shown to be unimportant to the 
results) and documented for NRC review ? 

* Should we allow for use of industry's certification/peer review/cross comparison process as long as these processes are submitted to the NRC for review and 
endorsement ? 

* Should we allow for use of industry's certification/peer review/cross comparison process but require submittal of 50.69 application for staff review and approval, i.e., NRC review of PRA on a case-by-case basis ? 

* How should categorization be performed for licensees who do not have external events PRAs, and/or low power and shutdown PRAs? 

Quantification of Risk [ANPR Question C.5] 

* Should we rely on the use of importance measures and guidelines, and not 
require a quantification of risk ? 

0 Should we use sensitivity studies and bounding analyses to show that risk 
increase is acceptable and within staff guidelines? 

* Should we allow take credit for a certain level of performance (availability and reliability) and then monitor performance to show that this level of performance is maintained ? Quantify the risk based on this level of performance ? 
0 Should we use qualitative arguments to show that the change in risk is small or 

to demonstrate risk neutrality ? 

Rigor of the Integrated Decision-making Process [ANPR Questions C.6, C.7] 

* Should we adopt the Appendix T process and requirements (plant procedure, 
membership, decision-making process, updates, corrective actions, 
documentation, etc.) with minor changes ? 

* Should we have a more prescriptive process (e.g., more precise definition of 
defense in depth, safety margins, etc.) ? 

* Should we have a less prescriptive process, and rely on a limited form of 
licensee submittal ?
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0 How do we resolve differences in outcomes of process if NRC & licensee 
disagree on categorization of SSC? 

Categorization by SSC or by Functions of SSCs 

"* Should we adopt the categorization on a SSC-basis as described in the current 
ANPR ? 

"* Should we adopt a scheme to categorize importance of SSC functions that 
allows for-more flexibility in implementation ? 

"* Should we use a combination of the above, i.e., categorize SSCs, but allow 
treatment to be limited to the function(s) of the SSC that makes it risk significant 

10:30 am - 10:45 am Break 

10:45 am -- 11:45 am Regulatory Treatment (Part 1) 

Should the 4-box approach continue to be used? 

"* Given the scope of special treatment requirements typically includes some 
equipment that is not safety related (i.e., important to safety), is it necessary to 
distinguish between safety-related and nonsafety-related in a risk-informed 
approach? 

"* Does the 4-box approach reduce confusion or add confusion? 

"* Should the level of regulatory treatment be a function of the categorization such 
that RISC-1 SSCs receive more treatment than RISC-2 SSCs which in turn 
receive more treatment than RISC-3 SSCs ? 

RISC-1 treatment [ANPR Questions E.1, E.6] 

"* If the "SSC-based" approach were adopted, and if an SSC is safety significant 
for any reason, would special treatment requirements apply to all 
attributes/functions of the SSC currently addressed by the special treatment 
requirements (literal ANPR interpretation and similar to current component 
classification approach) ? 

"* For the "SSC-based" approach, would safety significant functions/attributes are 
not addressed by current special treatment requirements (i.e., where the 
licensee wishes to take credit for a safety-related component's function in a 
beyond design-basis situation) need to have some treatment ranging from 
validation of the PRA assumptions/preserve basis for categorization to applying 
"equivalent" special treatment requirements?
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"* If a "function-based" approach were adopted, would special treatment 
requirements apply only to functions that are safety significant and addressed by 
current special treatment requirements (i.e., components are then "mapped" into 
the functions they perform/support and treated accordingly) ? 

"• Would safety significant functions that are not addressed by current special 
treatment requirements need some treatment similar to the "SSC-based" 
approach ? 

* Should the NRC build-in flexibility into the 50.69/App T regulatory framework to 
allow either the SSC-based or function-based approaches? 

RISC-2 treatment [ANPR Question E.2] 

0 What treatment is necessary for RISC-2 SSCs ? 

* For either the "SSC-based"•'or "function-based" approach, would safety 
significant functions/attributes not addressed by current special treatment 
requirements(i.e., typically where a licensee wants to take credit for a non safety
related component in the PRA) needrsome treatment ranging from validation of the PRA assumptions/preserve. basis for categorization to applying "equivalent" 
special treatment requirements'? 

11:45 am -- 12:45 pm Lunch 

12:45 pm - 1:45 pm Treatment (Part 2) 

RISC-3 treatment [ANPR Question E.5] 

* What treatment is necessary for RISC-3 SSCs ? 

0 Is a simple requirement that equipment be designed, procured, installed, 
maintained and operated sufficient in order to maintain its functional capability? 

0 If commercial standards and practices are to be allowed; should they be limited 
tothose referenced in a regulation, guidance document, require NRC approval to be used? Should they be different from commercial practices utilized for out-of
scope SSCs? What are impacts of such an approach? 

* Should selected special treatment requirements for these SSCs be retained? If 
so, which ones?
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1:45 pm - 2:45 pm Monitoring [ANPR Question E.5 ]

Uses Of monitoring 

"* Should performance monitoring be utilized as a mechanism to validate and 
provide feedback for updating the 50.69/App T determination process ? 

"* Should performance monitoring be utilized to measure performance against 
established criteria that then trigger the initiation of corrective actions to improve 
performance? 

"* What about combinations of the above ? 

* Can performance monitoring provide assurance of functional capability for RISC
3 SSCs when such monitoring can not test or monitor the design-basis condition 
9 

Types of monitoring for RISC-1, 2, and 3 

* For RISC-land RISC-2 SSCs, are current monitoring requirements 
(maintenance rule) sufficient to ensure validity of the Appendix T process? 

0 For RISC-3, under simple in/out construct, RISC-3 SSCs would be out of the 
scope of the maintenance rule. How should performance of those SSCs for 
which credit is taken in the Appendix T process be ensured? 

- Expand maintenance rule to include all SSCs for which credit is taken? 
- Change scope of maintenance rule to match scope of 50.65(a)(4)? 
- Different monitoring requirements for RISC-3 SSCs? ' 
- Is performance monitoring necessary for RISC-3 SSCs or do other 
licensee-controlled programs suffice (e.g., corrective action program)? 

Monitoring levels 

"* What is the appropriate level of monitoring (plant, system, train, or component 
level)? 

"* How do we ensure that the level depends on safety significance and avoids 
performance masking or shadowing due to the existence of redundant functions? 

* What is the appropriate level of monitoring sufficient to justify Appendix T 
process? 

Feedback, Corrective Action, and Categorization Updating 

* Performance monitoring can indicate a decline in performance. How do we deal 
with such situations? Should we require corrective actions to improve 
performance or should we require re-categorization of the SSC/function and

Page 5 of 7



should we require updates to the categorization process and/or supporting risk 
analysis? 

9 Should we make this a periodic process (ex. 24 months), or an event-driven 
(based on monitoring results or new information), or a combination ? 

3:00 pm - 4:30 pm Regulatory Process 

Change control (50.59, 50.69, cumulative effect) [ANPR Question H.4] 

* Should we use 50.59 +50.69 to handle beyond DBA situations (or just changes 

that effect categorization/treatment/monitoring aspects of 50.69/App T)? 

, Should we revise/risk-inform 50.59 to address all situations? 

0 Should we develop 50.69 to control all changes (no reliance on 50.59)? 

Prior review [Policy issue IV.C, ANPR questions C.2, H.1, H.2, H.3] 

"* If we choose to proceed with a no prior review/approval approach, how should 
we develop 50.69 and/or App T such that we are not delegating authority ? 

"* If we choose to proceed with a minimal audit type review, how should we 
proceed? For example, an approach with less detail in the regulation with 
reliance on an industry document and review to determine if the submittal meets 
the industry document? 

"* If we choose to proceed with a full review, how should we proceed? For 
example, a high level regulation with a detailed SRP to support review ? 

Selective implementation [ANPR Questions F.1, F.2, F.3, F.4] 

* Should we allow full selectivity -both for rules and systems/SSCs? 

* Should we allow limited selectivity -- Allow rule selectivity but require licensees 
to categorize most of the plant? 

0 Should we allow very little selectivity -- require bundles of rules and require most 
of the plant to be categorized? 

Impact on other regulations (Part 21, Part 54) [ANPR Questions G.1, G.2, G.3, G.4, G.5, 
G.6] 

* Should we implement this approach for all rules in SECY-99-256 with the 
associated need to know and account for impact on all the different regulations 
and make conforming changes as appropriate?

Page 6 of 7



* Should we implement this approach for a subset of rules and attempt to remove 
the rules where there would be significant time and resources spent with little 
return (for example-- Part 21 ? 

* Should implement this approach for just a limited number of rules? 

Phased approach (prioritization) [ANPR Question A.1] 

"* Should we implement the rulemaking for all rules at once (no prioritization 
needed)? .  

"* Should we implement the rulemaking in phases perhaps linked to piloting? 

"* Do limited scope, at least initially, say to cover change control, performance 
monitoring, configuration control, other rules? 

Documentation [ANPR Question C.6] 

0 FSAR contents-- is this information required to be incorporated into the FSAR, 
and if so, to what extent? 

-- Incorporate overview of App T categorization process (least info) 
-- Above + lists of re-categorized SSCs 
-- Above + bases for re-categorizing (most info) 
-- 50.59 would not work on descriptions -so for what reason -public 
information? 

Updates to categorization/treatment 

* Should we require updates to the categorization/treatment on an event-driven 
basis (function of new information or plant changes that impact the 
categorization/treatment/monitoring)? 

* Should we require updates on a periodic basis? 

* Combination of the above two? 

4:30 pm - 5:00 pm Closing/Wrap-up 

5:00 pm Adjourn
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Risk-Informing Special Treatment Requirements Workshop 
ANPR Questions 

A. Applroach 

A.1. If the NRC elects to pursue a phased rulemaking approach, how should the rules 
identified be prioritized/phased? 

A.2. Proceeding with changes to special treatment requirements before establishing a riskinformed design basis (establishment of a risk-informed design basis is being addressed by a separate task) may create inconsistencies between the treatment of SSCs and the functions they serve for the deterministic design basis. Are there any detrimental effects (licensing or otherwise) associated with changing the special treatment requirements before changing the design basis? Please provide a discussion of the detrimental 
effects that you believe would result.  

A.3. (a) What should the proposed rule state in order to clearly identify the scope of SSCs in each special treatment requirement for which the rule provides a regulatory alternative? (b) If the Commission should decide to impose alternative requirements to the special treatment requirements and/or if the Commission should decide to impose risk requirements on RISC-1, RISC-2, and/or RISC-3 SSCs, how should the proposed rule be constructed in order to clearly identify the scope of SSCs for which the alternative 
requirements apply? 

A.4. If the Commission should decide to impose altemative requirements to the special treatment requirements and/or if the Commission should decide to impose risk requirements on RISC-1, RISC-2, and/or RISC-3 SSCs, how should the alternative requirements be expressed to ensure clarity (please provide examples of how the requirements should be phrased)? Should the alternative requirements be expressed prescriptively or in a performance-based approach? Should the alternative requirements be placed in each specific special treatment regulation for which an alternative is being provided, or should the alternative requirements be included in the 
proposed new rule? 

A.5. Please provide an estimate of the expected costs and benefits of implementing risk
informed special treatment requirements.  

A.6. Please comment on the benefits of risk-informing 10 CFR 50.36? 

B. Screening 

B.1. Are the screening criteria reasonable and have the rules that have been evaluated (see Table 1) been screened correctly against the screening criteria? Please provide rulespecific comments on reduction of unnecessary burden and the need to modify a rule in order to maintain safety (Criterion 11).
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B.2. Are there any other rules, in addition to those that have been evaluated, that should be 
considered as part of this effort? Please provide specific comments identifying any rules 
that you belief should be considered and the reasons for recommending their inclusion.  

B.3. Are there any rules that have been identified for inclusion that should not be included? 
Please provide specific comments identifying those rules and the reasons for 
recommending their exclusion.  

