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ABSTRACT

NUREG-1409, “Backfitting Guidelines,” Revision 1, provides guidance to the U.S. Nuclear
Regulatory Commission (NRC) staff on the implementation of the backfitting and issue finality
provisions in Title 10 of the Code of Federal Regulations (10 CFR) Chapter | and the backfitting,
issue finality, and forward fitting policies provided-in Management Directive 8.4, “Management df
Backfitting, Forward Fitting, Issue Finality, and Information Requests,” dated

September 20, 2019.

Backfitting occurs when the NRC imposes new or changed regulatory requirements or staff
interpretations of the regulations or requirements on nuclear power reactor licensees, certain
nuclear power reactor applicants, or select nuclear materials licensees. Backfitting is an integral
part of the regulatory process and may be needed when the staff addresses safety or security
issues. The NRC may take a backfitting action only after conducting a formal, systematic
review to ensure that the action is defined and justified. This process ensures discipline,
predictability, and optimal use of NRC, and-licensee, and applicant resources. The backfitting
requirements are in 10 CFR 50.109, “Baekfitting;~70.76, “Backfitting;~72.62, “Backfitting:~and
76.76, all titled, “Backfitting.” Provisions analogous to the backfitting requirements, referred to
as issue finality provisions, are-setforth-appear in 10 CFR Part 52, “Licenses, Ccertifications,
and Aapprovals for Nnuclear Ppower Bplants.”

Forward fitting occurs when the NRC conditions its approval of a licensee--initiated request for 4
licensing action on the licensee’s compliance with a new or modified requirement or staff
interpretation of a requirement that the licensee did not request. Generally, Fthe new or
modified requirement or staff interpretation must result in—generally; a change to the licensee’s
systems, structures, components, design, approval, procedures, or organization. A similar
process to forward fitting can also apply to certain applications for initial licenses.

The NRC issued the previous version of this NUREG in 1990, but the 1990 document did not
address the backfitting requirements in 10 CFR Part 70, “Domestic Llicensing of Sspecial
Nnuclear Mmaterial,” 10 CFR Part 72, “Licensing Rrequirements for the lindependent Sstorage
of Sspent Nnuclear Ffuel, Hhigh-Llevel Rradioactive Wwaste, and Rreactor-Rrelated Ggreater
Fthan Class C Wwaste,” or 10 CFR Part 76, “Certification of Ggaseous Bdiffusion Pplants”; the
issue finality provisions in 10 CFR Part 52; or the Commission’s forward fitting policy in
Management Directive 8.4, most of which were developed after 1990. This versien-update of
NUREG-1409 is a substantial revision ef to the 1990 version-document and addresses all
backfitting and issue finality provisions in the regulations listed above and the Commission’s
backfitting, issue finality, and forward fitting policies.
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EXECUTIVE SUMMARY

This document presents guidance on the-implementingatien-of the U.S. Nuclear Regulatory |
Commission (NRC) regulations on backfitting and issue finality and the Commission’s policies
on backfitting, issue finality, and forward fitting. Backfitting occurs when the NRC imposes
certain new or changed regulatory requirements or staff positions interpreting requirements on
nuclear power reactor licensees, select nuclear power reactor applicants, or select nuclear
materials licensees. Backfitting is an integral part of the regulatory process and may be needed
when the staff addresses safety or security issues. Issue finality is a concept similar to

under Title 10 of the Code of Federal Regulations (10 CFR) Part 52, “Licenses, Ccertifications,
and Aapprovals for Nnuclear Ppower Pplants.” Forward fitting occurs when the NRC imposes
on a licensee certain new or revised requirements or staff interpretations of a requirement
during its review of a licensee-initiated request for a licensing action. A similar process to |
forward fitting can also apply to certain applications for initial licenses. Management

Directive 8.4, “Management of Backfitting, Forward Fitting, Issue Finality, and Information
Requests,” dated September 20, 2019, describes the Commission’s policies on backfitting,
issue finality, and forward fitting.

backfitting that applies only to he-helders-efcertain nuclear power reactor-related approvals i - W

Fitle10-of the Code-of Federal Regulations{10-CER) Sesction-In the NRC'’s regulations,

10 CFER 50.109, “Backfitting” (the Backfit Rule), provides backfitting provisions for nuclear powe
reactor licensees and certain applicants. It is the NRC’s policy that nonpower production or
utilization facilities licensed under 10 CFR 50.21, “Class-_104 licensees; for medical therapy an
research and development facilities,” paragraphs (a) or (c), or 10 CFR 50.22, “Class 103
licenses; for commercial and industrial facilities,” are not within the scope of the backfitting
provisions. Backfitting provisions for select nuclear material licensees are contained in

10 CFR 70.76, “Backfitting;~72.62, “Backfitting;~and 76.76, all titled, “Backfitting.” Each of |
these provisions, as with the issue finality provisions in 10 CFR Part 52, requires that the NRC
follow a formal, systematic process before imposing new or changed regulatory requirements or
staff positions interpreting requirements on entities that are the subject of these regulations.
This process ensures discipline, predictability, and optimal use of NRC, and-licensee, and
applicant resources.

10 CFR Part 50, “Domestic Llicensing of Pproduction and Yutilization Ffacilities,” defines a
backfitting action as follows:

“the modification of or addition to systems, structures, components, or design of
a facility; or the design approval or manufacturing license for a facility; or the
procedures or organization required to design, construct or operate a facility; any
of which may result from a new or amended provision in the Commission’s
regulations or the imposition of a regulatory staff position interpreting the
Commission’s regulations that is either new or different from a previously
applicable staff position....~

The definitions of “backfitting” in 10 CFR Part 70, “Domestic Llicensing of Sspecial Nnuclear
Mmaterial,” and Part 76, “Certification of Ggaseous Bdiffusion Bplants,” are very similar to the
definition in 10 CFR Part 50. The definition of “backfitting” in 10 CFR Part 72, “Licensing
Rrequirements for the lindependent Sstorage of Sspent Nnuclear Efuel, Hhigh-Llevel |

xi
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Rradioactive Wwaste, and Rreactor-Rrelated Ggreater than Class C Wwaste,” is limited to
changes to the structures, systems, or components of, or the procedures or organization
required to operate, an independent spent fuel storage installation or monitored retrievable
storage installation. [ssue finality within 10 CFR Part 52 defines-the changesspecifies when the
NRC ce‘m impose a new or modified requirement feron an approved facility license, permit, or
design.

Although the specific backfitting provisions in the various parts of the NRC’s regulations differ in
detail, they are generally structured to allow backfitting actions, provided the actions are
supported by a backfit analysis or meet one of the exceptions to the requirement to perform a
backfit analysis. The three exceptions are: (1) actions necessary to ensure adequate
protection,; (2) actions defining or redefining the level of protection considered adequate,; and
(3) actions necessary for compliance with NRC requirements or conformance with written
licensee commitments (abbreviated as “the compliance exception”). If the NRC uses one of the
exceptions, then it must provide-a-justifyicationfor invoking the exception. Otherwise, a backfit
analysis must show that (1) the action will provide a substantial increase in the overall protection
of the public health and safety or the common defense and security, and (2) the direct and
indirect costs of implementing the backfitting action are justified in view of the increased
protection.

The NRC is required under the Atomic Energy Act of 1954, as amended, to impose regulatory
requirements that provide for reasonable assurance of adequate protection of public health and
safety and the common defense and security. Accordingly, for proposed adequate protection
actions that involve backfitting, the NRC does not need to consider other reasons justifying the
backfitting action. Additionally, the NRC does not consider costs for these actions or forward
fitting actions when one of the thatjnvelve-adequate protection_exceptions applies, unless there
are multiple ways of |mplement|ng the new reqwrements If neither of the adequate protection

= '{ Commented [KA4]: Comment 4.1.2

exceptions appliespreposed ion|, then the

NRC should consider the compliance exceptlon or determlne through a backflt analysns whether
the action would result in is-a cost-justified, substantial increase in overall protection. Backfitting
and forward fitting justifications other than adequate protection must consider cost.

The NRC issued the previous versien-edition of NUREG-1409 in July- 1990 and addressed the
backfitting requirements in 10 CFR 50.109 but did not address those in 10 CFR Part 70,

Part 72, or Part 76; the issue finality provisions in 10 CFR Part 52; or the forward fitting policy.
This version of NUREG-1409 is a substantial revision of the 1990 version and addresses aII
backflttlng and issue flnallty provisions and the forward f|tt|ng pohcy

Xii
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1 OVERVIEW OF BACKFITTING, ISSUE FINALITY, AND FORWARD |
FITTING

1.1 Introduction

This document provides the U.S. Nuclear Regulatory Commission (NRC) staff with guidance to
ensure consistent implementation of the backfitting and issue finality provisions in Title 10 of the
Code of Federal Regulations (10 CFR) Chapter | and the backfitting, issue finality, and forward
fitting policies in Management Directive (MD) 8.4, “Management of Backfitting, Forward Fitting,
Issue Finality, and Information Requests,” dated September 20, 2019." This guidance is
intended for use by the NRC staff (except for Chapter 4, which also contains guidance for use
by affected entities), is not legally binding, and does not contain or imply requirements for any
affected entity. For the purposes of this NUREG, the unqualified term “affected entity”

In 2016, the Executive Director for Operations (EDO) tasked the Committee to Review Generic
Requirements (CRGR) with assessing the agency’s backfitting requirements, policy, guidance,
criteria, training, and knowledge management. In response, the CRGR hosted two public
meetings to obtain stakeholder feedback on backfitting and the agency’s backfitting process.
On June 27,- 2017, the CRGR issued a report on the NRC'’s backfitting process and
recommended several actions. Subsequently, the NRC revised MD 8.4, this NUREG,
NUREG/BR-0058, “Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory
Commission,” and the CRGR Charter to reflect policy updates, organizational changes, the
latest judicial decisions, Commission direction, and the CRGR’s process for reviewing
backfitting activities.

This NUREG begins by describing the relevant regulations, terminology, policies, and processes
associated with backfitting, forward fitting, and issue finality. Chapter 2 explains how to screen
and justify potential backfitting actions. Chapter 3 explains how to screen|-and justify, and

backfitting and forward fitting appeals process. Chapter 5 describes several NRC actions and
processes and whether they may constitute backfitting or forward fitting. Chapter 6 provides the
staff's recordkeeping and documentation obligations. Chapter 7 lists the references cited in this
document. The appendices contain flowcharts, worksheets, and guides to assist the staff in
working through potential backfitting or forward fitting actions.
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In this NUREG, the NRC uses the terms “backfit” and “backfitting” generally to mean backfitting
actions as defined in 10 CFR 50.109, “Baekfitting;~70.76, “Backiitting;~72.62, “Backfitting;~and
76.76, all titled, “Backfitting.;"-and-matters-involving-issue-finality under10-CER Part 52;

i Fications. ;

1.2 Backfitting and Issue Finality

The NRC uses-the-term-“the Backfit Rule™to-refers to the provisions in 10 CFR 50.109_as the
“Backfit Rule.” The rule defines the term “backfitting” to mean the following for nuclear power
reactors licensed under 10 CFR Parts 50, “Domestic licensing of production and utilization
facilities,” and 10 CFR Part 52, “Licenses, certifications, and approvals for nuclear power

plants”:

the modification of or addition to systems, structures, components, or design of a
facility; or the design approval or manufacturing license for a facility; or the
procedures or organization required to design, construct or operate a facility; any
of which may result from a new or amended provision in the Commission’s
regulations or the imposition of a regulatory staff position interpreting the
Commission’s regulations that is either new or different from a previously
applicable staff position....

The Backfit Rule also provides the bases on which the NRC can justify taking backfitting
actions. This rule is intended, in part, to provide predictability and stability to the NRC’s
regulatory processes. Before the NRC can impose certain requirements and positions, the staff
must perform a formal, systematic review to ensure that it has properly defined and justified the

proposed actior&. By limiting the changes that the NRC can make to a mﬁa\eﬂnﬂ

licensing basis,” the Backfit Rule allows a licensee to operate a facility in accordance with its

licensing basis and reasonably rely on the NRC to impose only justified changes to its license or

facility. This reliability is part of the basis of the NRC’s regulatory framework, as explained in
the NRC's-Principles of Good Regulation;-as provided in the NRC'’s “Strategic Plan for Fiscal
Years

2018-2022,” issued February 2018 (NUREG--1614, Volume-_7):

Once established, regulation should be perceived to be reliable and not
unjustifiably in a state of transition. Regulatory actions should always be fully
consistent with written regulations and should be promptly, fairly, and decisively
administered so as to lend stability to the nuclear operational and planning
processes.

3 TFhe-Office of Nuclear Reactor Regulation (NRR) Office Instruction LIC-100, “Control of Licensing Bases for
Operating Reactors,” dated January- 7,- 2004, states that the licensing basis for a nuclear power reactor
consists of three categories of information: (1) obligations (also referred to as regulatory requirements),
which include regulations, orders, and the license,: (2) mandated licensing basis documents (e.g.,- the
updated final safety analysis report, quality assurance program),; and (3) regulatory commitments. For the
holder of a license for a fuel facility issued under 10 CFR Part 70, “Domestic licensing of special nuclear
material,” for which Subpart H, "Additional requirements for certain licensees authorized to possess a critical
mass of special nuclear material,” is applicablePart 70 SubpartH-licensees, the licensing basis is defined
within eaeh-the license. For the holder of a license for a spent fuel or radioactive waste storage facility
issued under 10 CFR Part 72, “Licensing requirements for the independent storage of spent nuclear fuel
high-level radioactive waste, and reactor-related greater than Class C wastePart-72 licensees,” the licensing
basis is defined similarly to that for nuclear power reactors but has slightly different terminology (e.g.,- “final
safety evaluation report” instead of “updated final safety analysis report”).
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If the NRC initiates a change to the approved facility or programs described in the licensee’s
licensing basis, that change could be classified as backfitting.

The Backfit Rule also ensures reasoned and informed NRC decisionmaking, by requiring the
NRC-agency to justify the backfitting action.; and It also contributes to the transparency of the
NRC'’s decisionmaking; by requiring the NRC-agency to document its analysis of the backfitting
action.

The U.S. Atomic Energy Commission issued the Backfit Rule for power reactors in 1970. The
NRC revised the Backfit Rule in 1985 to provide specific standards for backfitting decisions,
such as cost-justification and required documentation. In 1987, The-1985rule-was-vacated-by
the U.S. Court of Appeals for the D.C. Circuit in-1987-vacated the 1985 rule in Union of
Concerned Scientists- v.- NRC. The court stated that the 1985 Backfit Rule conflicted with the
Atomic Energy Act of 1954, as amended (AEA), by including cost considerations in adequate
protection determinations. In 1988, the NRC issued an amended Backfit Rule that was again
subject to court review and was upheld. The amended rule does not require a cost justification
or analysis of the increase in protection to the public health and safety or the common defense
and security in cases of ensuring, defining, or redefining adequate protection, or in cases of
ensuring compliance with NRC requirements or conformance with written licensee
commitments.*

In subsequent years, the NRC issued backfitting rules in 10 CFR 70.76 for entities licensed to
possess special nuclear material in quantities greater than a critical mass and engage in
specific activities (e.g., fuel facilities), 10 CFR 72.62 for independent spent fuel storage
installations (ISFSls) and monitored retrievable storage installations, and 10 CFR 76.76 in

10 CFR Part 76, “Certification of gaseous diffusion plants,” for gaseous diffusion plants.® Thes
regulations provide definitions of “backfitting” and related requirements that are similar to those
in the Backfit Rule. The NRC also provided issue finality provisions in 10 CFR Part 52 (as listed
in Table 1-1) that are analogous to backfitting but apply to only certain helders-of Part 52 |
approvals. The NRC voluntarily self-imposed these backfitting and issue finality regulations.
There is no statutory requirement for the agency’s backfitting and issue finality requirements.

1.2.1 Backfitting and Issue Finality Regulations

The only parts of the NRC’s regulations that contam backﬁttmq prowswns are 10 CFR Parts 50
52,70, 72, and 76-2 .
As discussed in Section 2.3 of thls NUREG itis the NRC'’s pollcy that non-| power productlon or
utilization facilities licensed under 10 CFR 50.21, “Class 104 licenses; for medical therapy and
research and development facilities,” paragraphs (a) or (c), or 10 CFR 50.22, “Class 103
licenses; for commercial and industrial facilities,” are outside the scope of the Backfit Rule. For

4 The Supreme Court’s decision in Michigan v. Environmental Protection Agency, 135 S. Ct. 2699 (2015), |
reflects the view that, under the Administrative Procedure Act of 1946, unless Congress has indicated
otherwise, an agency’s decisionmaking calculus should include at least some consideration of the cost
placed on a licensee-requlated entity to comply with new requirements. _In contrast, when the NRC has |
reached a new or changed position with respect to whether regulatory action is needed to ensure adequate
protection under the Atermic-Energy-Act-of-1954-(AEA)-as-amended, no further explanation, including |
consideration of cost, is necessary. Otherwise, the Administrative Procedure Act’s reasoned decisionmaking
requirement compels some consideration of cost.

5 Because no gaseous diffusion plants are currently operating, and the NRC does not expect to licensee any

such plants in the foreseeable future, this NUREG does not provide specific guidance for implementingati
of 10 CFR-_76.76.
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the purposes of this guidance, 10 CFR 50.109, 70.76, 72.62, and 76.76;and-the-issuefinality
provisions-efPart-52 may collectively be referred to as the “backfitting regulations” or
“backfitting provisions.” Table 1-1 lists the NRC regulations that contain backfitting or issue
finality provisions.
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Table 1-1. NRC Backfitting and Issue Finality RequirementsH

Affected Entities

Backfitting/lssue Finality Regulation

| _ -~ '| Commented [BH11]: The staff deleted footnote 6

because it is now redundant with the revised footnote 2.

