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What are the known technical or regulatory issues with the current version of the
Regulatory Guide (RG)?

RG 1.201, Revision 1, “Guidelines for Categorizing Structures, Systems, and
Components in Nuclear Power Plants According to Their Safety Significance,” describes
a method that the Nuclear Regulatory Commission (NRC) staff considers acceptable for
use in complying with the Commission’s requirements in Title 10 of the Code of Federal
Regulations (10 CFR) 50.69, “Risk-informed categorization and treatment of structures,
systems and components for nuclear power reactors,” with respect to the categorization
of Structures, Systems and Components (SSCs) that are considered in risk-informing
special treatment requirements. RG 1.201 endorses a categorization method, with
conditions, described in NEI' 00-04, Revision 0, “10 CFR 50.69 SSC Categorization
Guideline,” dated July 2005.

On December 17, 2014, the NRC completed the first reviews and issued license
amendments for the pilot application to implement the requirements in 10 CFR 50.69
submitted by Southern Nuclear Operating Company, Inc. for the Vogtle Electric
Generation Plant, Units 1 and 2 (ADAMS Accession No. ML14237A034). Subsequently,
NRC staff have issued similar license amendments to over 60 reactors.

Over the course of these reviews, new guidance and methods pertaining to risk-informed
categorization have been issued and evaluated by staff. In addition, licensees have
implemented the requirements of 10 CFR 50.69.

" NEI is an acronym for Nuclear Energy Institute



Based on the lessons learned from review and implementation of these 10 CFR 50.69
license amendments, the staff has identified the following enhancements and
recommendations for the next revision of RG 1.201:

e Clarifications to RG 1.201:

o RG 1.201, Revision 1, has been issued “For Trial Use” and as such it
provides interim guidance and does not provide final staff positions for
purposes of the Backfit rule. The new revision of the RG should address
these issues and ultimately remove the “For Trial Use” label.

o In December of 2020, NRC staff issued Revision 3 to RG 1.200,
“Acceptability of Probabilistic Risk Assessment Results for Risk-Informed
Activities,” which governs the criteria for the acceptability of the
probabilistic risk analysis (PRA) that is used for the categorization of
SSCs. The text of Section C.5 of RG 1.201 should be updated to reflect
the new revision of RG 1.200.

o Section C.5 of RG 1.201 needs additional clarifications to provide clear
distinction that during license review of license applications for voluntary
implementation of 50.69, technical adequacy of the PRA is measured,
and not the adequacy of special treatments.

o As described in Section C.5 of RG 1.201, Revision 1, two guidance
documents, NEI 00-02, “Probabilistic Risk Assessment Peer Review
Process Guidance,” and the American Society for Mechanical Engineers
(ASME) Standard ASME RA-S-2002, “Standard for Probabilistic Risk
Assessment for Nuclear Power Plant Applications,” were endorsed by RG
1.200 to be acceptable to assess whether a PRA is of sufficient quality for
application to implementing 10 CFR 50.69. These guidance documents
only address PRAs which apply to internal events at full power. Since the
time of publication, PRA standards for other hazards, such as external
events and internal fires, have also been endorsed. Therefore, Section 5
of RG 1.201 should be updated to reflect these endorsed PRAs. Staff will
also evaluate whether the text regarding low-power or shutdown PRAs
should be updated.

o Clarifications and comments regarding guidance in NEI 00-04 Revision 0:

o The categorization process described in NEI 00-04 contains a number of
steps to the categorization process, such as component categorization
based on risk, function categorization, assessment of defense in depth
strategy and safety margin, final assessment by the Integrated Decision-
making Panel (IDP), which are to be executed in a specified order.
Additional guidance is desirable to specify that executing the
categorization process in a different order than specified in NEI 00-04
may be acceptable if certain conditions are met.

o Section 4.0 of NEI 00-04, Revision 0, endorses ASME Code Case N-660,
“Risk-Informed Safety Classification for Use in Risk-Informed



Repair/Replacement Activities,” as an alternative method to classify SSCs
for repair-and replacement activities. By letter dated April 22, 2009,
(ADAMS Accession No. ML090930246), NRC approved a risk-informed
safety classification and treatment program for repair/replacement
activities in Class 2 systems at Arkansas Nuclear One, Unit 2. This
categorization method for repair/replacement activities was approved as
an alternative to Code Case N-660 and has been cited and approved in
numerous license amendment applications to adopt 10 CFR 50.69. These
categorization methods will be evaluated to determine whether they
should be endorsed or partially endorsed in the revised RG.