C. Categorization Methodology 

C.1. Are the elements identified for the appendix appropriate and adequate for establishing a 
risk-informed process-to categorize SSCs with respect to their significance to safety? 

C.2. Is the appendix written at a level sufficient to support a no prior NRC review approach? 
Are there specific areas that warrant additional requirements? 

C.3. The approach described in this ANPR would define two levels of safety significance.  
Would it be better to define more than two levels? For example, South Texas uses a 
four level approach where they categorize equipment as having high safety significance, 
medium safety significance, low safety significance, and no safety significance. (Note 
however, that South Texas is not proposing to apply four different types of treatment for 
the four levels of significance.) What are the benefits of using an approach where more 
than two levels of safety significance are defined? Would it be better to define more 
than two levels in this rulemaking? 

C.4. Importance measures are strongly affected by the scope and quality of the PRA. For 
example, incomplete assessments of risk contributions from low-power and shutdown 
operations, fires, and human performance will distort the importance rankings. What 
should be the requirements for assuring PRA quality? What should the scope of the 
PRA be in terms of initiating events and plant operating modes? If modeled in a PRA, 
how should the contributions from external event initiators and low power and shutdown 
operating modes be factored into the results (taking into account that modeling for these 
events is usually not as complete as that for the internal events)? 

C.5. Even with a full-scope, high quality PRA, the importance measures have limitations.  
How should these limitations be addressed in Appendix T? What is the role of 
sensitivity and uncertainty analyses? What is the role of delta risk measures and 
absolute risk measures? 

C.6. It is essential that the implementation of 10 CFR 50.69 and Appendix T be scrutable and 
auditable. What requirements are needed to ensure that this is the case? What 
documents should be available for NRC inspection (e.g., the risk assessment, technical 
bases documents, inputs to and deliberations of the expert panel)? Please provide a 
discussion to support your comments.  

C.7 Does the proposal provide adequate guidance on the use of expert judgement in the 
form of the integrated decision-making panel to ensure consistent categorization of 
SSCs across the industry? 
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D. Pilot Plant Program

D.1. How should the pilot plant program be constructed and implemented in order to 
adequately pilot the elements in the appendix? 

D.2. Please comment on the need or lack of need to pilot each of the rules affected by this 
effort.  

E. Identification and Control of Special Treatment Attributes 

E.1. How should the special treatment requirements for SSCs that are currently safety
related for one reason but found to be safety significant for a different reason be 
modified? Should special treatment of safety-related SSCs be modified to address risksignificant attributes that are identified as a result of a risk-informed categorization 
process? If so, how should treatment be identified and controlled? 

E.2. What regulatory treatment should be applied to safety-significant SSCs which are not 
currently safety-related? 

E.3. Explain whether the design control and procurement requirements in Appendices A and 
B of 10 CFR Part 50 should apply to safety-significant SSCs which are not currently 
safety-related (i.e., RISC-2 SSCs).  

E.4. (a) Should 10 CFR Part 21 requirements be imposed upon vendors who supplied safetyrelated components to licensees who subsequently select the new regulatory approach? 
If not, what regulatory basis would there be for not imposing such requirements on those vendors? Would the failure to impose Part 21 requirements on such vendors be inconsistent with the underlying statutory basis for Part 21, viz., Section 206 of the Energy Reorganization Act of 1974, as amended? What regulatory provisions are necessary to assure that the underlying purpose of Section 206 and 10 CFR Part 21 are 
fulfilled under the alternative regulatory approach? 

(b) If such requirements are imposed, what difficulties would such vendors experience in fulfilling their Part 21 responsibilities and how could these difficulties be addressed in this rulemaking? What specific rule provisions are necessary in order to fairly impose Part 21 vendors who supply basic components to licensees who at some point decide to 
adopt the alternative approach? 

(c) Discuss whether the alternative regulatory approach, with respect to the new categories, is inconsistent with the definition of basic component in Section 223.b of the Atomic Energy Act (which imposes criminal liabilities for knowing and willful violations of NRC rules, regulations orders and license conditions that result, or if undetected could have resulted in significant impairment of a "basic component"). If there is an 
inconsistency, does it have any adverse effects on licensees? What rulemaking 
provisions could eliminate or minimize such adverse effects?
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E.5. What regulatory treatment requirements are necessary to ensure the functional 
capabilities of SSCs that are safety-related because of the plant's deterministic licensing 
basis but found to be of low safety significance are maintained? 

E.6. To what degree should severe accidents be incorporated into the licensing basis under 
the regulatory effort to risk-inform special treatment requirements? 

F. Selective Implementation 

F.1. What are the potential advantages and disadvantages of selective implementation with 
regard to selection of rules and selection of systems? 

F.2. What bounds should be set on the scope of SSCs evaluated under a risk-informed 
regulatory framework? Should all systems be evaluated, or can some subset be 
considered? 

F.3. What limits should be placed on the set of rules for implementation? Should licensees 
be required to implement all risk-informed rules? If not, what limitations are 
appropriate? 

F.4. How can the NRC ensure that additional attention is given to risk significant components 
if selective implementation is allowed? 

G. Impact on Other Regulations 

G.1. What regulations may be affected by risk-informed changes to special treatment 
requirements in Part 50 and how are these regulations affected? 

G.2. For those licensees implementing the new regulatory approach: (a) what, if any, GDC 
will require exemptions? (b) If exemptions would otherwise be necessary, is there a way 
and/a regulatory basis for the rulemaking to exempt, in whole or part, compliance with 
those GDCs for those licensees choosing the alternative regulatory approach? 

G.3. Part 19 currently requires all licensees to post NRC Form 3. Would it be more or less 
confusing if all licensees posted a single, NRC-developed Form 3 that covered both 
licensees who remain with the existing regulatory regime as well as licensees that 
choose the alternative regulatory approach; or should an alternative Form 3 be 
developed, with the licensee required to post the applicable Form depending upon 
whether it chose to implement the alternative regulatory approach.  

G.4. If a licensee were to adopt the alternative regulatory approach, would there be any 
inconsistency or discrepancy created between the term "operability" as currently used in 
technical specifications' limiting conditions for operations (LCOs) and the concept of 
"functionality" as proposed for SSCs in RISC-3? Please describe any adverse effects in 
detail, and discuss the manner in which these adverse effects can be avoided or 
minimized.
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G.5. What changes should be considered to provide consistency between affected 
regulations and risk-informed scope of special treatment? 

G.6. Please comment on the need and appropriateness of applying a risk-informed scope to 
license renewal (i.e., Part 54)? 

H. Need for Prior NRC Review 

H.1. Given that the means for public participation for this effort is through comment in 
response to this advanced notice for proposed rulemaking and in response to a 
proposed rulemaking, is there a need to have an NRC review process such that there 
will be additional public participation as part of the licensing amendment process? 

H.2. What level of NRC review is appropriate for a facility making the transition to a risk
informed regulatory regime? 

H.3. What regulatory controls need to be placed on licensees to implement risk-informed 
changes to special treatment without prior NRC approval? 

H.4. Please comment on the need for revising 10 CFR 50.59 to facilitate the risk-informed 
approach? 

ANPR Questions Not Explicitly Focused on in the Workshop 

A.2, A.3, A.4, A.5,A.6 
B.1, B.2, B.3 
D.1, D.2 
E.3, E.4
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United States 
Nuclear Regulatory Commission

RISK-INFORMING PART 50 
SPECIAL TREATMENT REQUIREMENTS 

WORKSHOP 

April 27, 2000 

Office of Nuclear Reactor Regulation
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United States 
SNuclear Regulatory Commission 

Introduction/Objective of Workshop 

"* Enable workshop participants to better understand the 
regulatory and technical issues involved with developing the 
framework for risk-informing special treatment requirements 

"* Assist the public in formulating focused public comments to be 
provided in response to the Advance Notice of Proposed 
Rulemaking

2



A - United States 
Nuclear Regulatory Commission 

Introduction/Workshop Structure 

"* For each topic area the NRC staff will provide an overview of 
the range of alternatives possible for addressing the issue 

"* NEI and/or STP will be provided an opportunity to briefly 
discuss their views on each topic (both expressed prior interest 
in providing views in response to the workshop notice) 

"* Other workshop participants are invited to comment and 
provide their views 

* Significant amount of material -- will make a concerted effort to 
keep the workshop moving along per agenda
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0, United States 
I Nuclear Regulatory Commission 

Introduction/ANPR Comments 

e Verbal comments made at the workshop will not be treated as 
ANPR comments by the staff 

* If workshop participants would like to provide ANPR comments 
at the workshop - the staff will accept them in written form (this 
will ensure clarity and understanding of the comments)
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A• United States 
•. Nuclear Regulatory Commission 

Brief Background (if necessary) 

New Rule 10 CFR 50.69 

"o Identifies rules that can be risk-informed per Appendix T 
"o Provides additional regulatory controls for RISC-1 & 2 SSCs 
"o Provides requirements to maintain function for RISC-3 SSCs 

* Appendix T - Categorization of SSCs 

"o Integrated process that uses risk and engineering insights 
"o Must consider RG 1.174 and SECY 99-007 factors 
"o Requirements for PRA use, quality, scope and updating 
"o Requirements for use of integrated decision-making/expert 

panel 
"o Requirements for performance monitoring, corrective 

actions, and a feedback mechanism 
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United States 
Nuclear Regulatory Commission

Brief Background Cont' (if necessary) 

* "4-Box Chart"

'ft

Deterministic

6

"RISC,. SSCs 2 ,RISC-2" SSCs 

Safety-Related Nonsafety-Related 
Safety Significant Safety Significant 

Special Treatment + 50.69 Requirements 50.69 Requirements 

"3 "RISC-3" SSCs 4 Out of Scope SSCs 

Safety-Related Nonsafety-Related 
Low Safety Significant Low Safety Significant 

50.69 Requirements to 
Maintain Functions

(FL-D
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firms produce an average of 44.3 million 
pounds of product annually.  

TABLE 3.-REVENUES FOR INSPECTION 
SERVICES 

Current Proposed 

SThousand 

1,482 .......................................... . 2 460 

The industry is also likely to pass 
through a significant portion of the fee 
increase to consumers because of the 
inelastic nature of the demand curve 
facing these firms. Research has shown 
that consumers are unlikely to 
significantly reduce demand for meat 
and poultry products, including egg 
products, when prices increase. Huang 
estimates that demand would fall by .36 
percent for a one percent increase in 
price (Huang, Kao S., A Complete 
System of U.S. Demand for Food.  
USDA/ERS Technical Bulletin No. 1821, 
1993, p.24). Because of this inelastic 
nature of demand and the competitive 
nature of the industry, individual firms 
are not likely to experience any change 
in market share due to an increase in 
inspection fees.  

Executive Order 12988 

This proposed rule has been reviewed 
under Executive Order 12988, Civil 
Justice Reform. This rule: (1) Preempts 
State and local laws and regulations that 
are inconsistent with this rule; (2) has 
no retroactive effect, and (3) does not 
require administrative proceedings 
before parties may file suit in court 
challenging this rule. However, the 
administrative procedures specified in 9 
CFR 590.320 through 590.370 must be 
exhausted prior to any judicial 
challenge of the application of the 
provisions of this proposed rule. if thý 
challenge involves any decision of an 
FSIS employee relating to inspection 
services provided under the EPIA.  

Additional Public Notification 

Public awareness of all segments of 
rulemaking and policy development is 
important. FSIS provides a weekly FSIS 
Constituent Update via fax to over 300 
organizations and individuals. In 
addition, the update is available on line 
through the FSIS web page located at 
http://wwwv.fsis.usda.gov. The update is 
used to provide information regarding 
FSIS policies, procedures, regulations, 
Federal Register notices, FSIS public 
meetings, recalls, and any other types of 
information that could affect or would 
be of interest to our constituents/ 
stakeholders. The constituent fax list 
consists of industry, trade, and farm

groups, consumer interest groups, allied 
health professionals, scientific 
pr6fessi6hoas, aid.6ther individdals that 
have requested to be included. Through 
these various channels, FSIS is able to 
provide information to a much broader, 
more diverse audience than would be 
otherwise possible. For more 
information or to be added to the 
constituent fax list, fax your request to 
the Congressional and Public Affairs 
Office, at (202) 720-5704.  