Power Reactor (licensed under 10 CFR Part 5

0)

10 CFR 50.109

Power Reactor (licensed or approved under
10 CFR Part 52)

10 CFR 50.109 and 10 CFR Part 52 (as
noted below)

Early Site Permit (ESP)

10 CFR 52.31
10 CFR 52.39

Standard Design Certification (DC)

10 CFR 52.63
10 CFR Part 52, DC Rule Appendices
10 CFR 52.59

Combined License (COL)

10 CFR 52.83
10 CFR 52.98
10 CFR 50.109

Standard Design Approval (SDA)

10 CFR 52.145
10 CFR 50.109

Manufacturing License (ML)

10 CFR 52.171
10 CFR 52.179
10 CFR 50.109

Fuel Cycle Facility (authorized to possess special

nuclear material above a critical mass and 10 CFR 70.76
engaged in activities specified in 10 CFR 70.60)

Independent Spent Fuel Storage or Monitored 10 CFR 72.62
Retrievable Storage Installation ’
Gaseous Diffusion Plant 10 CFR 76.76

1.2.2.1

1.2.2 Terminology

Requirements

Under the backfitting regulations, backfitting can “result from a new or amended provision in the
Commission’s regulations or the imposition of a regulatory staff position interpreting the

following discussion describes the fundamental backfitting terms.

In Directive Handbook Section I.A.4 of MD 8.4, the Commission elarified-explained that,
although 10 CFR 50.109(a)(1) refers only to erly-regulations, backfitting can result from_the

imposition of a new or changed regulation or requirements—beyond-regulations—or through
rulemaking or order or from the communication of a new or changed regulatery-staff positions
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interpreting those requirements. For backfitting. issue finality, and forward fitting” purposes, the
following contain the legally-binding-requirements enthat legally bind a licenseef

o the license, which ensures compliance with and operation within applicable NRC
requirements and the facility-specific design bases as well as all modifications and
additions over the life of the facility that are docketed and in effect, including any
NRC-approved license amendments, license renewals, license conditions, and license
appendices such as technical specifications and an environmental protection plan;

o the regulations as they apply to the licensee:and
e orders:

1.2.2.2 Staff Positions

[The| backfitting requirements in 10 CFR Parts 50, 70, and 76 define backfitting in terms of ~___ _
“cause” and “effect.” Backfitting is “caused” by a new or amended provision in the
Commission’s regulations or the imposition of a requlatory staff position interpreting the
Commission’s regulations that is either new or different from a previously applicable staff
position. The “effect” of backfitting is a modification of or addition to systems, structures
components, or (for power reactors) design of a facility; or (for power reactors) the design
approval or manufacturing license for a facility; or the procedures or organization required to
operate or (for power reactors) design_or construct a facility. Forward fitting is also defined, in
part, in this cause and effect context. Consistent with these definitions, the causes of backfitting
can also affect the issue finality of a 10 CFR Part 52 approval. Recognizing that the “causal”
element of backfitting, issue finality, and forward fitting can involve a requlatory staff position
interpreting the Commission’s regulations_is important to comprehending backfitting, issue
finality, and forward fitting.

For backfitting, issue finality, and forward fitting purposes, staff positions are those documented
interpretations of the Commission’s regulations applicable to an affected entity-licensee or
“class” of affected entitieslicensees at the time of the identification of the proposed backfitting or
forward fitting. Staff positions can be facility-specific or generic.

regulatory bases for its decisions (e.g., i a safety
evaluations, which may or may not be related to a requested licensing action). |Inspection

reports can also contain staff positions, but the staff must not use inspection reports to create
staff positions on the adequacy of the licensing basis, although some exceptions may apply
depending on the type of inspection. Section 5.3 of this NUREG contains additional guidance
on staff positions in inspection reports. Staff positions in safety evaluations are not

requirements; rather, they are the NRC’s regulatory bases for its decisions or interpretations. A
Ssafety evaluations (or safety evaluation reports) provides the staff position on whyether an

licensee or required as a condition of approval by the staff. If the NRC subsequently decides

7 Forward-fittingis-diseussed-in-mere-detailin-Section-_1.3 of this NUREG contains a more detailed discussion
of forward fitting.
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that a staff position in a safety evaluation is incorrect, then agency actions related to that
decision are subject to backfitting and issue finality \con3|derat|ons

In general, internal agency communications are not staff positions. For example, Fthe staff's
conclusion for a technical assistance request is not a staff position. The conclusion could
become a staff position if it is used as the documented basis for further staff action. Until or
unless it is used for that purpose, the conclusion is an internal agency communication.
Section 5.1.2.24 of this NUREG provides more information about the technical assistance
request process. |

Documents such as regulatory guides, standard
review plans, NUREGSs, interim staff guidance, branch technical positions, and NRC--endorsed
industry topical reports_may contain generic staff positions. However, these generic staff
positions do not apply to individual licensees until or unless the licensee incorporates them into
its licensing basis as a means fer-of meeting or complying with a governing requirement, the
NRC imposes generic positions on specific licensees through orders or rulemakings, br the

NRC approves-issues licensing actions-invelving- that incorporate the-generic positions_into
licensing bases. [Even if a generic staff position applies to individual licensees resulting from |
one of the actions in the preceding sentence, subsequent revisions of these generic staff
positions are not applicable to a licensee unless or until one of the actions in the preceding
sentence occurs. Chapter 5 of this NUREG has additional guidance on the relationships

between-among backfitting, issue finality, and generic communications.

If the staff proposes to develop a new or modified regulatory staff position, and the prior positior
would no longer be available for use or its use would be restricted in some manner for licenseeg
having that prior staff position in their licensing basis, then that proposed action would likely
involve backfitting or issue finality and possibly forward fitting. The staff would need to address
the backfitting, issue finality, and forward fitting implications at the time the new or amended
staff position is issued. Chapters 2 and 3 of this NUREG provide guidance on how to consider

the backfitting and forward fitting implications. Chapter 5 of this NUREG describes the

8 TheNRR Office Instruction LIC-100 states that NRC staff safety evaluations are not part of a plant’s
licensing basis. However, this-dees-not-obviate-the-factthat-changes to staff positions established in safety|
evaluations (and other correspondence) are subject to the backfitting and forward fitting provisions and
policy.
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relationship of backfitting, issue finality, and forward fitting to developing or withdrawing
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1.2.3 Backfitting Justifications

Under 10 CFR 50.109, 70.76, and 76.76, every backfitting action must be justified in one of four
ways. The default justification is known as a “cost-justified substantial increase in overall
protection,” in which the NRC must prepare a backfit analysis showing that (1) the backfitting
action will provide a substantial increase in the overall protection of the public health and safety
or the common defense and security and (2) the direct and indirect costs of implementing the
backfitting action are justified in view of the increased protection.

The other justifications do not require a backfit analysis. These exceptions to the requirement to
perform a backfit analysis can be invoked if the proposed action meets one or more of the
following criteria:

e The action is necessary to ensure that the facility provides adequate protection ef-to the
public health and safety and is in accord with the common defense and security.

e The action involves defining or redefining the level of protection to the public health and
safety or the-common defense and security that should be regarded as adequate.

e The action is necessary to bring a facility into compliance with applicable requirements
or into conformance with written commitments by the licensee.

When the action is justified based on one or more of these exceptions, the NRC completes a
documented evaluation in lieu of the-mere detailed-a backfit analysis. A documented evaluation
includes a statement of the backfitting action’s objectives, the reasons for the backfitting action,
the basis for invoking the exception, and the safety or security risk if the action is not taken. No

finding of a substantial increase in overall protection is necessary.

The AEA requires the NRC to approve, among other things, the possession and use of
radioactive materials only when the NRC has reasonable assurance that such possession and
use will provide adequate protection of the public health and safety and the common defense
and security (i.e.,-no undue risk). Thus, when an issue exists such that the NRC no longer has
reasonable assurance of adequate protection, the AEA requires the NRC to take-an-action as
necessary to provide reasonable assurance of adequate protection of the public health and
safety and the common defense and security. If that action would constitute backfitting, then
the AEA nevertheless requires the NRC to nevertheless-take the action to address the issue.
For this reason, as directed by the Commission in Staff Requirements Memorandum (SRM)
COMSECY-16-0020, “Revision of Guidance Concerning Consideration of Cost and Applicability
of Compliance Exception to Backfit Rule,” dated November- 29,- 2016, and explained in an NRC

memorandum dated December 20, 2016, from the NRC Solicitor to the [Chairman| of the CRGR, -

the staff must consider whether any proposed backfitting action can be justified as an issue of
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adequate protection before considering other justifications. Because the NRC is mandated to

take-an-action }invehtmg}as necessary to achieve adequate protection, the NRG-agency does ndt ] _-

need to consider the costs of the action unless the NRC has identified more than one method of
achieving adequate protection and prescribes one of those methods. In that situation, the NRC
may consider the costs of each method when selecting the method. If the NRC does not
prescribe the method of achieving adequate protection, then the NRC does not consider the
costs of the method(s). Also, upon determining that a backfit is necessary for adequate
protection to the public health and safety, the NRC must prepare an imminent threat analysis |
that determines whether immediate action is necessary.

Only after determining that neither of the adequate protection exceptions applies to a proposedJ
backfitting action does-notmeet the-adequate-protection-exception{can the staff consider |
whether the compliance exception applies. If the proposed action cannot be justified by one of
the adequate protection or compliance exceptions, then the staff must complete a backfit
analysis showing that the proposed action represents a cost-justified substantial increase in
overall protection. If the proposed backfitting action cannot be justified by any of these means,
then the action cannot be pursued through backfitting, and the staff can consider other agency
processes.

The provisions of 10 CFR Part 70, Subpart H, including the backfitting provisions in

10 CFR 70.76, apply to certain licensees that are engaged in specific operations and are
authorized to possess an amount of special nuclear material greater than a critical mass
(e.g..-nuclear fuel cycle facilities). Subpart H also includes specific requirements for adequate |
protection of workers. These requirements include protection from nuclear-related hazards
(e.g.,~_criticality, radiation) and chemical hazards that are comingled or resultart from nuclear
processes or events. The backfitting provisions for these licensees in 10 CFR 70.76 consider
these worker protection aspects as part of the overall protection of the public health and safety |
or the common defense and security.

The backflttlng pl’OVISIOI"IS in 10 CFR Part 72}—“I:teensmgﬂeqawememie+&the4ﬂdependent |

but apply those concepts differently. Under 10 CFR 72.62(b), the NRC will require backfitting of -

an ISFSI or monitored retrievable storage installation if the NRC finds that backfitting is
necessary to ensure adequate protection efto occupational or public health and safety. Also, |
under 10 CFR 72.62(b), the NRC will require backfitting to bring the ISFSI or monitored
retrievable storage installation into compliance with applicable requirements or into
conformance with written commitments by the licensee. Under 10 CFR 72.62(c), if the staff
cannot justify the backfitting action as necessary for adequate protection or compliance, but the
staff can justify the backfitting as a cost-justified, substantial increase in overall protection, then
the NRC may require backfitting. The “substantial increase” test of the 10 CFR Part 72 backfit |
analysis also considers occupational health and safety derived from the backfitting action.
Commission policy in MD 8.4 requires backfitting actions under 10 CFR 72.62 that are justified
under an adequate protection or compliance exception to be supported by a documented
evaluation similar to those under 10 CFR 70.76 and 10 CFR 76.76. Consistent with

10 CFR 50.109(a), 70.76(a), and 76.76(a) and the transparency and reasoned decision-making|
objectives of the Backfit Rule, the NRC should prepare a backfit analysis for all proposed
backfitting actions under 10 CFR 72.62(c).
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1.2.4 Administrative Exemption

If the Commission needs to impose an action that meets the definition of “backfitting” but cannot
meet the backfitting requirements, or would change a 10 CER Part 52 approval but not satisfy
the applicable issue finality criteria, then the Commission can exempt itself from the applicable
backfitting or issue finality provisions. The Commission described this concept in
SRM-SECY-93-086, “Backfti Considerations,” dated June 30, 1993, and in greater detail in the
statement of considerations (SOC) for the 2009 Aircraft Impact Assessment Rule

when none of the criteria for justifying the backfitting action or changing the 10 CFR Part 52
approval can be met and either the Commission or the EDO has indicated a desire to proceed
with the proposed backfitting-action after being informed by the NRC staff that it was unable to
justify the proposed backfitting in accordance with any of the applicable backfitting provisions_or
meet the applicable issue finality criteria to change the 10 CFR Part 52 approval.

The agency has used the administrative exemption only twice since the Commission first
articulated the concept in 1993. The first use of this exemption was for the Aircraft Impact
Assessment Rule, which followed the events of September 11, 2001. The second time-was for
Order EA-12-051, “Order Modifying Licenses with Regard to Reliable Spent Fuel Pool
Instrumentation” (77 FR 16082; dated-March 19, 2012), issued after the accident at the
Fukushima nuclear reactors in Japan in 2011. As these examples show, the NRC should
employ the exemption only in very significant circumstances.

In SRM-SECY-93-086rulemaking, the Commission discussed the use of the administrative
exemption in rulemaking, explaining that it may implement the administrative exemption by
making a finding in a proposed rule’s SOC, thereby providing the public with notice and an
opportunity to comment. Although not an administrative exemption, the Commission can also
change the applicable backfitting or issue finality provision through a rulemaking, which would
also provide the public with notice and an opportunity to comment.

the NRC uses the admlnlstratlve exemption outside of rulemaking only in certain S|tuat|ons

(1) highly exceptional actions with extraordinary underlying circumstances, (2) extensive
stakeholder engagement, (3) a need for timely action, and (4) broad endorsement from
stakeholders for timely action. |

There are two types of backfitting actions: gereric-and facility-specific and generic.
Facility-specific backfitting actions involve positions unique to a particular facility or docket.

The NRC imposes a backfitting action on a specific facility through a letter communicating a
change in staff position or an order imposing a new or changed requirement. Each
communication to an affected entity of a proposed or issued backfitting action should include the
backfitting assessment for the action, instructions on the use of the appeals process (Chapter 4
of this NUREG has more information on the appeals process), and a schedule for implementing
the action once it becomes effective, as applicable. [To determine an acceptable schedule for a
licensee to implement a facility-specific backfitting action, the staff must consider the
significance of the safety or security concern and the timing of other ongoing regulatory
activities at the facility, such as planned construction, outages, or other maintenance, in
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Generic backfitting actions apply to more than one licensee-affected entity (typically a class of
licenseesaffected entities) and can include the imposition of new or revised requirements (e.g.,
rulemaking or orders) or the publication of new or revised staff positions interpreting NRC
regulations (e.g., regulatory guides, NUREGs) that are imposed on licenseesaffected entities. |
Generic backfitting actions can be initiated in several ways, such as by an NRC staff
recommendation to the Commission, Commission direction to the staff, and petitions for
rulemaking submitted by members of the public.

Regardless of whether a generic backfitting action is the result of an order, rulemaking, or a new
or changed staff interpretation, the staff must document its justification. Stakeholders must
generally have had an opportunity to review and provide comments in response to a Federal
Register notice. Because the NRC does not typically notice draft orders for public comment in
the Federal Register, the staff should hold a public meeting to previde-give the public an
opportunity ferpublie-to comment when the generic backfitting action is the result of an order.
However, significant safety or security generic backfitting actions requiring timely action may not
allow for prior public notice and opportunity to comment.

In most cases, the Commission will review generic backfitting actions unless the Commission
has delegated itsthe-Commissien’s authority to the EDO (although the Commission must review
all proposed backfits invoking the adequate protection exceptions). i i

authorizes the EDO to delegate authority for facility-specific
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1.2.6 Issue Finality Provisions

Issue finality describes the treatment of a final Commission or staff decision on an approval
under 10 CFR Part 52. Approvals under 10 CFR Part 52 include ESPs, DCs, COLs, SDAs,
MLs, and renewals of these approvals. Once the final decision has been made, all matters and
issues associated with the decision are resolved and final. The 10 CFR Part 52 licensing
process enables an applicant to incorporate by reference, as part of its application, certain
previous Part 52 approvals in which the referenced approval is afforded issue finality. Similar to
the Backfit Rule, if the NRC, or an applicant referencing a 10 CFR Part 52 approval in its
application, proposes to change an existing Part 52 approval, then the NRC or applicant must
follow a disciplined process. Issue finality provisions in 10 CFR Part 52 provide criteria that the
NRC or applicant must satisfy to change an ESP, DC, COL, SDA, or ML. Issue finality provides
a degree of stability to these approvals just as backfitting provides regulatory stability in

10 CER Parts 50, 70, 72, and 76. It also provides greater certainty and efficiency in the
licensing process for those applicants choosing to incorporate by reference a 10 CER Part 52
approval._[Furthermore, 10 CFR 50.109 applies to certain 10 CFR Part 52 approvals, as shown
in Table 1-1.
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4431.3  Forward Fitting

143-4-1.3.1__ Definition

The NRC does not have a regulation regarding-on forward fitting requirements, but MD 8.4 does
reflect —Fthe Commission’s policy on forward fitting-is-reflected-in-MB-8-4. Forward fitting is
similar to backfitting in that the NRC imposes on an affected entity-licensee a new or modified
requirement or staff interpretation of a requirement (i.e.,- a staff position, as defined in

Section 1.2.2.2 of this NUREG) that results in a modification of or addition to the systems,
structures, components, or design of a facility; or the design approval or manufacturing license
for a facility; or the procedures or organization required to design, construct, or operate a facility.
Like backfitting, the definition of forward fitting has cause and effect elements. [The fundamental

difference between backfitting and forward fitting is that backfitting modifies NRC regulatory
approvals already held by an affected entity-licensee, whereas a forward fit happens when the
NRC'’s approval of an affected entity-licensee-initiated request for a licensing action includes a
condition that the licensee-affected entity comply with a new or modified requirement or
regulatory staff position that the affected entitylicensee did not request.