o Revision 0 of NEI 00-04 allows the use of non-PRA-type evaluations, e.g.
fire methods and seismic methods, and shutdown operation methods.
Since the publication of RG 1.201, Revision 1, significant progress has
been made in fire and seismic PRA methods and non-PRA-type
analyses. These methods will be evaluated to determine whether they
should be endorsed or partially endorsed in the revised RG. In addition,
staff will evaluate whether to update the RG text regarding shutdown
operations.

o NEI 00-04, Section 9.2.2 provides a set of seven questions to be used by
the IDP to review the candidate low safety significant (LSS) SSCs to
determine they are not depended on for safety. Two of the questions
(questions 4 and 5) regard the determination as to whether a function
provides the “sole means” of accomplishing a specific mitigation function.
Additional guidance on when to take credit for alternate means may be
warranted this next revision of RG 1.201.

o Section 10.2 of NEI 00-04 addresses the categorization of a component
as LSS when it supports a high safety significance (HSS) function.
NRR/DRA staff has identified that the text of Section 10.2 is unclear as it
pertains to whether an SSC is sufficient to meet the requirement of
defense in depth. Additional clarification and guidance in this section will
assist inspectors in assessing whether an SSC adequately addresses
defense in depth.

e At the time of publication of RG 1.201, Revision 1, the application of risk-
informed categorization for new reactors had not been considered. The RG
should be evaluated to determine whether guidance regarding new or advanced
reactors should be developed and included in the new revision of the RG.

What is the impact on internal and external stakeholders of not updating the RG
for the known issues, in terms of anticipated numbers of licensing and inspection
activities over the next several years?

There are no identified safety concerns if the RG is not updated. NEI 00-04, the
guidance document endorsed by the RG, has not been revised since the initial revision
of the RG and the methods described in NEI 00-04 are still being successfully used by
applicants. In the ten years since the issuance of the amendments for Vogtle Units 1 and
2, NRC staff have approved the implementation of the requirements of 10 CFR 50.69 for
approximately two-thirds of the current operating reactors, with no safety issues.



NOTE:

However, as outlined in the first question, over the course of reviewing and approving
license amendments to adopt 10 CFR 50.69, staff has identified some aspects of the RG
that will benefit from additional guidance and clarification. In addition, as licensees have
implemented the categorization and treatment processes, staff gained operational
experience and identified aspects of the implementation process that will benefit from
additional guidance and clarification. Because no plants had yet fully implemented 10
CFR 50.69 at the time of issuance of Revision 1 of RG 1.201, the RG should include
initial guidance regarding implementation of 10 CFR 50.69.

As a result of these changes, Revision 1 of RG 1.201 is no longer in full alignment with
current staff practice. Instead, staff successfully addressed these new developments and
lessons learned by citing individual methods on a case-by-case basis. NRC staff
anticipates that over at least 20 additional applications to adopt 10 CFR 50.69 will be
submitted in the next several years. In addition, staff anticipates that new reactors will
also seek to adopt 10 CFR 50.69.

What is an estimate of the level of effort needed to address identified issues in
Terms Of Full-time Equivalent (FTE) And Contractor Resources?

NRC staff estimates that 1.5-2 FTE total would be needed to complete the revision of
this RG.

Based on the answers to the questions above, what is the staff action for this
guide (Reviewed with no issues identified, Reviewed with issues identified for
future consideration, Revise, or Withdraw)?

Reviewed with issues identified for future consideration.

Provide a conceptual plan and timeframe to address the issues identified during
the review.

The regulatory issues identified above provide a basis for updating RG 1.201 to reflect
current practice and inform future submittals. However, over the course of reviewing a
high volume of applications since the prior revision of this RG, staff has developed the
review of these applications into a streamlined process that has already considered and
addressed these issues. In addition, it is anticipated that most, if not all, of the remainder
of the operating reactors will complete the adoption of, or submit an application to adopt,
risk-informed categorization of SSCs within the same timeframe needed to finalize and
issue a revised RG. Dedicating staff effort, estimated to be 1.5-2 FTE, to revising a
process that has already been proven to maintain regulatory clarity and consistency can
be considered duplicative and potentially unnecessary.

Therefore, NRC staff recommends that this RG not undergo revision at this time. If
additional regulatory issues arise, or if staff anticipates that licensees for new or
advanced reactors will submit an application for risk-informed categorization of SSCs,
staff will evaluate whether to revise this RG to reflect current practice and inform future
submittals.

This review was conducted in June 2025 and reflects the staff’s plans
as of that date. These plans are tentative and subject to change.
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