List of Subjects in 9 CFR Part 590 

Eggs and egg products, Exports, Food 
labeling, Imports.  

Accordingly, FSIS proposes to amend 
9 CFR Part 590 as follows: 

PART 590--INSPECTION OF EGGS 
AND EGG PRODUCTS (EGG 
PRODUCTS INSPECTION ACT) 

1. The authority citation for part 590 
continues to read as follows: 

Authority: 21 U.S.C. 1031-1056.  

2. Section 590.126 is revised to read 
as follows: 

§ 590.126 Overtime inspection service.  
When operations in an official plant 

require the services of inspection 
personnel beyond their regularly 
assigned tour of duty on any day or on 
a day outside the established schedule, 
such services are considered as overtime 
work. The official plant must give 
reasonable advance notice to the 
inspector of any overtime service 
necessary and must pay the Agency for 
such overtime at an hourly rate of 
S39.76.  

3. Section 590.128(a) is revised to 
read as follows: 

§590.128 Holiday inspection service.  
(a) When an official plant requires 

inspection service on a holiday or a day 
designated in lieu of a holiday, such 
service is considered holiday work. The 
official plant must, in advance of such 
holiday work, request the inspector in 
charge to furnish inspection service 
during such period and must pay the 
Agency for such holiday work at an 
hourly rate of $39.76.

§590.130 [Amended] 

4. Section 590.130 is amended by 
removing the last sentence.  

Done in Washington. DC on: F*,bruarv 28, 
2000.  
Thomas J. Billy, 
Administrator.  
[FR Doc. 00-5166 Filed 3-2-00: 8:45 aml 
BILUNG CODE 3410-DM-P

NUCLEAR REGULATORY 
COMMISSION 

10 CFR Parts 21, 50, 52, 54 and 100 

RIN 3150-AG42 

Riskrinforming Special Treatment 
Requirements 

AGENCY: Nuclear Regulatory 
Commission.  
ACTION: Advance notice of proposed 
rulemaking.

SUMMARY: The Nuclear Regulatory 
Commission (NRC) is considering 
promulgating new regulations that 
would provide an alternative risk
informed approach for special treatment 
requirements in the current regulations.  
This action is a result of the 
Commission's continuing efforts to risk
inform its regulations. The NRC invites 
comments, advice, and 
recommendations from interested 
parties on the contemplated approach 
for this rulemaking.  
DATES: Comment period expires May 17, 
2000. Comments received after this date 
will be considered if it is practical to do 
so, but the Commission is able to ensure 
consideration only for comments 
received on or before this date.  
ADDRESSES: Send comments to: The 
Secretary of the Commission, U.S.  
Nuclear Regulatory Commission, 
Washington, DC 20555-0001, Attention: 
Rulemakings and Adjudications Staff.  
Deliver comments to: 11555 Rockville 
Pike, Rockville, Maryland, between 7:30 
a.m. and 4:15 p.m. on Federal workdays.  

You may also provide comments via 
the NRC's interactive rulemaking 
website through the NRC's home page 
(http://ruieforum.llni.gov). This site 
provides the capability to upload 
comments as files (any format) if your 
web browser supports that function. For 
information about the interactive 
rulemaking website, contact Ms. Carol 
Gallagher, (301) 415-5905; e-mail 
cag@nrc.gov.  

Copies of comments received may be 
examined at the NRC Public Document 
Room, 2120 L Street NW. (Lower Level), 
Washington, DC.  
FOR FURTHER INFORMATION CONTACT: 
Thomas A. Bergman, Office of Nuclear 
Reactor Regulation, U.S. Nuclear 
Regulatory Commission, Washington, 
DC 20555-0001; telephone: (301) 415
1021; e-mail: tab@nrc.gov.  
SUPPLEMENTARY INFORMATION: 
I. Background 
I. Rulemaking Plan.  

A. Vision.  
B. Strategies.  
C. Objectives.  
D. Selection of Candidate Rules.
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E. Rulemaking Alternatives.  
1. Define New Term.  
2. Redefine Current Terms.  
3. Issue New Rule.  
4. Comprehensive vs. Phased Rulemaking.  
F. Implementation.  
1. New Appendix vs. Regulatory Guide.  
2. Additional Guidance.  
G. Pilot Plant Program.  
H. South Texas Exemption Request.  
I. Schedule.  

III. Specific Proposal 
A. Approach.  
B. New Rule for Part 50.  
C. New Appendix to Part 50.  

IV. Issues 
A. Selective Implementation.  
B. Impact on Other Regulations.  
C. Need for Prior NRC Review.  
D. Identification and Control of Attributes 

Requiring Special Treatment.  
V. Specific Questions 

A. Approach.  
B. Screening.  
C. Categorization Methodology.  
D. Pilot Plant Program.  
E. Identification and Control of Special 

Treatment Attributes.  
F. Selective Implementation.  
G. Impact on Other Regulations.  
H. Need for Prior NRC Review.  

I. Background 

On August 16, 1995 (60 FR 42622), 
the Commission published a policy 
statement entitled "Use of Probabilistic 
Risk Assessment (PRA) Methods in 
Nuclear Regulatory Activities." Since 
then, the Commission has issued 
guidance' on the use of risk information 
for reactor license amendments. This 
guidance is currently being used in 
processing license amendment 
applications that use risk information as 
part of their technical justification.  
However, fundamental reactor 
regulations remain largely deterministic.  
In addition, in meetings between the 
Commission and various stakeholders, a 
concern was expressed that the NRC is 
not placing enough emphasis on risk
informing its reactor requirements with 
the results of risk assessments. The 
Commission's current reactor regulatory 
framework (based largely upon design
basis events rather than on core-damage
accident scenarios) results in reasonable 
assurance of adequate protection to 
public health and safety but, in some 
cases, also results in unnecessary 
regulatory burden. In a staff 
requirements memorandum (SRM) 
dated September 14, 1998. the 

'To date. this guidance includes Standard 
Review Plan {SRPI Chapter 19 and related 
Regulatory Guide (RG) 1.174 on risk-informed 
decision making: SRP Section 3.9.7 and related RG 
1.175 on risk-informed inservice testing: SRP 
Section 16.1 and related RG 1.177 on risk-informed 
technical specifications: RG 1.176 on risk-informed 
graded quality assurance: and SRP Section 3.9.8 
and related RG 1.178 on risk-informed inservice 
inspection.

Commission requested the NRC, staff icv 
present a set of options to make the 
requirements in the Commission's 
regulations risk-informed. The 
Commission expects that making the 
regulations risk-informed would result 
in a reduction of unnecessary regulatory 
burden while maintaining safety 
because there will be a better focus of 
the NRC's and industry's resources on 
the more safety significant structures, 
systems, and components (SSCs) and, 
therefore, address the expressed 
concern.  

In SECY-98-300, "Options for Risk
Informed Revisions to 10 CFR part 50
"Domestic Licensing of Production and 
Utilization Facilities,"' dated December 
23, 1998, the NRC staff proposed three 
high-level options for making the NRC's 
regulations risk-informed. In an SRM 
dated June 8, 1999, the Commission 
approved the NRC staffs 
recommendations.  

One of the options presented in 
SECY-98-300 was to make special 
treatment requirements (e.g., quality 
assurance, environmental qualifications, 
technical specifications, reporting) risk
informed. Special treatment as used 
here may be defined as

Current requirements imposed on 
structures. systems, and components (SSCs) 
that go beyond industry-established 
requirements for equipment classified as "'commercial grade" that provide additional 
confidence that the equipment is capable of 
meeting its functional requirements under 
design basis conditions. These additional 
special treatment requirements include 
additional design considerations, 
qualification, change control, documentation, 
reporting, maintenance, testing. surveillance, 
and quality assurance requirements.  

This definition does not encompass 
functional design requirements; that is, 
an SSCs functional design requirement 
is not considered a special treatment 
requirement. This definition applies, 
hereafter, when the term "special 
treatment" is used.  

This advance notice of proposed 
rulemaking presents the approaches that 
the Commission is contemplating to 
risk-inform special treatment 
requirements. Several public meetings 
have been held to obtain comments on 
the NRC's efforts related to this task.  
Comments and suggestions obtained 
from these meetings have been 
incorporated, to the extent possible, into 
these approaches.  

II. Rulemaking Plan 

A. Vision 
Develop alternative regulations in 10 

CFR part 50 (and other applicable parts) 
that would modify the requirements for 
special treatment to focus on those SSCs

1tha have been identified as important to 
protect public health and safety by 
,asing a risk-informed approach.  

B. Strategies 

Increase the use of risk-informed 
approaches to modify the special 
treatment requirements imposed on 
SSCs under existing Part 50 
requirements (and those of other 
applicable parts).  

Maintain overall safety provided by 
the existing Part 50 while reducing 
unnecessary burden associated with 
these requirements for licensee 
operational and licensing activities and 
for NRC oversight and licensing 
activities.  

Risk-inform the special treatment 
requirements imposed on SSCs under 
Part 50 (and other applicable parts) in 
a manner that encourages public 
participation and results in public 
confidence in the product and process.  

C. Objectives 
Establish the criteria for acceptable 

methods for determining the SSCs that 
require special treatment in the 
regulations of Part 50. These criteria 
should be sufficiently clear and robust 
such that if a licensee's program meets 
the criteria there is not a need for prior 
NRC review and approval of the plant
specific program.  

Assign priorities to the rules to be 
modified, taking into consideration the 
maintenance of safety, the reduction of 
unnecessary burden for industry, the 
effect on NRC efficiency and 
effectiveness, public confidence, and 
the complexity of modifying each rule.  

Ensure that the categorization process 
has been evaluated under a pilot 
program to verify that the requirements 
and their associated guidance can be 
implemented by industry, and that the 
results of licensee implementation 
provide reasonable assurance that 
public health and safety is maintained.  

Issue a proposed rule for the initial set 
of rules to be modified within 1 year of 
the Commission's approval of the 
rulemaking plan, and a final rule within 
1 year of the completion of the 
associated pilot program.  

The proposed risk-informed 
regulatory alternatives should reduce 
unnecessary burden so that licensees 
with more than 10 years remaining on 
their license would find it beneficial to 
voluntarily implement the risk-informed 
alternative requirements.  

D. Selection of Candidate Rules 
The Commission believes that the set 

of rules to be considered in this effort 
must be identified early so that rule
specific issues can be identified and
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addressed. Also, because 
implementation of any rules resulting 
from this effort is optional, the 
Commission does not intend to expend 
resources to modify rules that industry 
does not expect to implement, unless 
the modifications are necessary to 
maintain safety. However, the 
Commission notes that the set of rules 
included in this effort should be chosen 
such that implementation of the rules 
will require little or no exemptions.  
Therefore, rules that may require 
exemptions before a licensee can 
implement changes in other rules (e.g., 
10 CFR 50.59) should be considered in 
this rulemaking effort.  