4.43.21.3.2 _[Forward Fitting JustificationsDirect Nexus, Essentiality, and Cosf =~

Like the backflttlng reqU|rements the forward flttlng policy reqmres the NRC to justify and

NRC decisionmaking and transparency. Under MD 8.4, states-thatthe-analysis-the assessment
must show that the proposed action meets the definition of a “forward fit” and demonstrate that
(1) there is a direct nexus between the new or modified requirement or regulatory staff position
and the affected entitylicensee’s request, and (2) the imposition of the new or modified
requirement or regulatory staff position is essential to the NRC staff's determination of the
acceptability of the affected entitylicensee’s request. The staff must adequately explain why
each of these two elements is independently met. Then, to complete the forward fitting
assessment the staff must consider the costs of the proposed forward fitting action-unless-the

Section 3.53 of this NUREG describes
how to conduct the cost evaluation that supports a proposed forward fitting action.

1.144-1.4 _Risk Considerations and Safety Significance

In Directive Handbook Section-_[.A.124 of MD-_8.4, the Commission requires the NRC staff to
consider risk insights, to the extent practical, for any proposed backfitting, issue finality, or
forward fitting action. Because risk information forms part of the basis for any backfitting, issue
finality, or forward fitting action, the staff should document any risk information or analysis as
part of the basis for that action. For power reactor licensees, probabilistic risk assessment
(PRA) information should be included to the extent practical. In its 1995 PRA policy statement,
the Commission encouraged the use of PRA “in all regulatory matters to the extent supported
by the state-of-the-art in PRA methods and data and in a manner that complements the NRC'’s
deterministic approach and supports the NRC'’s traditional defense-in-depth philosophy-”

(60 FR 42622; August 16, 1995). PRA may aid the staff in quantifying the change in the overall
protection of the public, but a PRA is not a singular basis for backfit, issue finality, or forward fit
analyses-erjustificationsassessments. A quantitative estimate of risk is just one of the possible
considerations that can support an integrated and risk-informed justification.
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When the staff identifies an issue and is considering a backfitting or forward fitting action_or
change to a 10 CFR Part 52 approval, the staff must determine the safety significance
of the issue - . such as using a PRA. This determination
should be made before considering whether the issue presents a backfitting, issue finality, or
forward fitting concern. Safety significance can weigh heavily on proposed backfitting actions
that rely on the compliance exception justification. This may be true if a licensee has incurred
costs because of a staff position that the NRC seeks to change and implement through the
compliance exception. After many years of safe operation, it may be less obvious as to why
such a change is warranted when compliance was not previously mandated. If the licensee has
incurred costs in reasonable reliance on a particular NRC position, then the need to provide a
justification becomes more important. The fact that a plantfacility has operated safely for a
period-of-years does not-mean, in and-ofitself, mean that a condition that has persisted for
years should not be re-evaluated. ButHowever, when many years have passed before the NR
determines that a regulation or requirement is not satisfied, and when the agency cannot
demonstrate that compliance is necessary for adequate protection, identifying the safety
significance should be the first step in ensuring that the change is stil-warranted.

1451.5 Communications with LicenseesAffected Entities

In Directive Handbook Section I.A.11 of MD 8.4, the Commission emphasized how staff
discussions with licensees can raise backfitting issues:

“Any change to an NRC staff position that the NRC intends to communicate by
any means to a licensee(s) as being applicable to its facility may be identified as
backfitting either by the staff or by licensees. The means of communication can
be through the issuance of regulatory guidance, inspection reports, or generic
communications or through staff interactions with licensee personnel.”

Furthermore, in Directive Handbook Section II.A.2 of MD 8.4, the Commission said that
communicating staff expectations to a licensee can constitute backfitting or forward fitting:

“If the NRC staff conveys an expectation that licensees change programs,
processes, procedures, or the physical plant by using or committing to use
voluntary guidance (e.g., Regulatory Guides or NRC-endorsed industry topical
reports) that is not already within the [licensing basis] for the identified purpose,
then the staff's communication of that expectation is considered backfitting or
forward fitting.2 |

Definitive statements made by the staff to a-licenseean affected entity that a specific action is |
needed to comply with NRC requirements or to satisfy existing applicable staff positions may be
perceived as backfitting or a change affecting issue finality. In a similar manner, if during a
licensing review of a voluntary? submittal, the affected ent
pressuring itthe-licensee to adopt a specific staff position, then the affected entitylicensee would

9 For purposes of this NUREG, “voluntary” is considered to be any action or request to the NRC by the
affected entity that was made of the affected entity’s own accord, without the force of a legally binding
requirement or an NRC representation of further licensing or enforcement action. For example, if the NRC
issues an order to a licensee and the licensee must submit a license amendment request to effectuate part
of the order, then, in general, the license amendment request would not be considered to have been
submitted voluntarily because the NRC required the submittal. However, the order may have allowed the
licensee some discretion in the content of its license amendment request, so those aspects of the request
could be considered voluntary.

Commented [RT44]: The staff revised this sentence to
remove the implication that considering risk and safety
significance are different things.

_ P { Commented [AK45]: Comment 4.5.29




O©CoONOURWN-=

generally-be-expected-tecan raise this concern to the staff. If the staff desires to impose the
specific staff position, then the staff should follow the guidance in this NUREG to determine

whether the position would constitute backfitting, a change affecting issue finality, or forward
fitting.

In contrast, during the conduct of normal agency regulatory functions, the staff might suggest
that affected entitieslicensees consider various actions (e.g., the staff may suggest various
corrective actions for licensee consideration to address performance deficiencies). [Discussion
or comments by the staff that constitute suggestions and-for considerations ferby affected

entltlesheensees whether in meetlngs or written reports #—made%—a—neutrat—eentext—(—r—e—net

constitute backflttlng actlons or chanqes affecting issue flnahtv if the suqqestlons are not

presented as actlons the affected entltv must take bevond |ts current reqwrements |Affected
may consider
the suggestions and choose whether to |mplement them An example would be a discussion of
an NRC information notice describing operating experience that may apply to the facility. When
discussing corrective actions required by 10 CFR Part 50, Appendix B, “Quality Assurance
Criteria for Nuclear Power Plants and Fuel Reprocessing Plants,” Criterion XVI, “Corrective
Action,” the staff should be careful to ensure that any specific corrective actions are discussed
as considerations, without the implication that a particular action must be taken. However, the
staff must not act in a “consulting” capacity. The staff can avoid this by cautioning the licensee
that the suggestions or considerations from individual staff members have not gone through
formal agency review and approval for that licensee and that the licensee is responsible for
meeting its licensing basis.

The NRC staff should not attempt to impose or suggestimply requirements through informal
communications. An affected entity-licensee is not obligated to conform to staff suggestions;
however, if it chooses to do so, the licensee-affected entity should understand that it is doing
this voluntarily and that the suggestion does not constitute the imposition of a requirement. If
the affected entitylieensee concludes that an NRC suggestion is a backfit or a forward fit or
affects the issue finality of a 10 CFR Part 52 approval, then the affected entitylicensee can
clarify with the staff whether the staff intends to impose a backfitting or forward fitting action_or
change the approval.

If an affected entity orally raises a backfitting, issue finality, or forward fitting concern or provides
the NRC staff with a written backfitting, issue finality, or forward fitting concern that the licensee
does not identify as an MD 8.4 appeal, including concerns about a proposed violation, then the
NRC staff should discuss the concern with the affected entity to ensure mutual understanding.
The staff must ensure that its division-level management is informed of an affected entity’s
concern and must evaluate the points raised by the affected entity before taking a proposed
staff action (e.qg., issuing a violation or license amendment). The staff's evaluation of the
affected entity’s concern is not intended to be exhaustive but should appropriately consider the
affected entity’s concerns within the established schedule for issuing the NRC action (e.g., an
inspection report following the exit meeting). The staff should orally reply to the affected entity
regarding the staff’'s evaluation of the affected entity’s concern. The staff must ensure that
communications and the bases for its decisions comply with MD 3.53, “NRC Records and
Document Management Program,” dated March 15, 2007, and any applicable NRC office-level
implementation procedures.

Backfitting, issue finality, and forward fitting concerns may arise because the licensee and NRC
staff have different understandings about the affected entity’s licensing basis. If an affected

1-16
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entity raises a backfitting, issue finality, or forward fitting concern, then the staff should orally

dISCUSS |ts understanqu of the Ilcensmq basis without convevmq an expectatlon of affected

416-1.6 __Management and Oversight of Backfitting, Issue Finality, and |
Forward Fitting

MD 8.4 contains Fthe NRC policy and the staff responsibilities for managing and implementing
the backfitting. issue finality, and forward fitting provisions-are-centained-in-Mb-8-4.
Management responsibilities include determining if the backfitting-orforward-fittingstaff action i
warranted, ensuring proper implementation of the backfitting, issue finality, and forward fitting
processes, and approving the necessary backfit documented evaluation, backfit analysis, issue
finality assessment, or forward fit analysisassessment.

The program offices (i.e., the Office of Nuclear Reactor Regulation (NRR) and the Office of
Nuclear Material Safety and Safeguards (NMSS)) have the obligation to impose backfitting or
forward fitting actions or change 10 CER Part 52 approvals outside of rulemaking. The office or]
the region that initiated a backfitting or forward fitting'® action or a change affecting issue finalit
supports NRR or NMSS with its obligation to impose the backfitting-orforward-fitting-action_or
change. The Director of NRR or NMSS is responsible for generic backfitting actions and
facility-specific backfitting or forward fitting actions arising from licensing or other headquarters
actions, and the office staff performs the initial screening of the backfitting action and develops
the documented evaluation or backfit analysis. Generic backfitting actions may need EDO or
Commission approval unless otherwise delegated. Regional administrators are responsible for
facility-specific backfitting actions arising from inspection (i.e., regional staff performs the initial
screening of the backfitting action and supports NRR or NMSS in the development of the
documented evaluation or backfit analysis), but regional administrators do not impose
backfitting or forward fitting actions._The Director of NRR is also responsible for changes |
affecting issue finality.

To ensure consistent implementation of the backfitting, issue finality, and forward fitting |
processes across the program and regional offices, the Commission requires the staff to provide
the CRGR with an opportunity to review proposed backfitting (generic and facility-specific) and
forward fitting actions and changes affecting issue finality. The CRGR is an advisory committeq
to the EDO, composed of senior managers from multiple NRC offices and one regional office,
established to ensure that proposed backfits and changes affecting issue finality are
appropriately justified in accordance with the backfitting and issue finality provisions in

10 CFR Chapter | and the NRC’s backfitting and issue finality policies in MD 8.4 and that
forward fits are appropriately justified in accordance with the forward fitting policy in MD 8.4.

10 For licenses that are within the scope of backfitting provisions and, therefore, the forward fitting policy, all
licensing actions are processed only inwith the NRR and NMSS program offices. Therefore, forward fitting
actions are not expected to arise in the regional offices.
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Although the primary responsibility for issuing backfitting and forward fitting actions belongs to
NRR and NMSS, and NRR is responsible for changes affecting issue finality, the CRGR

provides key oversight for backfitting, issue finality, and forward fitting. The Director of NRR or
NMSS, or designee, should request CRGR review of the documents that propose a backfitting

approval, revision, or disapproval of the documentsproposed action. If the NRR or NMSS Office additional guidance regarding the CRGR.

findings, and justifications.M If the CRGR accepts the request, then the CRGR will recommend - Tcommented [BHA49]: The staff added footnote 11 for

Director agrees with the CRGR recommendation, then NRR or NMSS implements the
recommendation in accordance with this guidance, if applicable. If the NRR or NMSS Office
Director does not agree with the CRGR recommendation, then the NRR or NMSS Office
Director may refer the issue to the EDO for a decision.

1471.7 _Implementation of Backfitting, Issue Finality, and Forward Fitting
Process

The NRC staff is responsible for identifying potential backfitting and forward fitting actions and
changes affecting issue finality and addressing such actions in accordance with agency policy in
MD 8.4 and the guidance in this NUREG. To assist the staff, the NRC created a Backfitting and
Forward Fitting Community of Practice, consisting of representatives from the Office of the Chief
Information Officer, Office of Enforcement, Office of the Chief Human Capital Officer, NMSS,
NRR, Office of the General Counsel, Office of Nuclear Regulatory Research, Office of Nuclear
Security and Incident Response, and each of the regions. When staff members in these offices
and regions have a backfitting, issue finality, or forward fitting question, they should reach out to
their respective Community of Practice members.

A stated in the Community of Practice Charter, the purpose of the Community of Practice isto - {Commented [BH50]: Comment 4.1.21

promote the sharing of backfitting, forward fitting, and issue finality issues, knowledge, and
practices across the agency, and the consistent implementation of backfitting, forward fitting,
and issue finality decisions and policies. The staff accomplishes this through the group’s
activities, including reviewing draft documents (e.g., agency guidance and office-specific
procedures), advising on issues at the staff level, developing and delivering training, and making
recommendations to management and the CRGR. The Charter describes the roles and
responsibilities of Community of Practice members and the procedures the members will follow.

Before the-staff-expendings significant resources justifying a proposed backfitting or forward
fitting action_or a change affecting issue finality, the staff first should screen the issues for
potential backfitting, issue finality, or forward fitting implications. The steps for screening and
justifying backfitting and forward fitting actions or changes affecting issue finality may need to be
adjusted depending on the context of the staff's proposed action (e.g.,- rulemaking). Chapters 2
and 3 and Appendices B and C ofto this NUREG provide detailed instructions, worksheets, and
guides for screening and justifying a backfitting or forward fitting action_or a change affecting

issue finality.

M The CRGR does not review immediately effective actions. The CRGR Charter contains the procedures to
follow in these circumstances.
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2 SCREENING AND JUSTIFYING BACKFITTING ACTIONS AND

CHANGES AFFECTING ISSUE FINALITY

2.1 Introduction

When screening proposed staff actions for backfitting concerns or changes that could affect
issue finality and justifying the staff actions identified as backfits or changes affecting issue
finality, the U.S. Nuclear Regulatory Commission (NRC) staff should ask the following six
questions:

(1) Is the proposed action excluded from backfitting and issue finality provisions?

(2) Would the proposed action affect any entity that is within the scope of a backfitting or
issue finality provision?

(3) Would the proposed action constitute backfitting or affect issue finality?

(4) Do any of the exceptions to the requirement of preparing a backfit analysis apply to the
proposed backfitting?

4(a). Do one or both of the adequate protection exceptions to the requirement of |
preparing a backfit analysis apply?

4(b): Does the compliance exception to the requirement of preparing a backfit |
analysis apply?

(5) Does the proposed backfitting action constitute a cost-justified substantial increase in the
overall protection of the public health and safety or the common defense and security, of
does the change affecting issue finality in the proposed action satisfy an issue finality
criterion?

(6) Should the NRC take-ar-actien to avoid the effect of the backfitting or issue finality |
provision on the proposed action by invoking an administrative exemption from the
backfitting or issue finality provision?

Questions 1 through 3 help the staff determine whether proposed staff actions would constitute
backfitting or affect issue finality. For those proposed staff-actions that would constitute
backfitting or affect issue finality, gQuestions 4a, 4b, and 5 help the staff justify the backfit or
change affecting issue finality. However, the applicable issue finality provisions may have
additional or alternative criteria for assessing a change affecting issue finality. Except for
gQuestion 6, Sections 2.2 through- 2.6 of this chapter describe these questions in more detail.
The staff will rarely reach gQuestion 6, as explained in Section 1.2.4 of this NUREG.

Appendix A to this NUREG provides a flowchart showing the backfitting process. Appendix B td
this NUREG provides a worksheet to assist the staff in screening and justifying proposed staff
actions.

21
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2.2 Question 1: Is the pProposed aAction eExcluded from the
bBackfitting and ilssue fFinality pProvisions?

By answering gQuestion 1, the staff determines whether the proposed action would fall outside
the purview of the backfitting and issue finality regulations. Certain actions are not subject to
the backfitting and issue finality requirements. None of the backfitting or issue finality provisions
expressly states setsforth-these exclusions, but the Commission recognizes them as unsuitable
for backfitting and issue finality purposes because these proposed actions would not meet the
definition of “backfitting-"' or constitute changes affecting issue finality.

; Actions that would not meet the definition of

defens&and—seeewﬁy—ebwehw—hwd%en—thesea
“backfttlng Sueh—aeﬂensror constltute changes affecting issue finality mclude—mfeFmaﬂen

-* changes to NRC administrative procedures;* corrections
of regulatory language, including typographlcal mistakes, misspellings, ard-or inadvertent
omissions (when the-NRC’s-objective-is-expressly-reflected-in-the regulatory record_expressly
reflects the NRC’s objective); and NRC organization and structure changes. Nevertheless, the
NRC must have Iegal authorlty to jUStIfy taklng such actlons Information collection-and

ibility-—Administrative
and organlzatlonal reqwrements enable the NRC to carry out its mission._For these proposed
actions, the staff should exit the backfitting process and proceed under an appropriate agency

process.