The NRC has developed and applied 
a systematic approach to identify the 
rules that should be included in this 
rulemaking effort. A scoping review of 
all the regulations in 10 CFR parts 21, 
50, 52, 54, and 100 identified a set of 
potential candidate rules that could be 
included. Screening criteria and a logic 
for applying these criteria were then 
developed to identify the subset of rules 
to which risk-informed changes can be 
made consistent with the intent of this 
effort. The screening criteria were based 
on the following elements: Maintaining 
safety, improving NRC staff efficiency 
and effectiveness, reducing unnecessary 
regulatory burden, and increasing 
public confidence. In addition, and 
because this effort is focused solely on 
special treatment requirements, the NRC 
limited its selection to those rules that 
include special treatment requirements.  
Rules which would have to be modified 
in order to efficiently implement other 
rules included this effort were also 
included. The criteria and logic were 
then applied to the set of potential 
candidate rules identified by the 
scoping review. The screening process 
and results are illustrated in Figure 2.  
The results of the evaluations of the 
rules against each of the screening 
criteria are presented in the attached 
Table. As a result of this screening 
process, the NRC has identified the 
following candidate rules for inclusion 
in this effort: 
10 CFR part 50-Sections 50.34, 50.36, 

50.44, 50.48, 50.49, 50.54, 50.55, 
50.55a, 50.59, 50.65, 50.71. 50.72, and 
50.73 

10 CFR part 50-Appendix A (GDCs 1, 
2, 3, 4, 37, 40, 42. 43, 45. and 46), 
Appendix B, Appendix j, Appendix 
R, and Appendix S 

10 CFR part 21, 52, 54, 100, and 
Appendix A to Part 100 

E. Rulemaking Alternatives 
The NRC has evaluated alternatives to 

rulemaking and has concluded that, if 
sufficient industry interest exists,

rulemaking is the most effective tool for 
implementing the type of generic 
changes encompassed by this effort. If 
sufficient interest does not exist, review 
and approval of a limited number of 
exemptions under 10 CFR 50.12 would 
be more efficient. Assuming industry 
interest does exist as has been indicated 
in public meetings, the NRC has 
evaluated several rulemaking 
alternatives to accomplish this task.  
These alternatives are discussed below.  

1. Define New Term 
This alternative would entail the 

definition of a new term in 10 CFR 50.2 
(e.g., "safety-significant") that describes, 
for the purposes of special treatment 
requirements, which SSCs are safety
significant and, therefore, need to be 
within the scope of the special 
treatment requirements. This new term 
would then be incorporated into each 
rule that contains special treatment 
requirements to allow licensees to 
voluntarily revise the scope of SSCs that 
are subject to special treatment 
requirements. To determine which SSCs 
are safety significant, the Commission 
would issue a new Part 50 appendix 
that contains the requirements 
governing the categorization of SSCs 
consistent with the new term defined in 
§ 50.2. Alternatively, the Commission 
could issue a regulatory guide that 
contains the SSC categorization 
guidance.  

Regulatory treatment requirements in 
addition to the special treatment 
requirements currently in the 
regulations may be necessary as a result 
of the risk categorization processes.  
These additional requirements would 
have to be added to the regulations and, 
therefore, additional changes to each 
affected rule may be required to ensure 
that the new regulatory treatment 
requirements are appropriately captured 
in the regulations. Because this 
alternative would result in duplicate 
changes to multiple rules, the NRC did 
not choose this alternative.  

2. Redefine Current Terms 
This alternative would expand the 

definition of the term "safety-related" in 
10 CFR 50.2, or as an alternative, define 
the term "important to safety" such that 
the redefined term would contain a 
portion that allows special treatment 
requirements to be risk-informed.  
Licensees could then elect to risk
inform the scope of SSCs that are 
subject to special treatment in all the 
applicable rules. This approach would 
expand the definitions of the current 
terms (which reside in the existing 
rules) so there is no need to add new 
terms to the governing regulations.

However, a significant effort would be 
required to review all the regulations to 
ensure that the Commission has not 
unintentionally revised any non-special 
treatment rules and to make appropriate 
changes to preclude such occurrences.  
In a similar fashion to the "new term" 
approach, this approach would also 
need to be supplemented with either a 
new Part 50 appendix that contains the 
requirements governing the risk
informed categorization of SSCs, or a 
regulatory guide that contains the SSC 
categorization guidance.  

This alternative would introduce 
unnecessary complications and 
confusion in the application of the 
terms at plants that choose to 
implement the new scope for a subset of 
the special treatment requirements 
covered in this effort, or for some 
systems and not others. Such a situation 
would result in the use of similar 
language with different meanings in the 
licensee's licensing basis documents 
and in the associated plant 
implementation documents.  
Furthermore, regulatory treatment 
requirements, in addition to those 
currently in the regulations, may be 
necessary as a result of the risk 
categorization processes. These 
requirements would have to be added to 
the regulations. Therefore, changes to 
other rules may still be required. The 
NRC did not choose this alternative.  

3. Issue New Rule 
This approach entails the 

development of a new rule that would 
be added to.Part 50. The rule would 
"list" the provisions that contain special 
treatment requirements that may have 
their scope risk-informed in accordance 
with the methodology requirements 
contained in either a new appendix that 
would also be added to Part 50, or in 
guidance contained in a regulatory 
guide (similar to above two alternatives 
in this respect). In addition to 
identifying which rules can be risk
informed for special treatment, the new 
rule would address rule specific issues 
resulting from this effort and contain 
new requirements concerning the type 
of regulatory treatment that SSCs would 
receive.  

The NRC believes that this alternative 
is the simplest and most efficient 
regulatory approach because it appears 
to not require defining new terms which 
in turn requires subsequent revisions to 
each affected rule. In addition, this 
alternative has the benefit of integrating 
all the affected special treatment 
requirements into one rule which would 
make it easier for licensees and the NRC 
to implement. Therefore, the NRC has 
decided to proceed with this alternative.
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4. Comprehensive vs. Phased 
Rulemaking 

The NRC considered whether it 
should proceed with a comprehensive 
rulemaking covering all special 
treatment requirements or a phased 
approach. The NRC's objective is to 
proceed with a comprehensive 
rulemaking. However, the NRC 
recognizes that this approach may prove 
problematic. Because of the uniqueness 
of the special treatment requirements, 
the potentially different effects that may 
result from modifying these 
requirements, and the inconsistencies 
that currently exist between the various 
special treatment requirements, the NRC 
notes that the comprehensive 
rulemaking approach would be a large 
and complex task. The comprehensive 
rulemaking approach appears to have a 
greater potential for delay because of the 
time required to review each of the 
affected requirements and the potential 
for issues to arise that can have impacts 
on the schedule. A comprehensive 
rulemaking must address all affected 
requirements and issues before the 
rulemaking may be completed.  
Consequently, this might delay 
implementation of some rules due to 
complications with others. If 
complications do arise. the NRC may 
elect to proceed with a phased approach 
that allows the NRC to issue some 
revised rules while continuing to 
address issues that arise on others.  

F. Implementation 

1. New Appendix vs. Regulatory Guide 
Each of the alternatives discussed in 

Section E include either the 
development of a new Appendix to Part 
50 or the issuance of a regulatory guide 
that would contain the requirements 
governing the categorization of SSCs.  
The NRC has considered these two 
alternatives (a new appendix vs. a 
regulatory guide) and concluded that a 
new appendix approach is preferred 
because it would provide a more stable 
and predictable regulatory framework.  
Such a framework should result in the 
least burden on NRC and industry 
resources both from the standpoint of 
any prior NRC review that is required 
and from the standpoint of the staff's 
inspection of this task. If an appendix 
can be constructed that when 
implemented by licensees yields 
consistent, objective, enforceable, and 
inspectable results, then this regulatory 
approach should allow for 
implementation of the resulting risk
informed special treatment 
requirements with little or no NRC 
review. On the other hand, putting 
categorization guidance into a

regulatory guide would require that the 
staff review and approve licensee 
submittals prior to implementation 
because of the flexibility inherent in a 
regulatory guide. The NRC expects the 
pilot plant program to enable it to 
determine if development of an 
appendix in lieu of a regulatory guide is 
sufficient to support a no prior NRC 
review regulatory approach. If the pilot 
plant program reveals that development 
of the appendix does not minimize the 
need for NRC review, the NRC will 
reconsider whether an appendix 
remains the best approach.  

2. Additional Guidance 
In addition to either an appendix or 

a regulatory guide, the Nuclear Energy 
Institutes (NEI) has indicated that it will 
submit an implementing document for 
this effort. The NRC intends to review 
this implementing document. The 
objective of this review will be to reach 
agreement with NEI concerning the 
implementation of risk-informed special 
treatment, and to be able to endorse the 
NEI guidance in a regulatory guide.  
Consequently, the Commission does not 
currently plan to develop draft 
regulatory guidance to implement this 
rulemaking. Additional NRC efforts 
would be required to update current 
regulatory guides that address the 
current SSC categorization approach, as 
appropriate.  

G. Pilot Plant Program 
The Commission believes that the 

pilot plant program is an essential 
component of this rulemaking effort.  
The purpose of this program would be 
to demonstrate the viability of the 
requirements contained in the resulting 
rule and appendix before final 
rulemaking and the viability of the 
proposed NEI guidance for the 
implementation of the resulting rule and 
appendix. The program will also help 
the NRC identify the special treatment 
requirements that industry believes 
should be addressed.  

The most important aspect of the pilot 
plant program will be to demonstrate 
the viability of risk categorization 
processes to establish alternative risk
informed special treatment 
requirements. These processes must be 
based on the requirements in the 
resulting rule and appendix in order to 
provide meaningful feedback on the 
rulemaking effort. In addition, the 
categorization processes must be 
evaluated against the set of special 
treatment requirements they are applied 
to so that critical attributes are 
appropriately evaluated. The 
categorization processes must also be 
applied to a variety of plant systems,

including mechanical (active and 
passive), fluid, and electrical systems, 
and safety-related and nonsafety-related 
systems, so that technical aspects of the 
categorization processes and their 
implementation can be thoroughly 
exercised. The Commission may 
explicitly exclude any attributes that are 
not exercised by the pilot plant program 
from consideration in this effort.  

The pilot plant program must be 
integrated with the rulemaking plan. It 
must agree on overall and plant-specific 
schedules and the rules to be piloted.  
Pilot plant program participants must 
commit to meet the resulting 
rulemaking requirements and proposed 
NEI guidance for categorization and 
implementation. In addition, pilot 
program submittals should address how 
design basis functions will be preserved 
when special treatment for safety
related SSCs is reduced as a result of the 
risk categorization processes. The 
discussion should address how these 
SSCs will be treated by the licensee's 
design control and corrective action 
programs. Similarly, licensees should 
discuss how critical attributes identified 
by the risk categorization processes will 
be identified and controlled. This 
applies to safety-related and non-safety
related SSCs that are found to be 
significant as a result of the risk 
categorization processes. The processes 
established should be capable of 
reflecting changes to the facility and 
categorizing new and modified 
equipment as these changes are made.  

H. South Texas Exemption Request 
In addition to the pilot plant program, 

the Commission notes that South Texas 
Project Nuclear Operating Company has 
submitted an extensive exemption 
request related to a number of special 
treatment requirements. This submittal 
was developed before initiation of this 
effort, and so was not coordinated with 
the development of the rulemaking 
plan. Presently, the NRC expects to 
complete review of this submittal before 
the proposed rulemaking stage of the 
effort would begin. The NRC believes 
that, if approved, the South Texas 
exemption request will serve as a proof
of-concept prototype which will provide 
useful information and experience when 
the rulemaking for this effort is 
developed.  

I. Schedule 
The NRC has developed a schedule 

covering the following activities which 
influence this rulemaking: (1) The South 
Texas exemption request, (2) 
development and issuance of this 
advanced notice of proposed 
rulemaking, (3) the pilot plant program,
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(4) NRC review of the NEI 
implementation guidance, (5) 
development and issuance of the 
proposed rulemaking, and (6) 
development and issuance of the final 
rulemaking. The NRC estimates that a 
final rule can be issued by March of 
2002. This rulemaking includes 
milestones that depend significantly on 
NEI to develop implementation 
guidance and pilot plant program 
participants to develop and implement 
categorization processes.  

II. Specific Proposal 

A. Approach 

To effect the described changes, the 
Commission is considering an approach

that consists of issuing a new rule (10 
CFR 50.69) and a new appendix 
(Appendix T to 10 CFR part 50). The 
new rule and appendix would allow 
licensees, for purposes of special 
treatment requirements, to categorize 
SSCs with regard to their importance to 
plant safety. The result of such a 
rulemaking, when combined with the 
current deterministic design basis, 
would result in SSCs being classified in 
two different manners. One would be 
consistent with the safety-related/non
safety-related philosophy that exists 
today for the deterministic design basis.  
The other would be consistent with a 
risk-informed philosophy. A graphical 
depiction of the results of the 
contemplated changes is illustrated in

Figure 1. The figure is only intended to 
provide a conceptual understanding of 
the new SSC categorization process. The 
NRC's thinking on this matter is 
continuing to evolve. The NRC will 
explore the idea of more than two levels 
of safety significance. The NRC is 
requesting stakeholder feedback on the 
safety significance categories in 
question C.3 of Section V of this notice.  
The figure depicts the current safety
related versus nonsafety-related SSC 
categorization scheme on the horizontal 
axis with an overlay of the new risk
informed categorization on the vertical 
axis. The risk-informed categorization 
would group SSCs into one of the four 
boxes.

Figure 1: Diagram of Categorization and Treatment
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Box 1 of Figure 1 contains safety
related SSCs that a risk-informed 
categorization process concludes are 
significant contributors to plant safety.  
These SSCs are termed risk-informed 
safety class 1 (RISC-1) SSCs. SSCs in 
this box would continue to be subject to 
the current special treatment 
requirements. In addition, it is possible 
that some of these SSCs may have some 
additional requirements concerning 
reliability and availability if attributes 
that cause the SSC to be safety 
significant are not sufficiently 
controlled by current special treatment 
requirements. However, the NRC is not 
currently aware of any examples of this 
situation.  

Box 2 of Figure 1 depicts the SSCs 
that are nonsafety-related, and that the 
risk-informed categorization concludes 
make a significant contribution to plant 
safety. These SSCs are termed RISC-2 
SSCs. Examples of RISC-2 SSCs could

include the station blackout emergency 
diesel generator, the startup feedwater 
pump for pressurized water reactors 
(PWVRs), and SSCs used for "feed and 
bleed" operations at PWRs. For RISC-2 
SSCs, there will probably need to be 
requirements to maintain the reliability 
and availability of the SSCs consistent 
with the PRA. It is currently envisioned 
that the new rule would contain the 
requirements regarding reliability and 
availability of RISC-1 and RISC-2 SSCs.  

Box 3 of Figure 1 depicts the currently 
safety-related SSCs that a risk-informed 
categorization process determines are 
not significant contributors to plant 
safety. These SSCs are termed RISC-3 
SSCs. The rulemaking effort would 
revise 10 CFR part 50 to contain 
alternative requirements such that 
RISC-3 SSCs would no longer be subject 
to the current special treatment 
requirements. For RISC-3 SSCs, it is not 
the intent of this rulemaking to allow

such SSCs to be removed from the 
facility or to have their functional 
capability lost. Instead, the RISC-3 SSCs 
will need to receive sufficient regulatory 
treatment such that these SSCs are still 
expected to meet functional 
requirements, albeit at a reduced level 
of assurance. The NRC may determine 
that this level of assurance can be 
provided by licensees' commercial 
grade treatment programs. It is 
envisioned that the new rule would 
contain the regulatory treatments 
requirements for RISC-3 SSCs (e.g., the 
new rule may require commercial 
treatment for RISC-3 SSCs).  

Box 4 of Figure 1 depicts SSCs that 
are nonsafety-related and continue to be 
categorized as not being significant 
contributors to plant safety. These SSCs 
are out of scope of both the current 
special treatment regulations and of the 
new rule. The functional performance of 
these SSCs would be controlled under
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the licensee's commercial grade 
program (no change from the current 
requirements).  

B. New Rule for Part 50 

The Commission expects that the new 
rule that would (1) identify the special 
treatment requirements in the current 
regulations whose scope could be 
modified consistent with the 
requirements resulting from this effort, 
(2) address rule-specific issues that arise 
as a result of the new scope by, for 
example, specifying, on a rule-by-rule 
basis, the applicability of the new scope, 
(3) specify all additional regulatory 
requirements that would result from this 
effort, and (4) reference the new 
appendix as providing the requirements 
governing the categorization of SSCs.  

C. New Appendix to Part 50 

The Commission expects that the new 
appendix would contain the elements 
discussed below. The discussion 
consists of NRC expectations of the SSC 
categorization process and is not 
presented as proposed rule language.  
When finalized, the appendix would 
establish minimum requirements for the 
process and decision criteria for use in 
the categorization of SSCs into two 
groups-those that have safety 
significance and those that have low 
safety significance. This is consistent 
with the process to categorize SSCs into 
RISC classes as discussed above in 
which the safety significant and low 
safety significant categorization in used 
in the vertical axis.  
Appendix T to Part 50 

Categorization of SSCs Into Risk-Informed 
Safety Classes 

The principal activity required for the 
categorization of structures. systems and 
components (SSCs) into risk-informed safety 
classes is the categorization of the SSCs 
according to safety significance. Treatment 
requirements for SSCs will be dependent on 
this safety classification. This appendix 
establishes minimum requirements for the 
process and decision criteria for use in the 
categorization of SSCs.  

Process for Categorization 
The determination of safety significance of 

SSCs must be performed as part of an 
integrated decision-making process which 
uses both risk insights and traditional 
engineering insights. In categorizing SSCs. it 
must be demonstrated that the defense-in
depth philosophy is maintained, that 
sufficient safety margin is maintained, and 
that increases in risk (if any) are small.  

To accomplish these objectives, the process 
to categorize SSCs should consist of the 
following elements: 

(11 Identification of current treatment 
requirements for SSCs.

(2) Assessment of the cnpab- yity oY•:t~e 
plant-specific Probabilistic Risk Assessmeangi 
(PRA) to support the categorizato proceý.  

(3) Use of the PRA to deterniaw the xelat.  
importance of modeled SSCs to accident 
prevention and mitigation.  

(4) Use of an integrated decision-making 
panel (IDP) to determine the safety 
significance of SSCs. The categorization of 
SSCs as either safety significant or low safet, 
significant must include considerations of.  

a. Results of the PRA importance 
evaluation.  

b. Deterministic and other traditional 
engineering analyses.  

c. Maintenance of the defense-in-depth 
philosophy.  

d. Maintenance of safety margins.  
(5] Evaluation of the change in risk 

resulting from reclassifying SSCs.  
a. Determination of treatment requirements 

for SSCs based on their initial safetv 
significance categorization.  

b. Evaluation of the overall change in plant 
risk as a result of changes in treatment 
requirements, and readjustment (if necessary) 
of the categorization of SSCs based on this 
estimation of change in risk.  

(6) Documentation of the process and the 
decision criteria used for the categorization 
of SSCs.  

(7) Monitoring of the impact of the change 
in treatment requirements.  

The remainder of this appendix discusses 
requirements and decision criteria for the 
above elements in more detail.  

Requirements and Decision Criteria 
Element (1): Identification of Current 
Treatment Requirements for SSCs 

All safety-related as well as non-safety
related SSCs in the plant are within the scope 
of this categorization process. For each SSC 
where changes to the treatment requirements 
are considered, current requirements must be 
identified and documented so that the effect 
of the changes can be more easily 
understood.  

Element (2): Assessment of the Capability of 
the PRA to Support the Categorization 
Process 

PRA scope. At a minimum, a PRA 
modeling the internal initiating events at full 
power operations must be used for SSC 
importance analysis and determination of 
change in risk from the application. The PRA 
must be capable of quantifying core damage 
frequency (CDF) and large early release 
frequency (LERF). When categorizing SSCs, 
the licensee shall also consider external 
event initiators, as well as the shutdown and 
low-power modes of operation, either by PRA 
modeling or by the integrated decision
making process. Element (4)(b) discusses the 
requirements for cases when PRA modeling 
is not available.  

PRA quality. The PRA should conform to 
the consensus ASME/ANS PRA Standard 
documents as endorsed by the NRC. In 
addition to the technical requirements, the 
PRA shall conform to the requirements in the 
areas of documentation, configuration 
control, quality assurance, and peer review.  
Where elements of the Standard are not met.  
justification of why these elements are not

ii•,ortant to the results must be documented 
an.d available for NRC review.  

PRA updates. The PRA must reflect the as
iludlt and as-operated plant. When used for 

MSC categorization, and as long as regulatory 
,zequirements are being dictated by this 
categorization, the PRA must be updated on 
a periodic basis, that is, annually or within 
six months after each refueling outage 
provided the interval between successive 
,updates does not exceed 24 months. These 
updates are mandatory before 
implementation of changes to plant design or 
procedures if these changes affect the 
categorization of SSCs. A PRA update is also 
required upon receipt of new PRA 
information which would invalidate the 
results of the categorization process. Upon 
the completion of the PRA update, the SSC 
categorization shall be revisited in 
accordance with Elements 3 through 5 of this 
process with a focus on the impact of the 
changes on SSC categorization.  
Element (3): Determination of Relative 
Importance of SSCs Using the PRA 

Relative importances of SSCs modeled in 
the PRA should be determined using PRA 
importance measures. The results of this 
process together with results of sensitivity 
studies will be used as inputs to the 
integrated decision-making process for the 
categorization of SSCs.  

Risk metrics and importance measures.  
SSC importances must be determined based 
on both CDF and LERF. Importance measures 
should be chosen such that results can 
provide the IDP with information on the 
relative contribution of an SSC to total risk.  
Examples of importance measures that can 
accomplish this are the Fussell-Vesely (F-V) 
importance and the Risk Reduction Worth 
(RRW) importance. Importance measures 
should also be used to provide the IDP with 
information on the safety margin available 
should an SSC fail to function. The Risk 
Achievement Worth (RAW) importance and 
the Birnbaum importance are example 
measures that are suitable for this purpose.  

Screening criteria. Importance measures 
do not directly relate to changes in the 
absolute value of risk. Therefore, the criteria 
for categorizing SSCs into the safety 
significant and the low safety significant 
categories shall be based on an assessment of 
the overall impact of SSC re-categorization 
and a comparison of this impact to the 
acceptance criteria for changes in CDF and 
LERF. see Element (5)(b). However, in the 
initial screening stages, an SSC with F-V 
<0.005 based on either CDF or LERF, and 
RAW <2 based on either CDF or LERF can 
be considered as potentially low safety 
significant. Elements 4 and 5 must be carried 
out to confirm the low safety significance of 
these SSCs.  

Truncation limit. The truncation value 
used for PRA model quantification must be 
set to a value that is sufficiently low so that 
the resultant minimal cutsets contain the 
significant contributors to risk and that at 
least 95 percent of the CDF and LERF is 
captured in the final solution.  

Sensitivity analyses. The sensitivity of SSC 
importances to uncertainties in the parameter 
values for component availability/reliability 
and human error probabilities should be
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evaluated. Results of these sensitivity 
analyses should be provided to the IDP for 
deliberation.  