The following actions are typically outside the scope of backfitting or issue finality, but the staff
must determine if they meet the definition of “backfitting” or constitute changes affecting issue
finality on a case-by-case basis: NRC actions implementing mandatory statutory requirements
or requirements imposed by other Federal agencies, information collection and reporting
requirements.® and appeal processes required of affected entities, which are not NRC
adjudicatory processes under 10 CFR Part 2 or backflttlnq issue finality, and forward fitting
appeals described in Chapter 4 of this NUREG.® Ia-these situations;The NRC generally has no

1 For example, “Regulatory Improvements to the Nuclear Materials Management and Safeguards System;
Final Rule;” (73 Federal Register (FR) 32453, 32461; {June 9, 2008) (reporting requirements did not meet
the definition of “backfitting”); “Miscellaneous Corrections—Organizational Changes; Final Rule;”

(83 FR 58721, 58722; {November 21, 2018) (the corrections were non-substantive changes that did not
meet the definition of “backfitting”).

3 n E en n A m A on ein g men

4__ For example changes to Title 10 of the Code of Federal Requl t/ons (CFR) Part 2, Agency Rrules of
Ppractice and Pprocedure.”

5 For example, 10 CFR 50.73, “Licensee event report system,” and 10 CFR 70.74, “Additional reporting
requirements.”

6 For example, 10- CFR- 26.39, “Review process for fitness-for-duty policy violations,” and 10 CFR 73.56(1),

“Review procedures.”
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discretion in the implementation of these-statutory requirements_or requirements imposed by

other Federal aqenues BesauseHowever the NRC must mplement—these—mquwements—the

that any related actlons not dlrectlv requwed by statute or other agency actlon do not meet the
definition of “backfitting” or constitute a change affecting issue finality. Information collection
and reporting requirements typically do not meet the definition of “backfitting” or constitute a
change affecting issue finality because they would not be a procedure or organization required
to design, construct, or operate a facility; the NRC nonetheless must ensure that any such
requirements do not meet the definition of “backfitting” or constitute a change affecting issue

M@Reqweﬁent&tepappe%pmsessesze&aseeuts;deﬁw—pwmeweﬁbaekﬂtﬂng

processes usually do not meet the definition of * backﬂttmq or constitute a chanqe aﬁectlnq
issue finality because they would not be a procedure or organization required to design,
construct, or operate a facility,

tFor these proposed actlons the staff should consult the NRC Backflttlng and Forward F|tt|ng
Community of Practice to assist with determining whether the proposed action would be

excluded from backflttlng or issue flnallty conS|derat|ons Eepprep%eekaettensthatﬂa«ceeutside

undepan—apprepﬂateageney—ptceeess—For proposed actions that are within the scope of the
backfitting or issue finality regulations, the staff should continue through the screening process.

2.3 Question 2: Would the pProposed aAction aAffectaAny |
eEntity {That ils wWithin the sScope of a bBackfitting or ilssue

fFinality pProvision?

In gQuestion 2, the staff must determine whether the affected entity is within the scope of the-a
backfitting or issue finality regulations. Table 1-1 lists the regulations that contain backfitting or
issue finality provisions. If the entity is not within the scope of these backfitting-regulations, ther]
these baekfitting-regulations do not apply, and the staff can exit the backfitting or issue finality
process and issue the proposed action or staff position under an appropriate agency process
without further screening. If the entity is within the scope of the-a backfitting or issue finality
regulations, then the staff should continue with the screening process. The following list
sections eentains-describe the entities within the scope of the-a backfitting or issue finality
pFOVISIOHS‘ (i.e., affected Q”}'S'QS) _ Lﬁ“ﬁQCIQd,QnI'UQS,V!'tDJ'9@”,35“1 faPﬂ'tJQS,@m@'D within the |
scope of a backfitting or issue finality provision when the facility is in a decommissioning phase,
except for a facility licensed under 10 CFER Part 70, for which Subpart H is applicable, because,
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under 10 CFR 70.60, “Applicability,” such a facility in a decommissioning phase is not within the

scope of the 10 CFR Part 70 backfitting provision.

2-3.4+—pPower rReactors ILicensed under 10 CFR_Part 50

2.3.1

For power reactors licensed under 10 CFR Part 50, entities within the scope of backfitting
include the following:

— holder of a limited work authorization (10 CFR 50.10, “License required; limited work
authorization”)

— holder of a construction permit (10 CFR 50.50, “Issuance of licenses and
construction permits”)

— applicant for an initial operating license (10 CFR 50.50)8

— holder of an initial operating license (10 CFR 50.56, “Conversion of construction
permit to license; or amendment of license,” and 10 CFR 50.57, “Issuance of
operating license”)

——applicant for a renewed operating license (10 CFR Part 54, “Requirements for
renewal of operating licenses for nuclear power plants”)

777777777777777777777777777777777

— holder of a renewed operating license (10 CFR Part 54)

he Backfit Rule applies to a holder of a power reactor construction permit or operating license

issued under 10 CFR Part 50. This means that the NRC would have to meet the criteria in

10 CFR 50.109 to change the issued construction permit or operating license. The Backfit Rule
does not apply to all aspects of the construction permit or operating license. As with the other
backfitting provisions in Table 1-1, the scope of 10 CFR 50.109 generally includes the
modification of, or addition to, structures, systems, or components (SSCs) and the procedures
or organization required to operate the facility.

\Backfittinq\p[djrla[ ily does not apply to the renewal of an operating license under
10 CFR Part 54. A license renewal review is prospective in nature, as the review is aimed at a
renewed license that has not yet been issued and is a matter of future aging management. The
review will address aging management or ensure an integrated approach to achieve aging
management. The Commission determined in the 1995 nuclear power plant license renewal
final rule (60 FR 22461; May 8, 1995) that 10 CFR 50.109 does not apply to matters within the
scope of the renewal of power reactor licenses under 10 CFR Part 54. In large measure,

10 CFR 54.4, “Scope,” and 10 CFR 54.21, “Contents of application—technical information,” limit
the scope of a license renewal review. In part, 10 CFR 54.30(a) states that licensed activities
will be conducted in accordance with the current licensing basis. This requirement is followed
by 10 CFR 54.30(b), which states that the licensee’s compliance in this regard is not the subject
of the license renewal review. This means that any proposed staff action on topics other than
aging management taken under the current license should not be part of the license renewal
process and could be subject to a backfitting assessment during the application review. Once

8 The 10 CFER Part 50 backfitting provision applies to applicants for an operating license under Part 50 for the
information within the scope of the construction permit.
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the NRC issues the renewed license, 10 CFR 50.109 applies to the entire license with very
limited exceptions.

The NRC does not apply the backfitting provisions to nonpower production and utilization
facilities, including radioisotope production facilities, research reactors, and testing facilities
licensed under 10 CFR Part 50. The regulatory basis for the 1985 and 1988 Backfit Rule
rulemakings addressed only commercial nuclear power reactors. Moreover, the NRC practicg

has been to apply the Backfit Rule only to commercial nuclear power reactors licensed under
Sections 103 and 104b of the Atomic Energy Act of 1954, as amended (AEA). In contrast, the

h

Commission has consistently excluded from the scope of the Backfit Rule nonpower facilities
licensed under AEA Sections 103, 104a, or 104c. In the Staff Requirements Memorandum
(SRM) to SECY-86-17, “Final Rule; Limitation on the Use of Highly Enriched Uranium (HEU)
in Research and Test Reactors,” dated February 14, 1986, the Commission declined to apply
the Backfit Rule in that rulemaking, stating, “[T]he backfit rule should not be applied to this
amendment of the regulations which relates only to nonpower reactors.’|

For approvals issued under 10 CFR Part 52, entities within the scope of issue finality provisions|

include the following:

— holder of an early site permit (ESP) (10 CFR 52.39, “Finality of early site permit

determinations”)
— applicant for renewal of an ESP (10 CFR 52.31, “Criteria for renewal”)
— applicant for a design certification (DC), after issuance of the final DC rule

(10 CFR 52.63, “Finality of standard design certifications”)'"® |

— applicant for renewal of a DC during the rulemaking for renewal (10 CFR 52.59,
“Criteria for renewal”)

— applicant for a combined license (COL) if referencing an ESP, standard design
approval (SDA), DC, or manufacturing license (ML) (10 CFR 52.83, “Finality of
referenced NRC approvals; partial initial decision on site suitability”)

— holder of a COL (10 CFR 52.98, “Finality of combined licenses; information
requests”)

— applicant for renewal of a COL (10 CFR Part 54)

— holder of a renewed COL (10 CFR 52.98)

— holder of an SDA (10 CFR 52.145, “Finality of standard design approvals;
information requests”)

— holder of an ML (10 CFR 52.171, “Finality of manufacturing licenses; information
requests”)

— applicant for renewal of an ML (10 CFR 52.179, “Criteria for renewal”)

10 Each approved DC contains more specific provisions for issue finality than are found in 10 CFR 52.63.;

These include provisions for ineluding-changes to and departures from the approved design (e.g.,

10 CFR Part 52, Appendix D, “Design Certifications Rule for the AP1000 Design,” Sections VI and VIII}-tha
10-CFR 52.63. Also, in determining whether to make a generic change to a design certification rule, the
applicable issue finality criteria must be satisfied even if the design certification applicant is not directly

affected by the change.
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amended those provisions in 2007. Applicants referencing an ESP, DC, SDA, or ML have issue
finality for only the information within the scope of the ESP, DC, SDA, or ML. Different issue
finality provisions apply to renewal of an approval than apply during the term of the approval.
For example, during the 20-year term of an ESP, the NRC cannot impose a change to the ESP
without meeting the criteria in 10 CFR 52.39. The holder can seek renewal of that ESP for
another 20 years. To impose new requirements on that ESP holder at the time the NRC issues
the renewed ESP, the agency would have to satlsfv the crlterla in 10 CFR 52.31. &%7 - w Commented [BH64]: With the addition of the second

part of the reorganization of Section 2.3.

[Thel Commission provided issue finality for 10 CFR Part 52 approvals and licenses in 1989 and - 1 Commented [BH63]: The staff moved this paragraph as ‘

sentence of this paragraph (which was footnote 7 in the
draft NUREG), this sentence became redundant.

Renewal of a COL under 10 CFR Part 54 would be similar to renewal of an operating license, - - { commented [BHE5]: The staff moved this sentence as
except that Section VI.B of the DC appendices in 10 CFR Part 52 provides issue resolution in part of the reorganization of Section 2.3.

proceedings to renew a COL.
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The backfitting provision in 10 CFR 70.76 applies to licensees authorized to engage in specific
activities and possess special nuclear material above a critical mass_pursuant to

10 CFR Part 70, Subpart H-{10-CFR70-76).
2.3.4 |Materials| Licensees under 10 CFR Part 72

- ‘[ Commented [BH67]: Comments 4.1.17, 4.2.7 J

The backfitting provision in 10 CFR 72.62 applies to holders of a general or specific license for
an independent spent fuel storage installation (ISFSI) {10-CFR-72.62)or holders of a license for
a monitored retrievable storage installation{(+0-CER72.62). Typically, for an ISFSI| associated
with a nuclear power plant, the licensee for the nuclear power plant is licensed to operate the
ISFSI. The NRC issues a certificate of compliance (CoC) to the vendor of the associated spent
fuel storage cask design. The backfitting provisions in 10 CFR 72.62 involve the ISFSI but do
not address CoCs. This means that the user of the cask—the ISFSI licensee—is within the
scope of 10 CFR 72.62 but the CoC holder—the vendor—is not.

If the CoC holder decides to revise its NRC-approved cask design, or the NRC determines that
a change must be made to the design, such action would not constitute backfitting for the CoC
holder because the backfitting provisions do not apply to the CoC holder. The potential
backfitting would involve the ISFSI licensee using that particular cask and would depend on
whether the change is an “administrative correction,” an “amendment,” or a “revision.”
Administrative corrections and amendments to CoCs have no backfitting implications.
Corrections, which are of an administrative or editorial nature and do not change the substantive
technical information of the CoC, were not intended to be included in the definition of
“backfitting.” Users of previous versions of that cask can choose to apply the administrative
corrections or other changes authorized by a CoC amendment, but their decision is entirely

voluntary.

Revisions to CoCs are technical changes and supersede the CoC and, therefore, qualify as
backfitting for any licensee using the applicable cask. However, documentation provided by a
CoC holder indicating that an ISFSI licensee that may be impacted by the revision voluntarily ,'| Commented [BH68]: The staff added this sentence and

supports the revision and will willingly complv with the rewsed CoC ellmlnates potential /. [idektedithelsibseqrientisentencegihisinewiseniencejls
based on RIS 2017-05, which is referenced in the next

paragraph.

backfitting.




revision, then the staff would need to perform a backfit analysis under 10 CFR 72.62 to impose

Regulatory Issue Summary 2017-05, “Administration of 10 CFR Part 72 Certificate of
Compliance Corrections and Revisions,” dated September 13, 2017, contains more detail abou
the CoC change process and backfitting considerations for administrative corrections and
revisions to CoCs.
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2.3.5 |Materials| Licensees under 10 CFR Part 76
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The backfitting provision in 10 CFR 76.76 applies to a holder of a CoCeertificate-of compliance
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ous diffusion plan
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The NRC issued backfitting provisions for ISFSlindependent-spent-fuel-storage-installation
licensees in- 1988 and gaseous diffusion plants in- 1994. In SECY-95-061, “Need for a Backfit
Rule for Materials Licensees,” dated March 14,- 1995, the NRC staff recommended to the
Commission that the NRG-agency not extend backfitting provisions to all other materials
licensees. The staff determined that extending the Backfit Rule to all other materials licensees
would create technical problems (e.g.,- the challenge of developing a consistent definition of
“substantial” and the uncertainties in quantifying risk) and potentially significant resource
burdens fer-on the staff. The staff also determined that regulatory analysis requirements,
already applicable to NRC actions involving materials licensees, were similar to the Backfit Rule
in preventing the imposition of generic requirements having marginal overall safety benefit or
costs not commensurate with the benefits. The Commission approved the staff's
recommendation in the-Staff-Requirements-Memoranrdum{SRM-}-to-SECY-95-061, dated
June 29,- 1995, and instructed the staff to “consider the applicability of a backfit provision to
particular classes of licensees.” Subsequently, the NRC added athe backfitting provision to

10 CER Part 70 that —Hewever,-the-backfitting-provision-in-Part 70-is enhr-applicable only to
Part 70 licensees authorized to engage in specific activities and possess greater than a critical
mass of special nuclear material. Fhe-Part72backfitting-provision-applies-to-Part 72 licensees
but-notto-helders-of a-Part 72 certificate-of compliance:

2.3.7_PProposed Actions Affecting Both Entities That Are Within and Entities That Are
Not Within the Scope of Backfitting and Issue Finality]

In certain circumstances, a proposed action may affect entities that-are-within the scope ef
baekfitting-or-issue-finality-provisions-and entities thatare-not within the scope of backfitting or
issue finality provisions. A proposed action may also affect entities authorized to conduct
certain activities under multiple parts of the NRC’s regulatory framework (e.g., nuclear power
reactor licensees that are authorized to receive, possess, and use source, byproduct, and
special nuclear material under 10 CFR Part 30, “Rules of Ggeneral Aapplicability to Bdomestic
Llicensing of Bbyproduct Mmaterial,” 10 CFR Part 40, “Domestic Llicensing of Ssource
Mmaterial,” 10 CFR Part 50, and 10 CFR Part 70). The staff needs to determine whether any
backfitting or issue finality provision applies and, if so, which one. For nuclear power reactor
licensees and certain materials licensees, the staff can typically make that determination by
ascertaining how the proposed action would affect the licensee. In general, a proposed NRC
action that would affect an activity regulated by a 10 CFR part that does not contain a backfitting
or issue finality provision is not subject to a backfitting or issue finality assessment. For an
affected entity that is within the scope of a backfitting or issue finality provision, if the proposed
NRC action would inextricably affect that entity’s activities regulated under the same

2-8
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10 CFR part that contains the backfitting or issue finality provision, then the proposed NRC
action would be subject to a backfitting or issue finality assessment (for that affected entity).

The definition of “backfitting” in the Commission’s regulations supports this approach. For
example, under 10 CFR 70.76, backfitting is a modification of, or addition to, the SSCs of a
facility, or the procedures or organization required to operate a facility. For a proposed NRC
action to “inextricably affect” a 10 CFR Part 70 licensee’s activities, the proposed NRC action
would need to affect the Part 70-related SSCs of the licensee’s facility or the Part 70-related
procedures or organization required to operate its facility. The NRC’s statements in the 2013
Federal Register notice (78 FR 29016) for draft Regulatory Guide 7009, “Establishing Quality
Assurance Programs for Packaging Used in Transport of Radioactive Material,” support this

approach:

However, the exception to this principle is not applicable to the issuance of this
requlatory guide, which addresses QA [quality assurance] for transportation of
radioactive materials. Nuclear power plant licensees, for example, are protected
by backfitting requirements in 10 CFR 50.109, and (depending upon the
circumstance) issue finality requirements in 10 CFR part 52. Nonetheless,
quality assurance governing transportation of certain radioactive materials is not
an inextricable part of the licensed activity in 10 CFR parts 50 and 52, viz. the
design, construction and operation of a nuclear power plant.