Combining models for different initiating 
events and plant operating modes. The PRA 
models for external initiating events (e.g., 
events initiated by fires or earthquakes), and 
for low power and shutdown plant operating 
modes may be conservative with respect to 
those for internal initiating events. Use of 
conservative models can influence the 
calculation of importance measures by 
moving more SSCs into the low safety 
significance category. Therefore. when PRA 
models for external event initiators and for 
the low power and shutdown modes of 
operation are available, the importance 
measures shall be evaluated for each analysis 
separately, as well as integrally. Results of 
the analyses should be provided to the IDP 
for deliberation.  
Element (4): SSC Categorization by the 
Integrated Decision-Making Panel 

An integrated decision-making panel, for 
example, an Expert Panel similar to the one 
used in implementing 10 CFR 50.65, must be 
used to determine the safety significance of 
SSCs. The categorization of SSCs as either 
safety significant or low safety significant 
must consider: results of the PRA importance 
analysis- deterministic and other traditional 
engineering analyses, maintenance of the 
defense-in-depth philosophy: and 
maintenance of safety margins. Elements 
(4)(a) through (4)(d) describe these 
requirements in more detail. Element (6) 
describes the requirements of the IDP 
process. and the documentation required of 
this process.  
Element (4)(a): Use of PRA Insights 

Results of the PRA importance analysis, 
including results from sensitivity studies.  
and results from the external initiating events 
and the low power and shutdown modes of 
operation when available, should form the 
initial inputs to the categorization process: 

Wi) For screening, an SSC with F-V < 0.005 
based on either CDF or LERF. and RAW < 2 
based on either CDF or LERF can be 
considered as potentially low safety 
significant.  

(ii) Results of sensitivity analyses shall be 
used to show that SSC categorization will not 
change for the expected range of values of 
SSC reliability/availability and human error 
probabilities.  

(iii) When PRA models are available, the 
importance measures for external event 
initiators and for the low power and 
shutdown mode of operation shall be 
evaluated for each analysis separately, as 
well as integrally. and only when an SSC is 
low safety significant for each of these 
analyses will it be assigned to the low safety 
significant categorv.  

Application of the above guidelines will 
yield a list of SSCs that are determined to be 
safety significant by the PRA. These SSCs 
shall not be re-categorized as low safety 
significant by the IDP process.  

Verification of Low Safety Significance fbr 
SSCs Implicitly Modeled in the PRA 

For SSCs which have not been identified 
as safety significant by PRA importance

measures, the IDP must verify that these 
SSCs are not implicitly depended upon in 
the PRA. The IDP must determine if: 

(i) Failure of the SSC will significantly 
increase the frequency of an initiating event, 
including those initiating events originally 
screened out in the PRA.  

(ii) Failure of the SSC will fail a safety 
function, including SSCs that are assumed to 
be inherently reliable in the PRA (e.g.. piping 
and tanks) and those that may not be 
explicitly modeled (e.g.. room cooling 
systems, and instrumentation and control 
systems).  

(iii) The SSC supports operator actions 
credited in the PRA.  

(iv) Failure of the SSC will result in failure 
of safety significant SSCs (e.g., through 
spatial interactions).  

If any of the above conditions are true, the 
IDP should use a qualitative evaluation 
process to determine the impact of relaxing 
requirements on SSC reliability and 
performance. This evaluation should include 
identifying those failure modes for which the 
failure rate may increase, and those for which 
detection could become more difficult. The 
IDP can justify low safety significance of the 
SSC by demonstrating one or more of the 
following: 

* The reclassification is consistent with 
the defense-in-depth philosophy and 
sufficient safety margin is maintained.  

* Relaxing the requirements will have 
minimal impact on the failure rate increase.  

* Historical data show that these failure 
modes are unlikely to occur.  

* Such failure modes can be detected in a 
timely fashion.  
Element (4)(b): Use of Deterministic and 
Other Engineering Analyses 

For SSCs identified in Element (4)(a) as 
low safety significant by the PRA as well as 
those SSCs outside the scope of the PRA, the 
IDP must verif, low safety significance based 
on deterministic and other engineering 
analyses and insights. operational 
experience, and information from licensing 
basis documents and design basis accident 
analyses.  

Initiating Events and Plant Operating Modes 
not Modeled in the PRA 

When initiating events with frequencies of 
greater than 10-6 per year are not modeled 
in the PRA. or when the low power and 
shutdown plant operating modes are not 
modeled, the IDP shall demonstrate that the 
relaxation of regulatory requirements will not 
unacceptably degrade plant response 
capability and will not introduce risk 
vulnerabilities for the unmodeled initiating 
events or plant operating modes. For these 
unmodeled events, the IDP assessment must 
consider whether an SSC has an impact on 
the plant's capability to: 

(i) Prevent or mitigate accident conditions: 
(ii) Reach and/or maintain safe shutdown 

conditions: 
(iii) Preserve the reactor coolant system 

pressure boundary integrity; 
(iv) Maintain containment integrity: and 
(v) Allow monitoring of post-accident 

conditions.

In determining the importance of SSCs for 
each of these functions, the following factors 
must be considered: 

* Safety function being satisfied by SSC 
operation.  

• Level of redundancy existing at the plant 
to fulfill the SSC's function.  

o Ability to recover from a failure of the 
SSC.  

sbull Performance history of the SSC.  
* Use of the SSC in the Emergency 

Operating Procedures or Severe Accident 
Management Guidelines.  

* Cumulative impacts of combinations of 
SSC unavailability which could impact an 
entire system or critical safety function.  

Risk Indices Outside the Scope of the PRA 
In addition to being safety significant in 

terms of CDF and LERF, SSCs can also be 
safety significant in terms of other risk 
metrics. Therefore, when an SSC is not 
identified as safety significant by the PRA, 
the IDP must verify low safety significance by 
determining if: 

(i) The SSC is a part of a system that acts 
as a barrier to fission product release during 
severe accidents; 

(ii) The SSC is depended upon in the 
Emergency Operating Procedures or the 
Severe Accident Management Guidelines; 
and 

(iii) Failure of the SSC will result in 
unintentional releases of radioactive material 
even in the absence of severe accident 
conditions.  

If any of the above conditions are true, the 
IDP should use a qualitative evaluation 
process to determine the impact of relaxing 
requirements on SSC reliability and 
performance. This evaluation should include 
identifying those failure modes for which the 
failure rate may increase, and those for which 
detection could become more difficult. The 
IDP can.justifv low safety significance of the 
SSC by demonstrating one or more of the 
following: 

* The reclassification is consistent with 
the defense-in-depth philosophy and 
sufficient safety margin is maintained.  

* Relaxing the requirements will have 
minimal impact on the failure rate increase.  

& Historical data show that these failure 
modes are unlikely to occur.  

o Such failure modes can be detected in a 
timely fashion.  
Element (4)(c): Maintaining the Defense-in
Depth Philosophy 

When categorizing SSCs as low safety 
significant, the IDP must demonstrate that 
the defense-in-depth philosophy is 
maintained. Defense-in-depth is considered 
adequate if the overall redundancy and 
diversity among the plant's systems and 
barriers is sufficient to ensure the risk 
acceptance guidelines provided in Element 
(5)(b) are met, and that: 

* Reasonable balance is preserved among 
prevention of core damage, prevention of 
containment failure or bypass, and mitigation 
of consequences of an offsite release; 

o System redundancy, independence, and 
diversity is preserved commensurate with the 
expected frequency of challenges.  
consequences of failure of the system, and
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associated uncertainties in determining these 
parameters; 

9 There is no over-reliance on 
programmatic activities and operator actions 
to compensate for weaknesses in the plant 
design; and 

o Potential for common cause failures is 
taken into account.  
Element (4)(d): Maintenance of Safety 
Margins 

When categorizing SSCs as low safety 
significant, the IDP shall demonstrate that 
there is sufficient safety margins to account 
for uncertainty in the engineering analysis 
and in the supporting data. Safety margin 
shall be incorporated when determining 
performance characteristics and parameters 
(e.g., component, system, and plant 
capability) or when defining mission success 
criteria (e.g., the number of system trains 
required to mitigate an initiating event or the 
ability of an SSC to perform in a certain 
environment). The amount of margin should 
depend on the uncertainty associated with 
the performance parameters in question, the 
availability of alternatives to compensate for 
adverse performance, and the consequences 
of failure to meet the performance goals.  
Demonstration of available safety margins 
shall be accomplished by use of data from 
plant operations or research studies, or by 
use of analyses using established engineering 
codes and standards or NRC-approved 
alternatives.  
Element (5): Evaluation of the Change in Risk 
Resulting from Reclassift.ing SSCs 

The change in risk from reclassifying SSCs 
shall be quantified. Elements (5)(a) and (5)(b) 
provide the requirements for this 
quantification.  
Element (5)(a): Determination of Treatment 
Requirements Based on Safety Significance 

Where regulatory requirements are to be 
relaxed for SSCs categorized as low safety 
significant or where regulatory requirements 
are increased for SSCs categorized as safety 
significant. the IDP must document the 
functional requirements for the SSCs and 
describe the process to assure that these 
requirements are preserved. Based on the 
revised requirements. the IDP must 
document and justify the target SSC 
reliability and availability.  
Element (5)[b): Assessment of the Change in 
Risk 

The potential impact of relaxing treatment 
requirements on SSCs must be evaluated in 
an integrated manner. Changes in CDF and 
LERF must be estimated by calculations 
where the failure likelihood of SSCs is 
changed to the level corresponding to the 
failure likelihood for the revised treatment 
requirements.  

Changes to CDF and LERF must be small.  
Plants with total baseline CDFs of 10-4 per 
year or less will be permitted CDF increases 
of 10-- per year. and plants with total 
baseline CDFs greater than 10-4 per year will 
be permitted CDF increases of 10. per year.  
Plants with total baseline LERFs of 10-l per 
year or less will be permitted LERF increases 
of 10-1 per year. and plants with total 
baseline LERFs greater than 10 per year

will be permitted LERF increases of 10-7 per 
year.  

If a PRA model is not available to evaluate 
the change in risk from an external initiating 
event or plant operating mode, the IDP must 
provide justification, on the basis of 
bounding analyses or qualitative 
considerations, that the risk will not be 
significantly impacted.  

Subsequent changes to the categorization 
of SSCs for the purpose of further modifying 
regulatory requirements must be performed 
in such a manner where plant performance 
and previous changes to the licensing basis 
are taken into account. There must not be a 
pattern of systematic increases in risk as a 
result of repeated applications of the SSC 
categorization process.  
Element (6): Documentation of the Integrated 
Decision-Making Process and the Decision 
Criteria Used 

Requirements of the Integrated Decision
Making Panel 

Plant procedure: The IDP shall be 
described in a formal plant procedure which 
includes: 

(i) The designated chairman, panel 
members, and panel alternates: 

(ii) Required training and qualifications for 
the chairman, members and alternates; 

(iii) Requirements for a quorum, 
attendance records, agendas. and meeting 
minutes, 

(iv) The decision-making process: 
(v] Documentation and resolution of 

differing opinions: and 
(vi) Implementation of feedback/corrective 

actions.  
MWembership: There shall be at least five 

experts designated as members of the IDP.  
Expertise in the following fields shall be 
represented on the IDP: plant operations, 
design engineering, systems engineering, 
safety analysis engineering, quality 
assurance, plant licensing, and probabilistic 
risk assessment. Members may be experts in 
more than one field, however excessive 
reliance on any one member's judgement 
should be avoided.  

Expertise: The licensee shall establish and 
document specific requirements for ensuing 
adequate expertise levels of IDP members, 
and shall ensure that expertise levels are 
maintained. There shall be at least three 
members of the IDP with a minimum of five 
years experience at the plant, and there shall 
be at least one member of the IDP who has 
worked on the modeling and updating of the 
plant-specific PRA for a minimum of five 
year,,.  

Training: The IDP shall be trained in the 
specific technical aspects and requirements 
related to the categorization process. Training 
shall address, at a minimum

(i) The purpose of the categorization: 
(ii) Present treatment requirements for 

SSCs including requirements for design basis 
events; 

(iii) PRA fundamentals: 
(iv) Details of the plant-specific PRA 

including the modeling scope and 
assumptions: 

(v) The role risk importance measures 
including the use of sensitivity studies:

(vi) The assessment of SSC failure modes 
and effects; 

(vii) The role of and the use of risk 
thresholds; and 

(viii) The defense-in-depth philosophy and 
requirements to maintain this philosophy.  
Each of these topics must be covered to the 
extent necessary to provide the IDP with a 
level of knowledge sufficient to evaluate and 
approve SSC categorization using both 
probabilistic and deterministic information.  