29
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2.34-2.4 Question 3: Would the pProposed aAction ¢Constitute
bBackfitting or aAffect ilssue fFinality?

In answering gQuestion 3, the staff determines whether the proposed action constitutes
backfitting {or affects issue finality). To determine whether the proposed action constitutes
backfitting, the answer to each of the following five questions must be “yesYES”:

(1) Is there either—

(a) a new or changed (e.g., amended, revised, or modified) NRC requirement (e.g., a
regulation or order), or

(b) a new or changed staff interpretation of an NRC requirement?

(2) Is the NRC imposing\EJ the new or changed requirement or interpretation on an J - {Commented [BH73]: Comment 4.2.13

applicable entity?
(3) Will there be a modification or addition to—
(a) [SSCs or design of the-entity’sa facility; |

(b) The design {including-but-netlimited-to-a-DC,-SDA;approval or ML) efthe-entity’sfor

a facility; or

(c) The procedures or organization_required for designing, constructing, or operating

_ Commented [AK74]: The staff revised this guidance to
conform to the text of the 50.109 regulation.

entity’sa facility?

(4) Is the modification or addition (third question above) the result of the new or changed
requirement or interpretation (first question) that is being imposed (second question)?

(5) Will the imposition of the new or changed NRC requirement or interpretation occur after
the point that the applicable backfitting provision begins to apply (e.g., as specified in
10 CFR 50.109(a)(1)(i) through (vii))?

If the answer to any of the five questions above is “noNO,” then the proposed action is not |
backfitting. The staff should document the conclusion, exit the backfitting process, and proceed
to take the proposed action using the appropriate agency process, without further evaluating the
remaining steps.

[The fourth question listed above captures the cause and effect elements of backfitting described
in Section 1.2.2.2 of this NUREG: would the cause (i.e., the imposition of a new or changed

requirement or interpretation) result in the effect (i.e., the modification or addition)? - {Commented [BH75]: Comment 4.1.10

The staff should use a similar process for determining whether a proposed action affects issue

finality under 10 CFR Part 52. [For| proposed actions that affect the issue finality of a N - {COmmented [BH76]: Comments 4.1.16

10 CFR Part 52 approval, the staff should go to Section 2.6.4 of this NUREG for guidance on
determining whether that proposed action satisfies the criteria in the issue finality provision that
applies to the Part 52 approval. } } bk

18 Not all backfitting actions require an imposition, as discussed in Section 5.2.3 of this NUREG. |
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the NRC is processmg a backflt analysis. This prowsnon was codified in 1985, when the NRC
described as “backfitting” those actions that are now called “forward fitting.” As implemented
today, new or changed requirements or staff positions proposed by the NRC staff during a
licensing action are-could be either backfits

asctien-or forward fits. If the proposed action is a forward fit, then the staff must follow the
forward fitting policy described in Chapter-_3 of this NUREG._|[For| proposed backfits, whether the
licensing action can be finalized in a proceeding separate from the backfitting assessment will
be a fact-specific decision. The backfitting assessment could affect the staff's determination of
the requested licensing action. This would be consistent with the 1985 Backfit Rule statement
of considerations (SOC), in which the Commission said that the staff's review of the requested
licensing action should proceed until the backfitting review is concluded: “[U]ntil a backfit
analysis is complete, licensing action should continue along a course consistent with normal

practice.”

As soon as practical after identification of a potential backfitting issue, the staff should present
the potentlal backflttlng action to the responS|bIe ofﬂce dlrector or reglonal admlnlstratod— whe

2.352.5 Question 4: Do aAny of the eExceptions to the

rRequirement of pPreparing a bBackfit aAnalysis aApply to the
pProposed bBackfitting?

By reaching gQuestion 4, the staff has determined that its proposed action would constitute
backfitting or affect issue finality. Now the staff must justify its proposed action. The default
method for justifying a proposed backfitting action is a backfit analysis. However, the
Commission has directed the staff to first determine whether the proposed action satisfies the
criteria for one {or more) of three exceptions to the requirement to prepare a backfit analysis.™*
Furthermore, the staff must consider whether bne or both of the adequate protection exceptions

conform to the text of the regulations.

= T Commented [BH77]: The staff revised these words to

|

- {Commented [BH78]: Comment 4.3.7.
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simplify the guidance.

applies to the backfitting action involves-the-adequate-protection-exception before considering
justification by the compliance exception.

“ The issue finality provisions in 10 CFR Part 52 may have different or additional exceptions as discussed in
Section 2.6.4 of this NUREG.
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2-35:4-2.5.1 Question 4a: Do eOne or bBoth of the aAdequate pProtection
eExceptions to the rRequirement of pPreparing a bBackfit aAnalysis
aApply?

2351.125.1.1 BBackground

If the staff determines that the agency must impose a backfitting action to ensure that a facility
provides adequate protection to the public health and safety and is in accord with the common
defense and security, or if the Commission decides that the agency needs to define or redefine
the level of protection efto the public health and safety or common defense and security that
should be considered as adequate, then the Atomic-Energy-Act-of-1954,-as-amended(AEA);
requires that regulatory action be implemented. The staff would prepare a documented
evaluation. The responsible staff should seek advice from the Office of the General Counsel
(OGC) and Office of Enforcement on imposition of all adequate protection actions. |If one or one or
both of the adequate protection exceptions applies to the backfitting action- |
adequate protection, then the backfitting justification must either be reviewed and approved by
the Commission or provided to the Commission sufficiently in advance of the issuance of the
backfitting action to enable the Commission to change the proposed action if it chooses to do
so._|If the documented evaluation is not ready before the agency needs to take an immediate
adequate protection action, then the justification presented to the Commission can be
transmitted through a different means (e.qg.. a briefing)|

The concept of adequate protection is limited to considerations of radiological public health and
safety and common defense and security (i.e., it is limited to human health effects from
radiological'® releases and does not include the economic impacts that may ensue). as This is |
discussed in SECY-12-0110, “Consideration of Economic Consequences within the

U.S. Nuclear Regulatory Commission’s Regulatory Framework,” dated August 14,- 2012, and
confirmed by the Commission in its SRM for SECY-12-0110, dated March 20,- 2013. Although
the NRC discusses adequate protection in several agency guidance documents (e.g.,- “Staff
RequirementsSRM-—COMSAJ-97-008—Discussion of Safety and Compliance,” dated

August 25,- 1997), the AEA does not explicitly define the term “adequate protection and the
equivalent phrase “no undue risk.” With respect to “adequate protection,” the Commission said
in the 1988 Backfit Rule statement-ofconsiderations{SOC) that it “can still make sound
judgments about what ‘adequate protection’ requires, by relying upon expert engineering and
scientific judgment, acting in the light of all relevant and material information.” For example, the
Commission concluded that greater uncertainty was associated with the capability of nuclear
power plants to withstand extreme external events as a result of lessons learned from the
Fukushima accident, and it decided that new requirements needed to be imposed as a matter of
adequate protection (i.e.,- beyond-design-basis external events could present undue risk). The\S

Commission imposed these new requirements by Order EA-12-049, “Issuance of Order To
Modify Licenses with Regard to Requirements for Mitigation Strategies for Beyond-Design-Basi
External Events,” dated March 12, 2012, to provide additional capability to address
beyeond-design-basis-such events. This backfitting action shows that adequate protection
requirements can be imposed to provide greater defense-in-depth.

There is an important nuance in how the backfitting regulations view issues of adequate
protection for materials licensees. The provisions within 10 CFR 70.76 consider the worker

15 For materials licensees that are the subject of the backfitting provisions in 10 CFR 70.76, this also includes |
the potential effects of hazardous chemicals produced from licensed material.
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protection aspects of 10 CFR Part 70, Subpart H, as part of the overall protection of public
health and safety or the common defense and security. Under 10 CFR 72.62, the provisions
specifically state that the Commission will require the imposition of a backfit of an
ISFSlindependentspentfuel-storage-installation or monitored retrievable storage installation if
the NRC finds that the backfit is necessary to ensure adequate protection to occupational or
public health and safety.

Upon determining that a backfitting action is necessary for adequate protection of the public
health and safety or the common defense and security, the staff must prepare an imminent
threat analysis that determines whether immediate action is necessary. An adequate protection
issue does not necessarily mean that the issue is an imminent hazard. If the responsible office
director determines that the adequate protection issue presents an imminent hazard, then the
NRC can impose the backfitting action immediately through an order. Although in these
circumstances, 10 CFR 50.109(a)(6) permits the staff in-these-ecircumstances-to impose the
backfitting action before documenting the justification, the staff should document the reason the
adequate protection issue representsed an imminent hazard and the rationale for imposing the
backfit in as much detail as practicable to support developing the order. The justification can be

transmitted through means other than a documented evaluation (e.g., a briefing),

235-1.225.1.2 Adequate Protection Determinations

A licensee’s compliance with applicable NRC requirements provides a presumption of adequate
protection of the public health and safety. For the NRC to impose new or changed requirements
on-a-licensee-thatare-intended-to provide for adequate protection of the public health and safety
or the common defense and security, the NRG-agency must previde-present within the
documented evaluation a clear basis for why compliance with the existing requirements does

how the backflttlng action addresses the condition of undue risk. In the 1985 and 1988 Backfit
Rule SOCs, the Commission stated that the presumption that compliance with the regulations
ensures adequate protection of the public health and safety can be overcome only by significant
new information or some showing that the regulations do not address some significant safety
issue.

Typically, a clear basis for invoking the-an adequate protection exception can be established
when new information reveals that-an unforeseen hazard exists-or thatthere-is-a substantially
greater potential for a known hazard to occur than previously believed, thereby creating a
condition of undue risk to public health and safety. This new information may result from
information such as operational experience, technical research, or issuance of new industry or
government reports. In such situations, the NRC has the statutory authority to require licensee
action beyond existing requirements to maintain the level of protection necessary to avoid
undue risk to public health and safety. In this case, the NRC would use the “necessary to
ensure adequate protection” exception. If the NRC determines that action is necessary to
change the level of protection that is considered adequate, then the NRC-agency would use the
“defining or redefining adequate protection” exception. Notwithstanding which exception is
used, in SRM-SECY-99-063, “Staff Requirements—SECY-99-063—The Use by Industry of
Voluntary Initiatives in the Regulatory Process,” dated May 27, 1999, the Commission directed
that matters required for adequate protection cannot be addressed through voluntary industry or
licensee actions.
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Quantitative risk estimates serve as important measures of facility safety; but do not embody thT
full range of considerations that enter into the judgment for adequate protection. The judgment
for adequate protection derives from a more diverse set of considerations, such as acceptable
design, construction, operation, maintenance, modification, and quality assurance measures.
Quantitative measures used in the consideration of adequate protection for power reactors are
the safety goal'® surrogates (e.g., core damage frequency (CDF) and containment failure
probability) tefor the quantitative health objectives. The Commission issued the quantitative
health objectives as part of the-its 1986 Safety Goal Policy Statement (51 FR 30028;

August 21, 1986) to provide an acceptable level of risk to the public from the regulated use of
nuclear material. The NRC staff uses the safety goal surrogates to measure conformance with
the purpose of the safety goals. TFheRegulatory-Analysis- Guidelines-ofthe U.-S-Nuclear
NUREG/BR-0058) provides guidance on safety goal screening that
the NRC staff caneuld use to make a determination about adequate protection depending on
the change in the CDF and the conditional containment failure probability. However, a change
in the CDF cannot be applied in evaluating all potential regulatory actions (e.g., spent fuel pools,
materials, security) and, in some cases, determining the change in CDF would be difficult if not|
impossible (e.g., safeguards and security).

Because an adequate protection backfit would impose new requirements to address a condition
that is considered to present undue risk to public health and safety or the common defense and
security, it is essential to fully inform this backfit decision with available risk information and risk
insights to enable decision-makers to reasonably conclude that the undue risk condition exists |
and warrants imposition of new requirements. The staff should consider available risk
information in a manner that is consistent with the Commission’s policy on the use of
probabilistic risk assessment, as discussed in Section 1.4 of this NUREG.

When considering an adequate protection backfitting action, the staff must determine whether
the issue and action should be applied to one or a limited number of licersees-affected entities
(facility-specific backfitting action); or whether the issue and action should be applied genericall
(generic backfitting action). Next, the staff must determine, based on the safety or security risk
of the issue, whether the NRC must issue an immediately effective order. The-staffshould
inform-the- Commission-when-the-staff-is-When considering any generically applicable adequate
protection backfitting actions,-te-enable the staff should inform the Commission so that it can te
decide whether it W|shes to review and approve the actlon or otherwise direct the staff The

conS|der|ng any facﬂlty-specmc adequate protectlon backflttlng actlons the NRC staff should

inform the Executive Director for Operations (EDO). Such notifications should occur once the
staff has determined that the-an adequate protection exception may apply and the staff has
begun developing a documented evaluation for thate adequate protection exception;—not
when the staff first considers adequate protection. The staff should seek advice from OGC on
the imposition of all adequate protection actions, including the licersee’s-affected entity’s |
proposed implementation schedule.

The NRC does not usually impose new adequate protection requirements in rulemakings
because matters of adequate protection usually need to be addressed more quickly than the
time afforded by rulemaking. In these situations, the NRC typically issues licensee-specific
orders followed by a rule that makes the associated orders generically applicable. One

16 A “safety goal” evaluation determines, from a regulatory analysis perspective, whether the proposed |
requirement constitutes a substantial improvement in public health and safety, including a change in
CDFecore-damage-frequeney per reactor year or conditional containment failure probability.
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exception was the final rule amending 10 CFR 50.61, “Fracture toughness requirements for
protection against pressurized thermal shock events,” because the underlying phenomenon
would not have presented an adequate protection issue for several years.

2356-132.5.1.3 Documenting Adequate Protection Evaluations

For any backfitting action that meets the definition and requirements for adequate protection
backfitting, the staff must prepare a documented evaluation of the type discussed in

10 CFR 50.109(a)(6), 70.76(a)(4), or 76.76(a)(4) in lieu of a backfit analysis. To impose the
backfitting action, the staff must find that the action is necessary for adequate protection.
Because there are fwo options-forinvekingthe-adequate protection exceptions, the documented
evaluation must include the basis for invoking the selected exceptloneneLmesteleaFLyLexplam
which-option-is-being-used-and-why.

the action is not taken. No further explanation is necessary to justify the backfitting action and it
should be implemented without consideration of cost, except if there are multiple ways to
implement the action and the NRC prescribes one way to comply with requirements or to
achieve adequate protection. In that case, cost may be a factor in selecting the action, provided
that the objective of adequate protection is met.

The Director of the Office of Nuclear Reactor Regulation (NRR) or the Director of the Office of
Nuclear Material Safety and Safeguards (NMSS) responsible for issuing the backfitting action
must approve any documented evaluation. and The NRC staff should send a copy of the
documented evaluation sheuld-be-sent-to the EDO and appropriate regional administrator-if
applicable; before the-staff-transmittings the backfitting documentation to the licenseeaffected
entity.

Appendix C to this NUREG contains a guide for drafting a documented evaluation to justify an
adequate protection backfitting action.

2.35.2.2.5.2 Question 4b: Does the eCompliance eException to the
rRequirement of pPreparing a bBackfit aAnalysis aApply?

23562142521 Background

If, in answerlng gQuestion 4a, the staff determines that #henelther adequate protection

then the staff proceeds to gQuestion 4b to determine whether the backfitting action is necessary
to ensure compliance with the license or the rules and orders of the NRC, or with written
licensee commitments'” that were incorporated in the license. If so, a backfit analysis is not
required, although some consideration of costs is required. Instead, NRR or NMSS staff
prepares a documented evaluation of the type discussed in 10 CFR 50.109(a)(6), 70.76(a)(6),
and 76.76(a)(6), with a finding that the action is necessary to ensure compliance. Under
10 CFR 72.62(b), the NRC requires backfitting if it is necessary to bring an |ISFSlindependent
or monitored retrievable storage installation into compliance with a
license or the Commission’s orders or rules, or into conformance with the licensee’s written
commitments. NRR or NMSS staff must seek advice from OGC and the Office of Enforcement
on the imposition of all compliance backfits, including the proposed implementation schedule.

7 In accordance with 10- CFR-50.109, 70.76, 72.62, and 76.76, the NRC may require backfitting, if necessary,
to bring a facility into conformance with the licensee’s written commitments, as discussed in Section- 5.3
1.1.6 of this NUREG.
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protection exception.
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Understanding the difference between the NRC issuing a violation and the NRC imposing a
change to the licensing basis through a backfitting action based on the compliance exception is
fundamental to the use of the compliance exception. In both cases, the NRC has determined
that a licensee does not comply with a requirement. If the NRC has not made this determination
(i.e., there is no requirement that the licensee is not complying with), then neither a violation nor
a compliance backfitting action would be appropriate. In contrast to a violation, a compliance
backfitting action occurs when the licensee previously received NRC approval of a method
demonstrating compliance with a requirement, but the staff has since determined that, because
of an omission or mistake of fact made at the time of, or before, the NRC’s previous approval, |
the licensee’s conformance with that method does not constitute compliance with the
requirement. In this case, the staff would need to change its previous approval (i.e., impose a
new or changed staff position) to ensure the licensee complies with the requirement. This
would not result in a violation.

When questions arise concerning a potential violation that will necessitate a detailed review of
the faeility’s-licensee’s licensing basis or a complex technical evaluation, the inspectors should
contact the appropriate licensing project manager-feradvice, use the Very Low Safety
Significance Issue Resolution process in the NRC’s Inspection Manual Chapter 0612, “Issue
Screening,” dated December 12, 2019, if applicable, or, if necessary, initiate the technical
assistance request process for the appropriate office to consider the regulatory, licensing, and
technical aspects of the issue.

236:2225.2.2 Compliance Exception Determinations
In the 1985 Backfit Rule SOC, the Commission stated_the following:;~ |

The compliance exception is intended to address situations in which the licensee
has failed to meet known and established standards of the Commission because
of omission or mistake of fact. It should be noted that new or modified
interpretations of what constitutes compliance would not fall within the exception
and would require a backfit analysis and application of the standard.”

As approved by the Commission in SRM-COMSECY-16-0020, dated November 29, 2016, and
as further explained in the NRC Solicitor's 2016 memorandum to the eChairman of the |
Committee to Review Generic Requirements, the staff should determine that an omission or
mistake of fact exists within the scope of the exception under 10 CFR 50.109(a)(4)(i),

10 CFR 70.76(a)(4)(i) or (ii), 10 CFR 72.62(b), or 10 CFR 76.76(a)(4)(i) only when all of the
following three conditions exist:

(1) The staff, whether by itsthe-staff's own error or by licensee, applicant, or third-party errof
or omission, at or before the time of the staff’'s determination that a known and
established standard of the Commission was satisfied—

- incorrectly perceived facts,
- performed or failed to recognize flawed analyses, or
- failed to draw inferences from those facts or analyses.

(2) The staff’s error is deemed an error as judged by the standards and practices that were
prevailing among professionals or experts in the relevant area at the time of the
determination in question.



(3) The facts, analyses, or inferences have now been properly perceived, performed, or
drawn.

For example, Fthe NRC typically invokes the compliance exception when all of the following

three conditions-statements are mettrug[:

clarify that this is just an example.

_ — ~ 7| Commented [BH88]: The staff edited this sentence to

(1) The NRC approved or found acceptable a licensee’s method of compliance with a
requirement.

(2) The staff determines that the licensee’s method of compliance does not meet the
requirement because of an error or omission related to the NRC’s approval.

(3) If the NRC had known about the error or omission at the time it issued the approval, the
NRG-agency would not have approved the licensee’s method of compliance.

If more than one error or omission occurred, the staff needs to consider whether knowledge of
only one of the errors or omissions, or a combination of errors, omissions, or both, could have

resulted in a different outcome| - { Commented [BH89]: Comment 4.7.2

To justify a compliance exception, the staff must show that the error or omission, which may
have been committed by any involved party, must be traced to the licensing basis in effect at the
time of the approval at issue, and the NRC decision was inconsistent with prevailing
professional standards and practices in-existence-at the time it made the approval-atissue. The
understanding of what constituted proper implementation of the regulations, standards, and
practices must have been widely known or understood by professionals at the time. This is not
restricted to the regulatory positions of the NRC but includes any applicable industry or
professional standards and practices in-existence-at the time the original determination was
made.

IAn omission can occur when a licensee, applicant, or third party does not do one er-rere-of the
following:

e pProvide information to the NRC (or other necessary Federal agency the NRC relies
dpon in its approval decision) that should have been submitted in connection with
obtaining the NRC approval at issue.;

e cConsider or address information that the NRC requires to be considered or addressed
in connection with obtaining an NRC approval (e.g., development of an application or
preparation of an applicant response to an NRC request for additional information).;-e¢

v g v i g g - [ Commented [BH90]: Comment 4.2.27

The NRC can “incorrectly perceive facts” when it receives correct information but misinterprets it
or fails to recognize when the licensee or third party provides information that is incomplete,
inaccurate, or both.

The applicant’s, licensee’s, or third party’s error or omission must be relevant and material to

the NRC'’s approval that is now regarded as incorrect. An omission or error—even those now
acknowledged by the applicant-erlicensee as having occurred—cannot be the basis for
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invokingeation-of the compliance exception if that error or omission, had it been known to the |
NRC at that time, would not have affected the NRC’s approval.

Understanding the meaning of the governing requirement is important. If the governing
requirement is in the Code of Federal Regulations, then the meaning and underlying purpose of
that requirement should have been established when the agency issued the regulation in a final
rule. The staff should first review the language of the regulation. If the meaning of the
regulation is not clear, then the staff should review the supporting SOC for the final rule and any
guidance that the NRC found to be an acceptable means for implementing or complying with the
requirement. If the license contains the governing reqwrement (e.g., alicense cond|t|on or
technical specification), then the me y
application and any supplements madeto it should explaln the meaning and underlvmq

purpose.

Equally important to understanding the applicable requirement is identifying the NRC approval
of the means by which the licensee has demonstrated that it would meet the requirement
(e.g.-the licensee’s methodology for demonstrating compliance). If the license contains the |
governing requirement, then the governing requirement would be based on an NRC approval
(e.g., a license amendment and associated basis, documented in the safety evaluation, for its
conclusions underlying the approvals).

Sometimes, the NRC’s conclusion may be perceived to include an implied approval (i.e., an
unstated NRC approval that can be inferred from an express NRC approval). To constitute an
implied approval, the approval must be part of an expressly stated NRC determination that an
NRCagency requirement was met (e.g., NRC approval of a licensee’s use of an industry
standard to demonstrate compliance with an NRC regulatory requirement). Next, the subject
matter-of the implied approval must be a direct and necessary aspect of the subject matter-of
the express approval (e.g.,- the licensee’s methodology for implementing the standard). Finally,
the NRC'’s approval documentatlon must expresslv discuss the subject matter-of the implied
approval m ion-(e.g., the NRC’s
safety evaluation references the methodology but does not make an acceptability finding on the
methodology). If the implied approval meets these three criteria, then it is considered an NRC
approval for purposes of the compliance exception.

The compliance exception does not apply in either of the following situations:

e The staff’s error occurred while the staff was using standards and practices that, at the
time of the original NRC determination, were not commonly recognized as the prevailing
professional standards and practices.

e The NRC evaluated the error using professional standards and practices that were
developed or accepted after the time of the NRC determination (e.g.,-_the staff |
determines that the licensee’s method of compliance does not meet the requirement
based on a changed staff position or new standards and practices that became known
after the NRC determination at issue). Such issues may constitute justifiable backfitting;
however, backfitting would need to be justified through adequate protection or a
cost-justified substantial increase in overall protection.

A change in the NRC'’s position as to whether a licensee’s design conforms to a performance

standard is likely to be met with the argument that the new position does not reflect consistency
with a “known and established standard,” but; rather, it is a new or modified interpretation of
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what constitutes compliance, which the Commission said in the 1985 Backfit Rule SOC would
fall outside the compliance exception.

Consideration of Costs

In a 2015 decision, Michigan v. Environmental Protection Agency, the United States Supreme
Court held that, unless Congress has indicated otherwise, a Federal agency should consider the
costs imposed on a regulated entity to comply with a new regulation. This decision had direct
implications for the NRC'’s application of the backfitting provisions, especially the compliance
exception. This decision did not affect the NRC’s implementation of adequate protection
backfitting because the AEA requires implementation of adequate protection actions without the
need to consider costs. The Court’s decision also did not change the NRC’s approach to any
backfitting action based on a substantial increase in overall protection because this type of
backfitting must be cost-justified. However, the decision revealed a need to revisit the NRC’s
implementation of the compliance exception to the backfit analysis requirement. Specifically,
the Commission did not view, as consistent with the Michigan v. Environmental Protection
Agency Supreme Court ruling, the practice of ensuring compliance with a requirement without
consideration of cost, as allowed under prior policy and guidance on the use of the compliance
exception. In SRM--COMSECY--16--0020, as further explained in the Solicitor's- 2016
memorandum, the Commission directed the staff to consider costs when using the compliance
exception.

Although the extent of the cost consideration will necessarily be facility specific, factors that may
be relevant are (1) the amount of time that has elapsed since the approval or decision that is
now at issue and (2) the safety or security risk if the NRC does not take the backfitting action.

When the compliance backfitting issue is identified shortly after the NRC issues its approval
(e.g., within 2 years), a staff-prepared cost estimate of imposing the backfitting action using
information developed during the original justification may be sufficient to satisfy the
consideration of cost policy. But if significant time (e.g., more than 10 years) has passed since
the staff made the decision in question {e-g- :

determininges that a regulation or requirement is not satisfied, then the staff should identify the
benefits of compliance and compare these benefits to the cost of achieving and maintaining
compliance to ensure that costs have been adequately considered. The staff should apply a
graded approach® to the consideration of costs when justifying a backfitting action using the
compliance exception, with the level of cost consideration increasing from minimal consideration
involving issues with very recent NRC approvals to a more thorough consideration of costs for
issues with NRC approvals that occurred a significant time ago. The results of the cost
consideration are used to inform the decision.

If a risk-informed evaluation shows that imposing the compliance backfit would result in at least
a discerniable safety benefit, then the staff should further inform the regulatory decision process
with a consideration of the costs and benefits of the proposed compliance backfit. The staff is
given substantial flexibility, in accordance with Commission direction, to determine how much
cost consideration is appropriate based on the specifics of each case, the identified risk, and the
elapsed time since the approval or decision at issue.

18 In this context, a graded approach means that the process of ensuring that the level of cost consideration,
analysis, documentation, and actions used to comply are commensurate with (1) the relative importance to
safety, safeguards, and security, and (2) the magnitude of the risk involved.
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After careful consideration of the issue with respect to the risk to public health and safety or the
common defense and security, the available safety margin, the time period of the
noncompliance, and the staff's estimates of licensee costs for implementingation-of the |
compliance backfit, if the NRC determines that it should not impose the compliance backfit, then
the NRC-agency may initiate and issue an acceptance of the existing condition in accordance |
with the appropriate process. Whether the NRC issues an acceptance depends on the specific
circumstances of the proposed action, and the staff should consult with OGC and the Office of
Enforcement on this issue. In such cases, the NRC should consider initiating the process to
grant such an exemption, relief, or license amendment.

Appendix B to this NUREG contains a compliance exception worksheet that the staff should use
to determine the applicability of the compliance exception.

2356-232.5.2.3 Documenting Compliance Exception Evaluations

To ensure the compliance exception’s proper application, documented evaluations prepared to
justify invoking the compliance exception should clearly and thoroughly describe each of the
elements listed in Section 2.5.2.2. Appendix C to this NUREG contains a guide for drafting a
documented evaluation to justify a compliance backfitting action. The staff's compliance
backfitting documentation should include risk insights to give the staff sufficient information to
determine an acceptable schedule for the licensee to implement the backfit.

The office director responsible for issuing the backfitting action must approve any documented
evaluation. and The staff should send a copy of the documented evaluation sheuld-be-sentto
the EDO and appropriate regional administrator before the-staff-transmittings the backfitting
documentation to the licensee. If itthe staff cannot justify the proposed action using the
compliance exception; and the-staff-cannot justify a cost--beneficial substantial safety
enhancement, then the staff must document its conclusions as described in Chapter 6 of this
NUREG.

2.36-2.6  Question 5: Does the pProposed bBackfitting aAction eConstitute a
€Cost-jJustified sSubstantial ilncrease in the eOverall pProtection of pPublic
hHealth and sSafety or the eCommon dDefense and sSecurity, or dDoes the
€Change aAffecting ilssue fFinality in the pProposed aAction sSatisfy an ilssue
fFinality eCriterion?

2.36.1-2.6.1 _Background

If the staff determines that it cannot justify its proposed action using either of the adequate
protection exceptions or the compliance exception to the requirement to conduct a backfit
analysis, then the staff needs to consider whether it can justify the proposed action using a
backfit analysis. In a two-part test, the staff must first show that the proposed action would
provide a substantial increase in the overall protection of the public health and safety or the
common defense and security. If the staff can reach that conclusion, then it must determine
whether the direct and indirect costs of implementing the backfitting action are justified in view
of the increased protection. These standards appear in 10 CFR 50.109(a)(3), 70.76(a)(3),
72.62(c), and 76.76(a)(3); and in certain issue finality regulations under 10 CFR Part 52.

If the proposed action is not shown to result in a substantial increase in overall protection, the
staff should not proceed further with the backfit analysis because the backfitting action cannot

2-21



N
(o))

be justified. If the proposed backfitting action is shown to result in a substantial increase in
overall protection, but the costs cannot be justified, then the backfitting action cannot be
justified. In either event, the staff should document its conclusions as described in Chapter 6 of
this NUREG.

2.36.22.6.2 Determinations of Cost-Justified Substantial Increase in Overall Protection
" T

Using a cost-justified substantial increase in overall protection justification requires that the
backfitting action would provide a “substantial increase” in protection. In the 1985 Backfit Rule
SOC, the Commission stated that “substantial” means “important or significant in a large
amount, extent, or degree.” Under such a standard, the Commission stated that it would not
ordinarily expect that facility improvements that result in an insignificant or small benefit to the
public health and safety or the common defense and security, regardless of costs, would be
required through cost-justified substantial increase in overall protection backfitting.

| The definition of “substantial” is ultimately a regulatory and policy determination—Fhe
determination-however- that must be ratienal-(i-e-neotillegical-and-supported by evidence or
fact, as applicable. |
This approach is flexible enough to allow for arguments that consistency with national and
international standards, or the incorporation of widespread industry practices, contributes

directly or indirectly to a substantial increase in safety. Such arguments concerning consistency
with other standards, or the incorporation of industry practices, may have to rest on the aspects
of a given proposed action.

In SRM-SECY-93-086, “Backfit- Considerations;~the Commission explained that the “substantial
increase” criterion “allow[s] for qualitative consideration of factors to determine that a given
proposed rule would substantially increase safety.” In accordance with SRM-SECY-14-0087,
“Qualitative Consideration of Factors in the Development of Regulatory Analyses and Backfit
Analyses,” dated March 4, 2015, this consideration of qualitative factors does not authorize an
expansion-of such-consideration-their expanded use in regulatory analyses and backfit
analyses. Instead, the staff should use qualitative factors in a judicious and disciplined manner
to inform decisionmaking, in limited cases, when quantitative analyses are not possible or
practical (e.g., due to lack of methodologies or data). NUREG/BR-0058 is intended to be a
primary source of guidance on the application of the “substantial increase” standard as well as
the application of the Commission’s safety goals. While the staff should strive to use all
available quantitative factors, the consideration of qualitative factors in regulatory
decisionmaking can be important to the overall understanding and discussion of the impacts of
a regulatory action. The quantitative information must meet generally accepted professional
levels of quality and reliability for use in quantitative analyses. Qualitative analysis should be
used in accordance with NUREG/BR-0058. The staff uses a risk-informed decisionmaking
framework as-irputinto determine whether the substantial safety enhancement criterion is met.

If the NRC does not have access to quantitative information on benefits or costs when it is
preparing the backfit analysis, then the NRC-agency has several alternatives:

e The NRC can seek to-ebtain-the necessary quantitative benefit or cost information, for
example, by performing a literature search, querying other Federal agencies, requesting
that the information be provided voluntarily (e.g., in a prepesed-rule-Federal Register
notice for a proposed rulemaking), issuing an order or a 10 CFR 50.54(f) letter (for
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10 CER Part 50 licensees) for submission of information, or adopting a regulation |
requiring the submission of the necessary information. Any information requests to the
public or affected stakeholders must meet applicable legal requirements such as those
of the Paperwork Reduction Act. The staff should not communicate with the licensee
about the possible backfitting until after receiving management’s approval to do so.

e The NRC can explain the efforts it took to obtain the information or explain that the
information is not reasonably available or known to any entity and proceed with a
qualitative determination of benefits and costs.

Averted offsite costs that result from an estimated decrease in accident frequency or severity
that are tied directly to public health and safety are considered benefits (i.e.,-_safety
enhancement). The intent of the Backfit Rule is to consider as benefits only averted offsite
deaths and adverse health effects that result from an estimated decrease in accident frequency
or severity attributable to the proposed backfitting. The staff should treat averted costs, such as
onsite and offsite property damage as defined in NUREG/BR-0058, as an offset against other
licensee costs to calculate the net backfit cost. The backfit analysis should clearly state that
costs of averted onsite and offsite property damage are not counted as a benefit, and these
costs are considered after the staff has determined that the proposed action will result in a
substantial increase in the overall protection of the public health and safety or the common
defense and security.

Notably, the substantial increase in overall protection must pertain to the “overall protection of
the public health and safety or common defense and security.” The Commission explained in
the 1985 Backfit Rule SOC that the principal purpose of this standard was “to ensure that both
[the proposed backfit's] negative and positive effects are taken into account in deciding whether
the backfit is justified.” The backfit’s effects on protection provided by the facilityplart as a

whole, not just the part of the plant-facility being backfitted, is the “overriding consideration.”

The backfitting provisions in 10 CFR 72.62 differ from the backfitting requirements for nuclear
power reactor licensees by specifically including occupational safety within the provisions of
10 CFR 72.62(b) and (c)(1). Under 10 CFR 72.62(b), the NRC must consider occupational
health and safety in terms of adequate protection, and 10 CFR 72.62(c)(1) directs the NRC to
consider occupational health and safety in determining whether the proposed action would
result in a substantial increase in overall protection as part of a backfit analysis. In

10 CFR 50.109(c) and 10 CFR 70.76(b), the backfitting provisions require the NRC to consider |
radiological exposure (and hazardous chemicals under 10 CFR 70.76(b)) of facility employees
only as part of a backfit analysis. Therefore, in addition to considering members of the public,
cost-justified backfit analyses that are performed to satisfy these regulations need to also
consider onsite personnel when analyzing the substantial increase in the overall protection
resulting from the proposed action.