Decision-making: IDP decision criteria for 
categorizing SSCs as safety significant or low 
safety significant shall be documented.  
Decisions of the IDP shall be arrived at by 
consensus. Differing opinions shall be 
documented and resolved, if possible. If a 
resolution cannot be achieved concerning the 
safety significance of an SSC, then the SSC 
shall be classified as safety significant.  

Feedback and corrective actions: SSC 
categorization shall be revisited by the IDP 
when the PRA is updated or when the other 
criteria used by the IDP are affected by 
changes in plant operational data or changes 
in plant design or plant procedures.  

Documentation of the IDP Process 
The following shall be documented and 

available for NRC review: 
* Results of the relative risk importance of 

SSCs modeled in the PRA including the 
results of sensitivity analyses. This should 
include separate SSC importances for the 
external events initiators and for low power 
and shutdown operations when these events 
are modeled in the PRA.  

* Results of the final SSC categorization 
including a summary of IDP deliberations for 
each SSC classified as low safety significant 
and each non-safety-related SSC classified as 
safety significant. Decision criteria in terms 
of qualitative assessments, assessments for 
initiating events and plant operating modes 
not modeled in the PRA, defense-in-depth, 
and safety margins must be included.  
Technical basis documents used to support 
the categorization shall also be available.  

* Functional requirements for each SSC 
receiving revised treatment, the original 
treatment requirements for these SSCs, the 
revised requirements for these SSCs, target 
values for SSC reliability and availability, 
and the process that will be used to assure 
these functional requirements and target 
values will be preserved/met.  

e The overall change in plant risk as a 
result of changes in treatment requirements, 
including the baseline CDF and LERF and the 
change in this CDF and LERF. Changes to 
plant risk from all previous changes to 
treatment requirements shall also be 
included.  

* Requirements for the IDP including, the 
plant procedure, expertise, membership, 
training, and decision-making guidelines.  
Meeting minutes should also be included.  

- The PRA used and the supporting 
analyses, together with a description of 
conformance of this PRA to the PRA 
Standards documents.  
Element (7): Monitoring of the Impact of the 
Change in Requirements 

A performance monitoring and corrective 
action program must be implemented so that
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early indication of SSC degradation can be 
obtained, and corrective actions can be 
implemented. This program shall include 
safety significant SSCs and safety-related 
SSCs classified as low safety-significant. A 
mechanism for changing SSC categorization 
based on operating experience must be 
included in the program. SSC performance 
must be consistent with the level of 
performance allocated in the risk analysis or 
credited in the integrated decision-making 
process. Monitoring of the safety-significant 
SSCs is expected to be addressed by the 
Maintenance Rule as described in 10 CFR 
50.65.  

Results of the monitoring program must be 
documented and available for NRC review.  
Results of the monitoring program must also 
be incorporated into the PRA update process 
described in Element (2).  

IV. Issues 

A. Selective Implementation 

"Selective implementation" is 
defined as implementing the changes 
resulting from this effort for a subset of 
the affected special treatment 
requirements or implementing the 
changes for a subset of SSCs at a facility, 
or both. The NRC is considering the 
argument that selective implementation 
would tend only to reduce unnecessary 
regulatory burden and would not yield 
safety benefits where the risk 
importance of SSCs had not been 
recognized by the current regulatory 
framework. However, selective 
implementation may be possible and 
even necessary to some degree.  

The South Texas Project experience 
with the Graded Quality Assurance 
program has demonstrated that 
implementation of the resulting changes 
for only 10 CFR part 50, Appendix B, is 
not beneficial from a burden reduction 
perspective without exemptions from 
other regulations. The South Texas 
Project experience has further shown 
that implementation for a minimum set 
of rules, in combination with 10 CFR 
part 50, Appendix B, must occur before 
sufficient benefits are realized. The NRC 
believes that this feedback applies to 
most of the current set of regulations.  
However, even with the experience that 
South Texas Project had with 10 CFR 
part 50, Appendix B, the licensee did 
not request exemption from the full set 
of regulations identified as candidates 
for this effort. In addition, none of the 
potential pilot plant program 
participants have expressed interest in 
implementing the full set of rules being 
considered. As a result, the NRC 
currently believes that a sufficient 
amount of burden reduction can be 
achieved with selective implementation.  

The NRC intends to make rule 
changes so that exemptions will not be 
required for licensees wishing to

implement the risk-informed regulatory 
regime that would result from this 
effort. Therefore, the NRC currently 
believes that it should not issue 
exemptions to allow for selective 
implementation after final rulemaking.  

With regard to safety, the NRC 
believes that, if the exemption request 
submitted by South Texas Project can be 
found acceptable, the NRC would have, 
in effect, determined that an adequate 
level of safety could be preserved 
without having to adopt all changes 
resulting from this effort. Therefore, the 
NRC will depend, in part, on the results 
of the South Texas exemption effort to 
decide this issue.  

Selective implementation of 
alternative regulatory treatment 
requirements would introduce 
additional complexity into the 
regulatory process and the NRC will 
need to assess the practicality of the 
approach. In addressing this issue, the 
NRC will need to establish an 
implementation approach which 
recognizes all of the NRC's outcome 
oriented goals, not just reducing 
unnecessary regulatory burden. The 
NRC is continuing to evaluate this issue 
and is seeking stakeholder feedback in 
Section V.F. of this advance notice of 
proposed rulemaking.  

Another selective implementation 
issue is whether licensees should be 
allowed to implement the alternative for 
certain systems and not others. The NRC 
expects that licensees would look at a 
comprehensive set of systems and 
components as it applies any individual 
risk-informed regulation. If a 
comprehensive scope of equipment is 
not considered, the NRC does not 
believe that licensees can develop an 
appropriate risk-ranking process or 
identify risk-significant characteristics 
of equipment which may warrant 
additional control. For example, 
licensees would be expected to review 
systems and components outside 
current safety-related boundaries to 
identify the need for additional 
equipment qualification for risk
significant SSCs at the same time that it 
reviews the current equipment 
qualification scope for relaxation 
opportunities. The NRC does recognize, 
however, that implementation would 
take place through a phased approach 
by licensees.  

"The NRC recognizes that licensees 
may elect to exclude certain systems 
from the detailed risk-ranking process 
based on their prior understanding of 
the importance of those systems to 
overall safety. Some systems, such as 
the reactor protection system, can be 
shown to be very important without an 
extensive risk evaluation. Other systems

may not be relevant to facility safety at 
all. Licensees may determine that there 
is little benefit from a detailed risk 
categorization process for such systems.  
However, to ensure that this effort is 
implemented correctly, such systems 
may still need evaluation to assess the 
risk-significant attributes from a risk
informed perspective.  

The Commission is continuing to 
evaluate this issue and is seeking 
stakeholder feedback on this issue in 
.Section V.F. of this advance notice of 
proposed rulemaking.  

B. Impact on Other Regulations 
The NRC has determined that 

implementation of risk-informed 
alternatives in Part 50 may affect 
implementation of other regulations. For 
example, the NRC has determined that 
changes to Part 54 may be required to 
accommodate license renewal for a 
facility that had implemented risk
informed changes encompassed by this 
effort. The scope of Part 54 is explicitly 
defined using the traditional 
deterministic approach. Therefore, Part 
54 does not, without change, 
accommodate the alternative the risk
informed scope that would result from 
this effort. The goal of the license 
renewal program is to establish a stable, 
predictable, and efficient license 
renewal process. The NRC believes that 
a revision to Part 54 at this time would 
have a significant effect on the stability 
and consistency of the processes being 
established for preparation of license 
renewal applications and for NRC 
review. Allowing a voluntary alternate 
scoping criteria would necessitate the 
development of an alternate license 
renewal process. Guidance would need 
to be developed regarding format and 
content of a renewal application, NRC 
review criteria, and inspection guidance 
for conducting onsite scoping 
inspections.  

In other cases, such as operator 
licensing (Part 55), rule changes may not 
be necessary. Nevertheless, licensees 
may need to make changes to programs 
implementing these regulations in order 
to ensure compliance.  

The Commission would like to 
identify all such impacts early in this 
effort and is, therefore, seeking 
stakeholder input on this issue in 
Section V.G. of this advance notice of 
proposed rulemaking.  

C. Need For Prior NRC Review 
The preferred approach for this effort 

is to avoid the need for prior NRC 
review and approval of either the 
licensee's categorization process or the 
results of that process. The Commission 
intends on achieving this by issuing a

11496



FeerlReise/ o. 5.N. 3/rr1vM~rh~9ffl/i~t-,rtOU U Va ItI L*1

detailed and enforceable appendix 
which would yield consistent, objective, 
and inspectable results. This appendix 
is being developed, in part, from 
existing guidance such as RG 1.174 and 
from experience gained by review of the 
South Texas Graded Quality Assurance 
methodology. Several significant aspects 
of the proposed categorization 
technique rely upon subjective and 
qualitative judgement. For example, it is 
expected that an expert panel will 
consider defense-in-depth and margin of 
safety as part of the assessment of the 
significance of SSCs. However, these 
terms are often defined only in a 
qualitative, not quantitative, sense.  
These terms are difficult to translate 
into enforceable regulations yielding 
consistent, objective, and inspectable 
results. Therefore, use of these concepts 
within an appendix creates a significant 
challenge to the NRC. If the NRC cannot 
develop criteria which result in 
consistent, objective, and enforceable 
results, some.level of NRC review and 
approval will be necessary.  

No prior NRC review of a licensee's 
categorization process may affect the 
public participation process concerning 
the implementation. With no prior NRC 
review, public participation would be 
limited to the rulemaking process. For 
example, the public could participate by 
providing input on this advanced notice 
of proposed rulemaking, on the notice of 
proposed rulemaking, in public 
meetings, etc. However, public 
participation allowed by the licensing 
amendment process (i.e.. for 
implementation), including hearing 
rights on the licensing action, would not 
be part of the implementation of this 
effort because no licensing action would 
need to take place.  

The Commission is seeking comment 
on this issue in Section V.H. of this 
advance notice of proposed rulemaking.  
D. Identification and Control of 
Attributes Requiring Special Treatment 

The NRC anticipates some SSCs that 
are not presently subject to special 
treatment requirements to be identified 
as significant to plant safety (i.e, RISC
2 SSCs). The NRC further anticipates to 
find that the existing special treatment 
requirements do not fully address some 
risk-significant characteristics of SSCs 
that are significant to plant safety 
(RISC-1 and RISC-2 SSCs). This is 
anticipated to occur because the risk
informed categorization processes will 
address some severe accident concerns 
that are not currently addressed by the 
special treatment requirements. The 
Commission expects to develop 
regulatory controls for RISC-i and 
RISC-2 SSCs to ensure risk-significant

characteristics of these SSCs are 
adequately preserved.  

The Commission expects some SSCs 
that are presently subject to special 
treatment requirements to be identified 
as being of low significance to plant 
safety (i.e, RISC-3 SSCs). However, it is 
not the intent of this effort to redefine 
the design basis events that a plant must 
analyze to demonstrate compliance with 
the regulations. Therefore, this effort 
will not allow for elimination of these 
components from the plant. In addition, 
these components must remain 
functional to meet the design basis.  
Accordingly, the Commission expects to 
develop regulatory controls for RISC-3 
to ensure that they would be maintained 
functional.  

The Commission is considering how 
to identify the risk-significant attributes 
for RISC-1 and RISC-2 SSCs and what 
regulatory controls to establish for them 
to ensure that they are adequately 
preserved. The Commission is also 
considering what regulatory controls to 
establish for RISC-3 SSCs to ensureý that 
they would be maintained functional.  
The Commission is seeking comment on 
this issue in Section V.E. of this advance 
notice of proposed rulemaking.  