The Commission has also directed the staff to evaluate the NRC'’s regulatory actions that affect
nuclear power plants for conformity with the NRC’s policy statement on safety goals for the
operation of nuclear power plants. The 1986 policy statement sets out two qualitative safety
goals and two quantitative health objectives. Both the safety goals and health objectives apply
only to the risks to the public from the accidental or routine release of radioactive materials from
nuclear power plants. The safety goal evaluation applies only to regulatory initiatives
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considered to be generic safety enhancement backfits that are subject to the substantial
additional protection standard at 10 CFR 50.109(a)(3). A safety goal evaluation is not
necessary for new requirements within the exceptions at 10 CFR 50.109(a)(4)(i)—(iii) or for a
facility-specific cost-justified substantial increase in overall protection backfitting. If the
proposed safety goal screening criteria in NUREG/BR-0058 are satisfied (i.e.,- any decision
except a no-action decision), then the NRC considers that the substantial additional protection
standard is met for the proposed new or revised requirement.

2.36:3-2.6.3 Documenting a Backfit Analysis

A backfit analysis must consider the factors listed in the applicable 10 CFR provisions and any
other information relevant and material to the proposed backfitting. In 40-CERPart-56;
10 CFR 50.109(c), the NRC lists the relevant factors that must be included in a backfit analysis:

1. statement of the specific objectives that the proposed backfit is designed to achieve;

2. general description of the activity that would be required by the licensee or applicant to
complete the backfit;

3. potential change in the risk to the public from the accidental offsite release of radioactive
material;

4. potential impact on the radiological exposure of facility employees;

5. installation and continuing costs associated with the backfit, including the cost of facility
downtime or the cost of construction delay;

6. the potential safety impact of changes in plant or operational complexity, including the
relationship to proposed and existing regulatory requirements;

7. the estimated resource burden on the NRC associated with the proposed backfit and the
availability of such resources;

8. the potential impact of differences in facility type, design, or age on the relevancy and
practicality of the proposed backfit; and

9. whether the proposed backfit is interim or final and, if interim, the justification for
imposing the proposed backfit on an interim basis.

The level of detail in a backfit analysis can vary, depending on the circumstances. In general,
the complexity and comprehensiveness of the analysis should be limited to that necessary to
provide an adequate basis to show that the proposed regulatory action provides a cost-justified
substantial increase in overall protection. The analysis should emphasize simplicity, flexibility,
and logic, both in terms of the type of information supplied-and the level of detalil

suppliedprevided.

Similar to documented evaluations, the Director of NRR or NMSS, whichever is responsible for
issuing the backfitting action (for facility-specific backfitting) or the Commission (for generic
backfitting such as rulemakings) must approve any backfit analysis. A-The staff should send a
copy of the backfit analysis sheuld-be-sent-to the EDO and appropriate regional administrator
before the-staff-transmittings the backfitting documentation to the licensee.
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Appendix C to this NUREG contains a guide for drafting a backfit analysis to justify a backfitting
action.

2.36.42.6.4 |ssueFipality
Each of the 10 CFR Part 52 approvals has a unique set of issue finality requirements. The staff
should be aware of the differences in requirements among the various approvals and between
10 CFR Part 52 provisions and 10 CFR 50.109 when dealing with any final approval. For
example, the DC issue finality requlations have criteria in addition to the adequate protection,
compliance, or substantial increase in overall protection concepts found in the Backfit Rule.
Where the issue finality regulations for these approvals have analogous requirements to the
Backfit Rule (e.g., adequate protection exception), the staff must follow the Commission’s polic
describing the order in which the requirements are considered (i.e., consider adequate
protection before considering any of the other issue finality provisions).

The DC issue finality regulations recognize that there may be additional reasons to amend DC
information. These reasons could include providing detailed design information to replace
design acceptance criteria, reducing unnecessary regulatory burden, contributing to increased
standardization of the design, or correcting material errors. Although the issue finality
regulations ensure that the NRC will maintain the stability of the licensing process by preserving
the safety conclusions reached in the DC rulemaking, they also provide flexibility for
amendments to the design.

In addition, as reflected in 10 CFR 52.98 and 10 CFR 50.109(a)(1)(vii), different backfitting
criteria may apply to different portions of a COL holder’s licensing basis. For example, if a COL|
holder references an approved ESP and a DC, then: (1) 10 CFR 50.109 would apply to the
portions of the licensing basis outside the scope of the referenced ESP and DC,

(2) 10 CFR 52.39 would apply to the site characteristics, design parameters, and terms and
conditions in the ESP, and (3) 10 CFR 52.63 would apply to design matters resolved in the DC,
unless the DC includes specific issue finality provisions, in which case those specific provisions
will govern.

The nature of issue finality may differ depending on the regulation and the information in
question. For example, 10 CFR Part 52, Appendix D, “Design Certification Rule for the AP1000
Design,” Section VI, provides that nuclear safety issues within the scope of the certified design
are resolved and that “additional or alternative structures, systems, components, design
features, design criteria, testing, analyses, acceptance criteria, or justifications” are
unnecessary. However, Section VI does not accord such finality to operational requirements in
the design control document. For ESPs, 10 CFR 52.39 provides issue finality, but a COL,
construction permit, or operating license applicant referencing the ESP must “update the
emergency preparedness information that was provided under 10 CFR 52.17(b), and discuss
whether the updated information materially changes the bases for compliance with applicable
NRC requirements.” For DC renewal, the NRC must meet the backfit-like criteria of

10 CFR 52.59(b) to impose other requirements, but to renew the DC, 10 CFR 52.59(a) requires
a finding of, among other things, compliance with the regulations in effect at initial certification.
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provision. The staff can use a guide in Appendix C to this NUREG, revised as appropriate for
the issue finality criteria, to document this issue finality assessment.
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3 FORWARD FITTING

3.1 Background ~ - 7| Commented [BH96]: The staff’s edits in Section 3.1
clarify the definition of a “forward fit” and introduce the

Management Directive {MD)-8.4,-Management-of Backfitting-Forward-Fittingtssue-Finality, justification and cost consideration elements of the forward
and-nformation-Requests;  dated-September20-2019; contains the Commission’s forward fitting assessment, which Section 3.1 of the draft NUREG did
not do.

fitting policy. Forward fitting is similar to backfitting in that ferward-fitting-it promotes regulatory

stability, reasoned decisionmaking, and transparency. Like backfitting, forward fitting occurs
when requires-the U.S. Nuclear Regulatory Commission (NRC) te-justify-the-impesition-impose
on an affected entity (i.e., one of the entities listed in Section 2.3 of this NUREG) licensee-of-a
new or amended requirement or staff interpretation of a requirement that results in the
modification of or addition to systems, structures, components, or the design of a facility; erthe |
design approval or manufacturing license for a facility; or the procedures or organization
required to design, construct, or operate a facility. However, unlike backfitting, forward fitting
occurs only during licensing actions that are initiated voluntarily by an affected entity-licensee;
when the imposition of —'Fhe—fema#el—ﬁt—happens—when—the—NRG—rmpese&the qualifying new or
amended requirement or staff interpretation of a requirement ais a condition’ of approving the
lieensee’s-affected entity’s requested licensing action, and the licensee’s-affected entity’s
underlying request did-does not propose to comply with the new or revised requirement or
interpretation. To justify a forward fit, the NRC must show that the forward fit satisfies the
definitions of “direct nexus” and “essential.” These additional aspects of forward fitting can
differentiate a proposed forward fit from a proposed backfit. A complete forward fitting
assessment also considers the costs of the forward fit.

The forward fitting policy applies te-only to those licensees-affected entities that are alse-within |
the scope of backfitting provisions. Forward fits generally do not include instances when an
applicant files an initial licensing action for a new facility. However, as discussed in

Section 5.1.3.2 of this NUREG, to impose any change from the requirements or regulatory staff
positions that such applicants relied upon in the-developingment ef-their applications, the NRC
staff should follow the same reasoned decisionmaking process as it would to impose a forward
fit.

3.2 Forward Fitting DeterminationsScreening

To determine whether the-an NRC proposed action constitutes forward fitting, the agency must
screen the proposed action to determine if it meets the definition of a “forward fit.” This

definition is met when each of the following statements mustbe-is true} _ - 7| Commented [BH971: These edits align forward fitting

screening with the questions in backfitting screening (i.e.,

(1) [The NRC is reviewing a request for a licensing action veluntariby-initiated-submitted by does the proposed action apply to an entity within the
an affected entity-licensee {i.ethe licensee-was-notrequired-to-initiate-the licensing scope of forward fitting, and would the proposed action

action-in-response-to-an-order-or other-new-requirement). fne=atheldefnitionlofaloveTdiiD

(2)- The licensee-affected entity voluntarily initiated the requested licensing action
(i.e., the affected entity was not required to initiate the licensing action in response to an

order or other new requirement)is-ameng-the-entities listed-in-Section2.-3-of this NUREG

tha%a#ewmnme—seepeeﬂhe—baekﬂtmg—pmyﬁted—mlabwt 7777777777 | commented [KA98]: The staff switched the order of

statements 1 and 2 to reflect a more efficient application of
the screening questions.

! The use of “condition” in forward fitting is not limited to a license condition. It is an NRC-imposed
stipulation to its approval.
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(3)-The staff's proposed action is the imposition of either—

(a) a—a new or changed (e.g., -amended, revised, or modified) NRC requirement
(e.g.,-.a regulation or order),; or

(b) a new or changed staff interpretation of an NRC requirement.

(4)-The imposition of the new or changed requirement or interpretation will result in a
modification or addition to any of the following:the-licensee’s—

(a)-systems, structures, or components of its-the affected entity’s facility;

(b)-design (including but not limited to design-ceriification;-standard design approval; or
manufacturing license) of its the affected entity’s facility;-er

(c)- procedures or organization required for designing, constructing, or operating its_the
affected entity’s facility-

(5)-The new or changed NRC requirement or interpretation being imposed on the licensee
affected entity is a condition of the NRC’s approval of the affected
entitylieensee--initiated licensing action.

(6)-The licensee’s-affected entity’s underlying request did-NOFdoes not -propose to comply
with the staff's proposed new or revised requirement or interpretation._[This means that
the affected entity’s initial submittal of the requested licensing action and any written
supplements do not include, as part of the licensing action, a proposal to comply with the
staff’'s new or revised requirement or interpretation. Commitments offered in the affected
entity’s requested licensing action would not constitute legally binding requirements if the
NRC approves the requested licensing action, so such commitments would not
constitute the affected entity’s proposal to comply with the staff's new or revised
requirement or interpretation. Section 5.1.1.6 of this NUREG contains more information

on commitments, /W

If one or more of the statements is not true, then the proposed action is not forward fitting. [For
example, the staff’'s proposed action cannot be a requirement or staff position that is already in
the affected entity’s licensing basis (statement 3). Or, if the proposed action is similar to an
action described in Section 2.2 of this NUREG (i.e., would not meet the definition of backfitting
and, therefore, the definition of forward fitting), then the staff should consider the guidance in
Section 2.2 to determine whether the proposed action is within the scope of forward fitting. The -
staff should document that conclusion as described in Chapter 6 of this NUREG-ard-preceed-to

ion. If the second statement is not true, then the staff needs to assess the
proposed action for backfitting. If one or more of the other statements is not true, then the staff
may take the proposed action without justifying it as a forward fit or backfit. However, if all the
statements are true, then the staff's proposed action eenstitutes-meets the definition of a
“forward fitting,” and the staff must justify the proposed action to impose it _-

Commented [AK99]: The staff added this guidance to
clarify statement #6.

Commented [KA100]: The staff added these examples to
address actions that do not meet the definition of forward
fitting.

Commented [KA101]: The staff revised this paragraph to
clarify that, when the proposed action does not meet the
definition of a forward fit, the NRC may still take the
proposed action if certain conditions are met.
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3.3 [Forward Fitting Justificationdustifying Ferward Fits and Documenting the |
Analyses

The NRC justifies the forward fit by showing in the forward fitting assessment that the following
criteria are met: (1) there is a direct nexus between the new or modified requirement or
requlatory staff position and the affected entity’s request, and (2) the imposition of the new or
modified requirement or regulatory staff position is essential to the NRC staff’'s determination of
the acceptability of the affected entity’s request.

Il direct nexus between the new or modified requirement or regulatory staff position and the

affected entity’s request occurs when both of the following statements are true:

(1) The affected entity’s requested change would create:

(a) a safety or security issue, or

(b) a noncompliance with a requirement that is already in the affected entity’s licensing
basis or a new requirement the affected entity proposed in its requested change,

that would not exist but for NRC approval of the requested change without a condition.

(2) The NRC’s proposed condition would address the issue or noncompliance.

Commented [RT102]: The staff deleted this paragraph
because some of these examples would be backfitting under
the revised forward fitting framework. Also, Section 3.4
provides more detailed scenarios.

— — "| Commented [KA103]: The staff moved this paragraph to
Section 1.2.2.2.

-~ ~ 7| Commented [BH104]: The staff deleted this paragraph
because some of these examples would be backfitting under
the revised forward fitting framework. Also, Section 3.4
provides more detailed scenarios.

e ‘[Commented [BH105]: Comments 4.3.3.4.3.4

- ‘[Commented [BH106]: Comment 4.3.4
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The first element of the direct nexus definition specifies the types of issues identified during the
NRC’s review of the affected entity’s request that could be the subject of a forward fit. If the
affected entity’s change would not create the issue or noncompliance if approved by the NRC
without a condition, then the issue or noncompliance existed before the affected entitylicensee
submitted its request. In this case, the direct nexus criterion is not met, and the NRC should
take the appropriate regulatory action to address the issue or noncompliance. If an existing
requirement or staff position within the affected entity’s licensing basis can address the issue or
noncompliance, then the NRC’s condition of its approval based on an existing requirement or
staff position would not meet the definition of a “forward fit” in Management Directive 8.4

(i.e., “the imposition of a new or modified requirement or regulatory staff interpretation of a
requirement”). The second element of the direct nexus definition establishes the “direct”
relationship between the affected entity’s request and the NRC'’s condition.

Forla forward fit to be “essential,” it must be necessary for the NRC staff to make the safety or
security finding to support the agency’s approval of the affected entity’s request. A forward fit
that is “necessary to make the safety or security finding” will likely be necessary for adequate
protection? or continued compliance with all applicable requirements, but the definition of
“essential” is not limited only to adequate protection or compliance because the standards for
the NRC findings differ depending on the licensing action. For example, Title 10 of the Code of
Federal Regulations (10 CFR) 50.92, “Issuance of amendment,” and 10 CFR 50.40, “Common
standards,” require that, for license amendments, the staff conclude that there is reasonable
assurance that the public health and safety will not be endangered by operation in the proposed
manner, there is reasonable assurance that such activities will be conducted in compliance with
the Commission’s regulations, and the issuance of the amendments will not be inimical to the
common defense and security or to the public health and safety. The conclusions needed for
determining the acceptability of relief requests, proposed alternatives, exemptions, or other
requests will differ from those for license amendments. The staff should use the applicable
regulations and guidance for a specific requested licensing action review to determine what
information, including risk insights, is essential to make a conclusion on the acceptability of the

request.

Thel NRC's use of the term “compliance” in a forward fitting context is not the same as use of
the term “compliance” in a compliance exception under the Backfit Rule. In the forward fitting
context, “compliance” looks ahead to ensure that the affected entity would continue to comply
with all applicable requirements following the NRC'’s review and approval of the request. In

contrast, “compliance” when used in the context of compliance exception backfits looks back to

- ‘[Commented [BH107]: Comments 4.3.4,4.3.6

- ‘[Commented [BH108]: Comment 4.3.4

the time of a previous NRC approval. [Thel use of risk also differs in these two processes. When

considering a compliance backfitting action, the staff should evaluate the safety or security risk if
the NRC does not take the backfitting action. With forward fitting, if the staff does not impose
the condition necessary to ensure compliance, then the staff would be knowingly approving a

2 However, as explained in Management Directive 8.4, forward fits will not usually be justifiable as necessary
for adequate protection because the NRC already had an opportunity to consider whether the new or
changed requirement or staff position was necessary for adequate protection of the public health and safety.
This occurred when the NRC established or modified the requirement or regulatory staff position and the
NRC determined whether the resulting position should be imposed as a backfit on existing facilities. Under
the mandatory backfitting provisions of 10 CFR 50.109(a)(5). 70.76(a)(5), and 76.76(a)(5), and the portions
of 10 CFR 72.62(b) on backfitting necessary to ensure adequate protection of the public health and safety, if
such a change were necessary to ensure adequate protection of the public health and safety when the new
or modified requirement or regulatory staff position was made, the NRC would have been required to impose
it as a backfit. Because such a backfit has not been imposed if the staff is considering a forward fit, it is
unlikely that a change could be justified as necessary to ensure adequate protection of the public health and
safety.

i

Commented [BH109]: The staff added this discussion of
risk in the context of forward fits necessary for compliance.
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noncompliance, which is not permissible under the NRC’s regulations (e.g., under
10 CFR 50.92(a) and 10 CFR 50.57, the Commission cannot issue an amendment to an
operating license until finding that, among other things, the facility will operate in conformity with

the Atomic Energy Act of 1954, as amended, and the rules and regulations of the Commission)

If the proposed action cannot satisfy the direct nexus or essential definition, then the proposed
action is not a justified forward fit. The staff should document that conclusion as described in
Chapter 6 of this NUREG. | the staff intends to pursue the imposition, then the staff must

may communicate the results of the forward fitting screening and justification to the requesting
affected entity. Section 5.1.4 of this NUREG contains guidance for NRC staff communications
with the affected entity about the safety or security issue or compliance issues preventing NRC
approval and the options available to the NRC staff and affected entity. Each communication tg

an _affected entity of a proposed or issued forward fitting action should include the forward fittin

assessment for the action and instructions on the use of the appeals process (see Chapter 4 of
this NUREG for more information on the appeals process). Subsequently, if the staff decides tg

pursue the forward fit, then it needs to consider the costs of the proposed forward fit in
accordance with Section 3.5 of this NUREG and determine the appropriate action.