V. Specific Questions 
Comments, advice, and 

recommendations on a proposed rule 
reflecting the features presented above 
and any other pertinent points are 
invited from all interested persons.  
Particularly, comments and supporting 
reasons are requested on the following 
questions arranged by topic: 
A. Approach 

A.1. If the NRC elects to pursue a 
phased rulemaking approach, how 
should the rules identified be 
prioritized/phased? 

A.2. Proceeding with changes to 
special treatment requirements before 
establishing a risk-informed design basis 
(establishment of a risk-informed design 
basis is being addressed by a separate 
task) may create inconsistencies 
between the treatment of SSCs and the 
functions they serve for the 
deterministic design basis. Are there 
any detrimental effects (licensing or 
otherwise) associated with changing the 
special treatment requirements before 
changing the design basis? Please 
provide a discussion of the detrimental 
effects that you believe would result.  

A.3. (a) What should the proposed 
rule state in order to clearly identify the 
scope of SSCs in each special treatment 
requirement for which the rule provides 
a regulatory alternative? (b) If the 
Commission should decide to impose 
alternative requirements to the special

treatment requirements and/or if the 
Commission should decide to impose 
risk requirements on RISC-1, RISC-2, 
and/or RISC-3 SSCs, how should the 
proposed rule be constructed in order to 
clearly identify the scope of SSCs for 
which the alternative requirements 
apply? 

A.4. If the Commission should decide 
to impose alternative requirements to 
the special treatment requirements and/ 
or if the Commission should decide to 
impose risk requirements on RISC-1, 
RISC-2, and/or RISC-3 SSCs, how 
should the alternative requirements be 
expressed to ensure clarity (please 
provide examples of how the 
requirements should be phrased)? 
Should the alternative requirements be 
expressed prescriptively or in a 
performance-based approach? Should 
the alternative requirements be placed 
in each specific special treatment 
regulation for which an alternative is 
being provided, or should the 
alternative requirements be included in 
the proposed new rule? 

A.5. Please provide an estimate of the 
expected costs and benefits of 
implementing risk-informed special 
treatment requirements.  

A.6. Please comment on the benefits 
of risk-it/forming 10 CFR 50.36? 
B. Screening 

B.1. Are the screening criteria 
reasonable and have the rules that have 
been evaluated (see the attached Table) 
been screened correctly against the 
screening criteria? Please provide rule
specific comments on reduction of 
unnecessary burden and the need to 
modify a rule in order to maintain safety 
(Criterion III).  

B.2. Are there any other rules, in 
addition to those that have been 
evaluated, that should be considered as 
part of this effort? Please provide 
specific comments identifying any rules 
that you belief should be considered 
and the reasons for recommending their 
inclusion.  

B.3. Are there any rules that have 
been identified for inclusion that should 
not be included? Please provide specific 
comments identifying those rules and 
the reasons for recommending their 
exclusion.  

C. Categorization Methodology 

C.1. Are the elements identified for 
the appendix appropriate and adequate 
for establishing a risk-informed process 
to categorize SSCs with respect to their 
significance to safety? 

C.2. Is the appendix written at a level 
sufficient to support a no prior NRC 
review approach? Are there specific
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areas that warrant additional 
requirements? 

C.3. The approach described in this 
ANPR would define two levels of safety 
significance. Would it be better to define 
more than two levels? For example, 
South Texas uses a four level approach 
where they categorize equipment as 
having high safety significance, medium 
safety significance, low safety 
significance, and no safety significance.  
(Note however, that South Texas is not 
proposing to apply four different types 
of treatment for the four levels of 
significance.) What are the benefits of 
using an approach where more than two 
levels of safety significance are defined? 
Would it be better to define more than 
two levels in this rulemaking? 

C.4. Importance measures are strongly 
affected by the scope and quality of the 
PRA. For example, incomplete 
assessments of risk contributions from 
low-power and shutdown operations, 
fires, and human performance will 
distort the importance rankings. What 
should be the requirements for assuring 
PRA quality? What should the scope of 
the PRA be in terms of initiating events 
and plant operating modes? If modeled 
in a PRA, how should the contributions 
from external event initiators and low 
power and shutdown operating modes 
be factored into the results (taking into 
account that modeling for these events 
is usually not as complete as that for the 
internal events)? 

C.5. Even with a full-scope, high 
quality PRA, the importance measures 
have limitations. How should these 
limitations be addressed in Appendix 
T? What is the role of sensitivity and 
uncertainty analyses? What is the role of 
delta risk measures and absolute risk 
measures? 

C.6. It is essential that the 
implementation of 10 CFR 50.69 and 
Appendix T be scrutable and auditable.  
What requirements are needed to ensure 
that this is the case? What documents 
should be available for NRC inspection 
(e.g., the risk assessment, technical 
bases documents, inputs to and 
deliberations of the expert panel)? 
Please provide a discussion to support 
your comments.  

C.7 Does the proposal provide 
adequate guidance on the use of expert 
judgement in the form of the integrated 
decision-making panel to ensure 
consistent categorization of SSCs across 
the industry? 

D. Pilot Plant Program 
D.1. How should the pilot plant 

program be constructed and 
implemented in order to adequately 
pilot the elements in the appendix?

D.2. Please comment on the need or 
lack of need to pilot each of the rules 
affected by this effort.  

E. Identification and Control of Special 
Treatment Attributes 

E.1. How should the special treatment 
requirements for SSCs that are currently 
safety-related for one reason but found 
to be safety significant for a different 
reason be modified? Should special 
treatment of safety-related SSCs be 
modified to address risk-significant 
attributes that are identified as a result 
of a risk-informed categorization 
process? If so, how should treatment be 
identified and controlled? 

E.2. What regulatory treatment should 
be applied to safety-significant SSCs 
which are not currently safety-related? 

E.3. Explain whether the design 
control and procurement requirements 
in Appendices A and B of 10 CFR part 
50 should apply to safety-significant 
SSCs which are not currently safety
related (i.e., RISC-2 SSCs).  

E.4. (a) Should 10 CFR part 21 
requirements be imposed upon vendors 
who supplied safety-related components 
to licensees who subsequently select the 
new regulatory approach? If not, what 
regulatory basis would there be for not 
imposing such requirements on those 
vendors? Would the failure to impose 
Part 21 requirements on such vendors 
be inconsistent with the underlying 
statutory basis for Part 21, viz., Section 
206 of the Energy Reorganization Act of 
1974, as amended? What regulatory 
provisions are necessary to assure that 
the underlying purpose of Section 206 
and 10 CFR part 21 are fulfilled under 
the alternative regulatory approach? 

(b) If such requirements are imposed, 
what difficulties would such vendors 
experience in fulfilling their Part 21 
responsibilities and how could these 
difficulties be addressed in this 
rulemaking? What specific rule 
provisions are necessary in order to 
fairly impose Part 21 vendors who 
supply basic components to licensees 
who at some point decide to adopt the 
alternative approach? 

(c) Discuss whether the alternative 
regulatory approach, with respect to the 
new categories, is inconsistent with the 
definition of basic component in 
Section 223.b of the Atomic Energy Act 
(which imposes criminal liabilities for 
knowing and willful violations of NRC 
rules, regulations orders and license 
conditions that result, or if undetected 
could have resulted in significant 
impairment of a "basic component"). If 
there is an inconsistency, does it have 
any adverse effects on licensees? What 
rulemaking provisions could eliminate 
or minimize such adverse effects?

E.5. What regulatory treatment 
requirements are necessary to ensure the 
functional capabilities of SSCs that are 
safety-related because of the plant's 
deterministic licensing basis but found 
to be of low safety significance are 
maintained? 

E.6. To what degree should severe 
accidents be incorporated into the 
licensing basis under the regulatory 
effort to risk-inform special treatment 
requirements? 

F. Selective Implementation 

F.1. What are the potential advantages 
and disadvantages of selective 
implementation with regard to selection 
of rules and selection of systems? 

F.2. What bounds should be set on the 
scope of SSCs evaluated under a risk
informed regulatory framework? Should 
all systems be evaluated, or can some 
subset be considered? 

F.3. What limits should be placed on 
the set of rules for implementation? 
Should licensees be required to 
implement all risk-informed rules? If 
not, what limitations are appropriate? 

F.4. How can the NRC ensure that 
additional attention is given to risk 
significant components if selective 
implementation is allowed? 

G. Impact on Other Regulations 

G.1. What regulations may be affected 
by risk-informed changes to special 
treatment requirements in Part 50 and 
how are these regulations affected? 

G.2. For those licensees implementing 
the new regulatory approach: (a) What, 
if any,-GDC will require exemptions? (b) 
If exemptions would otherwise be 
necessary, is there a way and/a 
regulatory basis for the rulemaking to 
exempt, in whole or part, compliance 
with those GDCs for those licensees 
choosing the alternative regulatory 
approach? 

G.3. Part 19 currently requires all 
licensees to post NRC Form 3. Would it 
be more or less confusing if all licensees 
posted a single, NRC-developed Form 3 
that covered both licensees who remain 
with the existing regulatory regime as 
well as licensees that choose the 
alternative regulatory approach; or 
should an alternative Form 3 be 
developed, with the licensee required to 
post the applicable Form depending 
upon whether it chose to implement the 
alternative regulatory approach.  

G.4. If a licensee were to adopt the 
alternative regulatory approach, would 
there be any inconsistency or 
discrepancy created between the term 
"operability" as currently used in 
technical specifications" limiting 
conditions for operations (LCOs) and 
the concept of "functionality" as
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proposed for SSCs in RISC-3? Please 
describe any adverse effects in detail, 
and discuss the manner in which these 
adverse effects can be avoided or 
minimized.  

G.5. What changes should be 
considered to provide consistency 
between affected regulations and risk
informed scope of special treatment? 

G.6. Please comment on the need and 
appropriateness of applying a risk
informed scope to license renewal (i.e., 
Part 54)? 

H. Need for Prior NRC Review 
H.1. Given that the means for public 

participation for this effort is through 
comment in response to this advanced

notice for proposed rulemaking and in 
response to a proposed rulemaking, is 
there a need to have an NRC review 
process such that there will be 
additional public participation as part of 
the licensing amendment process? 

H.2. What level of NRC review is 
appropriate for a facility making the 
transition to a risk-informed regulatory 
regime? 

H.3. What regulatory controls need to 
be placed on licensees to implement 
risk-informed changes to special 
treatment without prior NRC approval? 

H.4. Please comment on the need for 
revising 10 CFR 50.59 to facilitate the 
risk-informed approach?

The preliminary views expressed in 
this document may change in light of 
comments received. In any case, there 
will be another opportunity for 
additional public comment in 
connection with any proposed rule that 
may be developed by the Commission.  

The authority citation for this 
document is: 42 U.S.C. 2201; 42 U.S.C.  
5841.  

Dated at Rockville, Maryland. this 25th day 
of February. 2000.  

For the Nuclear Regulatory Commission.  
Annette L. Vietti-Cook, 
Secretary of the Commission.  
BILLING CODE 7590-01-P
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Figure 2. Screening Process and Results.

,True
False

The rule includes special 
treatment requirements.  

(Criterion I) 

Risk-informing of the rule will 
improve internal efficiency 

and effectiveness.  
(Criterion II)

Changes to the rule are required to 
ensure that the licensing basis is 

appropriately documented and controlled 
(e.g.. FSAR updates, documentation of 

methodology used for implementing risk.  
informed changes, staff or licensee 

reviews related to implementation of risk
informed changes).  

(Criterion V)

0,

Modifying the rule will minimize the 
need for exemptions; or 

modifications are required to 
facilitate rulemaking for another 

rule.  
(Criterion IV)

Risk-informing of the rule will 
reduce unnecessary burden 
on licensees or applicants 

and/or is needed to maintain 
safety.  

(Criterion III)
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40, 42, 43, 45, 46, Appendix B, Appendix J, Appendix R, Appendix S; Part 21; Part 52; Part 54; Part 100, Appendix A.
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