. - ‘[Commented [KA110]: Comment 4.3.7 ]

- ‘[Commented [BH111]: Comments 4.3.16, 4.3.17, 4.3.18 J
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3-6

Commented [BH112]: The staff replaced these
paragraphs with the preceding paragraphs describing the
definitions of “direct nexus” and “essential,” although some
text was moved to the new Section 3.5 on “cost
consideration.”

Commented [BH113]: The staff deleted this paragraph
and the next one because the scenarios described therein
would not be possible under the revised forward fitting
framework. If the staff cannot approve the requested
action even with the staff’s proposed condition, then the
condition does not meet the definition of “direct nexus,”
“essential,” or both.

- ‘[Commented [BH114]: Comment 4.3.12

]

]

Commented [BH115]: The staff moved the substance of
this paragraph to new Section 3.5, “Cost Considerations.”
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3.4 Forward Fitting Screening and Justification Scenarios

The following scenarios demonstrate how the definitions of a “forward fit,” “direct nexus,” and
“essential” would be applied in a voluntarily submitted license amendment request (LAR) to

change existing structures, systems, and components (SSCs) within the licensing basis of an
affected entity. These scenarios do not address the forward fitting assessment’s final step of

considering costs.

3.4.1 _NRC Condition Meets Definitions of “Forward Fit,” “Direct Nexus,” and
“Essential”

The NRC identifies a safety or security issue or noncompliance that would result from NRC
approval of the LAR without imposing a condition to address the issue or noncompliance. The
issue or noncompliance would prevent the NRC from making the findings necessary to approve
the LAR. The NRC'’s proposed condition to address the issue or noncompliance is not already
within the affected entity’s licensing basis.

The NRC'’s proposed condition meets the definition of a “forward fit” because the condition
would impose a staff position that modifies an SSC as a condition of the NRC’s approval of an
affected entity-initiated request for a licensing action when the underlying request did not
propose to comply with the staff position, and the proposed condition is a new or changed
requirement or staff position (i.e., it is not already within the affected entity’s licensing basis).
The definition of “direct nexus” is met because (1) the affected entity’s requested change, if
approved by the NRC without a condition, would create a safety or security issue, or a
noncompliance with an existing requirement or new requirement proposed by the affected entit

that would not exist but for the change, and (2) the NRC condition would address that issue or
noncompliance. The definition of “essential” is met because the forward fitting action would be
necessary to make the safety or security finding to support the NRC’s approval of the affected
entity’s request.

The NRC could discuss the staff’'s concern about the LAR with the affected entity in accordanceg
with Section 5.1.4 of this NUREG. If the affected entity does not supplement its LAR to addresg

the issue or withdraw the LAR, then the NRC has options, including denying the LAR or
pursuing the forward fit.

e ‘[Commented [KA116]: Comment 4.3.15
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3.4.2 NRC Condition Meets Definitions of “Forward Fit” and “Essential” but Not “Direct
Nexus”

In its review of the LAR, the NRC identifies an error it made in a previous licensing action that
results in a noncompliance with a requirement, and the LAR under review relies on the
erroneous prior approval. The noncompliance existed before the LAR, so approving the LAR
would not create the noncompliance. Because the affected entity is acting in accordance with
an NRC approval, the NRC cannot issue a violation for the noncompliance. However, the
noncompliance must be corrected before completing the review of the LAR because the
noncompliance would prevent the NRC from making the findings necessary to approve the LAR.
The NRC’s proposed condition would correct the previous licensing error.

The NRC'’s proposed condition meets the definition of a “forward fit” because the condition
would impose a staff position that modifies an SSC as a condition of the NRC’s approval of an
affected entity-initiated request for a licensing action when the underlying request does not
propose to comply with the staff position. However, the NRC'’s proposed condition does not
meet the definition of “direct nexus” because the LAR did not create the noncompliance (i.e., the
noncompliance existed before submittal of the LAR). The definition of “essential” is met
because the NRC’s proposed condition would be necessary to make the safety or security
finding to support the NRC’s approval of the affected entity’s request.

Because the NRC’s proposed condition does not meet the definition of “direct nexus,” the NRC
cannot pursue forward fitting. However, the NRC’s condition could constitute backfitting
because the NRC would be imposing a new staff position on the affected entity. Thus, the
“causal” element of backfitting would be met. The NRC could discuss the staff's concern about
the LAR with the affected entity. If the affected entity does not voluntarily supplement its LAR to
address the issue, then the NRC may need to perform a backfitting assessment to determine if
it can pursue backfitting before completing its review of the LAR. Alternatively, the NRC could
deny the LAR and pursue backfitting to correct the previous licensing error. Sections 2.4

and 5.1.4 of this NUREG contain additional guidance on the relationship between backfitting
and licensing actions.

3.4.3 NRC Condition Meets Definitions of “Forward Fit” and “Direct Nexus” but Not
“Essential”

The NRC identifies a safety or security issue (but not a noncompliance) that would result from
agency approval of the LAR without imposing a condition to address the issue. The issue would
not prevent the NRC from making the findings necessary to approve the LAR because of the
issue’s very low safety significance (e.g., NRC Regulatory Guide 1.174, “An Approach for Using
Probabilistic Risk Assessment in Risk-Informed Decisions on Plant-Specific Changes to the
Licensing Basis,” discusses the use of probabilistic risk information in assessing an issue’s
safety significance). The NRC’s proposed condition to address the issue is not already within
the affected entity’s licensing basis.

The NRC'’s proposed condition meets the definition of a “forward fit” because the condition
would impose a staff position that modifies an SSC as a condition of the NRC’s approval of an
affected entity-initiated request for a licensing action when the underlying request does not
propose to comply with the staff position, and the proposed condition is a new or changed
requirement or staff position (i.e., it is not already within the affected entity’s licensing basis).
The definition of “direct nexus” is met because (1) the affected entity’s requested change, if
approved by the NRC without a condition, would create a safety or security issue that would not

3-8
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exist but for the change, and (2) the NRC condition would address that issue. However, the
definition of “essential” is not met because the proposed condition would not be necessary to
make the safety or security finding to support the NRC’s approval of the affected entity’s
request.

The NRC cannot justify a forward fitting action. The NRC could assess the proposed condition
for backfitting. If backfitting can be justified, then the NRC could discuss the staff’'s concern
about the LAR with the affected entity in accordance with Section 5.1.4 of this NUREG.

3.4.4 NRC Condition Meets Definition of “Forward Fit” but Not “Direct Nexus” or
“Essential”

The NRC can approve the LAR without a condition but proposes to condition its approval on a
change to the licensing basis without identifying a safety or security issue or noncompliance tha|

would result from NRC approval of the LAR without a condition (e.g., imposing a newer version
of guidance that provides a greater safety margin). The NRC'’s proposed condition meets the
definition of a “forward fit” because the condition would impose a staff position that modifies an
SSC as a condition of the NRC’s approval of an affected entity-initiated request for a licensing
action when the underlying request does not propose to comply with the staff position, and the
proposed condition is a new or changed requirement or staff position (i.e., it is not already withir

the affected entity’s licensing basis). The NRC’s condition of its approval would not be needed
to address a safety or security issue or noncompliance, so the NRC condition would have no
direct nexus to the LAR. Also, because the NRC could approve the LAR without the condition,
the condition would not be essential to the NRC’s acceptance of the LAR.

Furthermore, the condition would improperly introduce a nonmaterial issue that is outside the
scope of the LAR. The NRC’s regulations limit intervention in proceedings to matters within the

scope of the proceeding and material to the findings the NRC must make to issue the LAR. Jug

as the NRC regularly denies intervention petitions attempting to introduce matters outside the
scope of the proceeding and required findings, the NRC staff cannot introduce matters outside
the scope of the LAR.

However, the NRC'’s condition could constitute backfitting. The NRC determined that it could
approve the LAR. If the NRC'’s approval of the LAR without the condition is considered the
applicable staff position, then the NRC’s condition of the approval would be imposing a staff
position that is new or different from the previously applicable staff position. Thus, the “causal”
element of backfitting would be met. The NRC would need to subject the condition to a
backfitting assessment.

3.5 [Cost Considerations|——

If the staff’'s proposed action meets the definitions of a “forward fit,” “direct nexus,” and
“essential,” then to complete the forward fit assessment, the staff informs its decision with a cos

P ‘[Commented [KA117]: Comment 4.3.30

consideration. The Commission gives the staff substantial flexibility in determining how much
cost consideration is appropriate based on the specific facts of each case.

[The] standards for considering costs are different for forward fitting and backfitting. _In a backfit |
analysis, the NRC must show that the proposed agency action would be cost-justified. For a
compliance backfit or a forward fit, the NRC must only consider costs to inform the decision

whether to take the backfitting or forward fitting action. During the forward fitting process, the

- ‘[Commented [BH118]: Comment 4.3.30

affected entity would still have the choice to revise its request, withdraw its request, or accept
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the NRC'’s proposed forward fit. |If the affected entity has already incurred costs associated with
the request, then the affected entity assumes that licensing risk. The cost estimated for the
forward fit would exclude those costs.

IThe! staff should compare the costs of all methods of implementing the forward fit and the select -

least costly alternative. When there is only one method to implement the forward fit, then the
staff should evaluate the incremental cost of the forward fit. Because the staff has the option to
deny the requested licensing action and the affected entity has the option to revise or withdraw
its request, the cost consideration can inform the decisionmaking path. The staff may use a
reqgulatory analysis to demonstrate its cost consideration. NUREG/BR-0058 provides guidance
on the preparation of a regulatory analaysis.

that is not within that affected entity’s licensing basis), then the staff should inform its
facility-specific requlatory analysis using the generic regulatory analysis that was performed by
the staff when it issued the generic staff position. If no prior staff position exists because
approval of the requested licensing action without a condition would create a safety or security
issue or noncompliance that would not exist but for the requested licensing action presents-a
case-of firstreview-and, thus, no applicable regulatory analysis exists, then the staff still needs
to conS|der the costs of the forward flt-}bu{—lsnet—reqw;eﬁe—pe#e#n-a—sne—speememguh%ew

3.6 Documenting the Forward Fit Assessment

Appendix C to this NUREG contains a guide for drafting a forward fit aralysis-assessment to
justify-support a forward fitting action. Unlike a backfit analysis described in Section 2.6 of this
NUREG, a forward fit aralysis-assessment contains the staff‘s evaluation of the proposed action
against the definitions of a “forward fit,” -ard-the-“direct nexus.” and “essential” and -to-the staff's
finding”eriteria,and the staff's consideration of the costs of the forward fit. orits basis for
determining that the forward fit involves adeguate protection.

‘[ Commented [BH119]: Comment 4.3.9 J

Commented [BH120]: The staff revised this paragraph
and made it the first sentence of the next paragraph.

= ‘[ Commented [BH121]: MD 8.4, Comment 4.3.28 ]

Commented [BH122]: The staff deleted this text because
a regulatory analysis is “site specific” if it supports a “site
specific” licensing action.

Commented [BH123]: This sentence became the last
sentence in Scenario 4 in Section 3.4.




4 BACKFITTING AND FORWARD FITHINGMANAGEMENT DIRECTIVE

2 8 4 APPEALS{ _ - | Commented [KA124]: The staff reorganized this chapter
777777777777777777777777 to clarify and add new guidance on submitting and

processing appeals. The staff significantly revised the

4.1 Introduction chapter, so the tracked changes view may not be helpful.

-

3

__ — | Commented [KA125]: The staff revised and moved the
information in this paragraph to Section 4.2.

__ — — | Commented [KA126]: Comments 4.4.3,4.4.16, 4.4.17
(Conforming changes were made throughout the NUREG to

18  a backfitting or forward fitting assessmentprecess. This NUREG refers to a backflttlnq or v | reflect that the appeal process applies to proposed and
19 forward f|tt|nq appeal as an “‘MD 8.4 appeal "1 |[Each-communication-of-a-backfitting-or forward '\ | ssued actions.)

i i Commented [KA127]: Revised to reflect MD 8.4

b \\ language.

S { Commented [BH128]: Comment 4.4.2 )

Commented [KA129]: The staff revised and moved this
information below in this Chapter 4 introduction.

__ — | Commented [BH130]: The staff revised and moved the
information in this paragraph to Section 4.2.

__ -~ | Commented [KA131]: The staff revised and moved
information from this paragraph to Section 4.2.

__ — — | Commented [KA132]: The staff moved this information
below in this Chapter 4 introduction.

42 can use the baekfitting-or-forward-fittingMD 8.4 appeal process onIy in either of the following
43  situations:

! An affected entity may appeal a change affecting issue finality using the MD 8.4 appeal process described ip
this chapter.
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e The NRC staff imposed (or will impose) a new or revised applicable-staff position_or

requirementbn the affected entitylicensee that the staff determined was not (or willnot - | commented [KA133]: The staff believes this language
be) backfitting or forward fitting; but that the affected entitylicensee believes is (or will be)

reflects the intent of the Commission’s policy.

backfitting or forward fitting.

e The NRC staff imposed (or will impose) ajn% applicable-staff position or requirementon - | Commented [KA134]: The staff believes this language
the licensee-affected entity that the staff determined was (or will be) backfitting or reflects the intent of the Commission’s policy.

forward fitting; but that the affected entitylicensee believes was (or is) not properly
justified. This includes an appeal to modify or withdraw a backfitting action for which the
staff conducted a backfit analysis or an appeal claiming that a backfitting action justified
by one or more of the adequate protection or compliance exceptions in fact must be
justified through a backfit analysis.

Affected entitieslicensees have two levels of appeal: _a first-level appeal at the office director
level® and a second-level appeal to the Executive Director for Operations (EDO). References to
the MD 8.4 appeal process in this NUREG include the first-level appeal and second-level
appeal, unless otherwise specified. [If the NRC already completed the MD 8.4 appeal process
for an issue (i.e., the NRC completes the first-level appeal and the second-level appeal, or the
NRC completes the first-level appeal and the opportunity for the affected entity to submit a
second-level backfit appeal has elapsed), then the NRC will not accept another MD 8.4 appeal
for the issue throughout its processing of the agency action unless the NRC substantively

changes the issue that the entity appealed, _ ~ - 7| Commented [KA135]: The staff added this guidance to
optimize agency resources pertaining to appeals involving
Affected entities may raise concerns about the NRC staff's application of the backfitting proposed and issued agency actions.

requlations and forward fitting policy during interactions with the NRC staff, as discussed in
Section 1.5 of this NUREG. Raising a backfitting or forward fitting concern does not constitute
submission of an MD 8.4 appeal. If an affected entity wants to appeal a proposed or issued
staff action, then the affected entity may follow the process described in Section 4.2 of this
NUREG. Appendix A to this NUREG provides a flowchart showing the MD 8.4 appeal process.

é&gfkwldme-a—pubhemeeﬂﬂg){ - w Commented [KA136]: The staff revised and moved the

information in this paragraph to Section 4.3.

In accordance with MD 8.4, the regional administrator is not the official decisionmaker but is expected to be
involved and may be the one receiving the appeal.




4.2 Using the Management Directive 8.4 Appeal Process

4.2.1 _Submitting an Appeal

The NRC accepts appeals only from those affected entities that are the subject of the staff
action that is the basis of the appeal.# The NRC does not accept MD 8.4 appeals of proposed

or issued NRC actions submitted by anyone other than an affected entity, including NRC staff®
who disagree with an agency action.

MD 8.4 appeals should be submitted in writing. For appeals to the Director of the Office of
Nuclear Reactor Regulation (NRR), the affected entity should submit the appeal in accordance

with 10 CFRSeetion 50.4, “Written communications,” or 10 CFR 52.3, “Written communications,’

as agghcable,eﬂ%@ef—the—@ed&eﬁede&a%gula#ens—(—t@—@% with a copy to the

appropriate regional administrator.-a
For appeals to the Director iepemer—theugﬁﬁe&ef—NaeleapReaeter—Reqwaﬁen—éNR%eFof the
Office of Nuclear Material Safety and Safeguards (NMSS), the affected entity should submit the

appeal in accordance with 10 CFR 70.5, “Communications,” or 10 CFR 72.4, “Communications,’

as applicable, with a copy to the appropriate regional administrator. For a second-level appeal
to the EDO, the affected entity should submit the appeal in accordance with 10 CFR 50.4,

10 CFR 52.3, 10 CFR 70.5, or 10 CFR 72.4, as applicable, with a copy to the applicable office
director and regional administratorExeeutive Director for Operations(EDO). [The affected entity

should also specify in its written appeal whether it requests that the NRC host a public meeting

= ‘[ Commented [KA137]: Comment 4.4.20

with the affected entity to discuss its appeal

[The affected entity’s authorized representative should sign the appeal. The appeal should statg

the capacity of the person signing; the signatory’s address, phone number, and e-mail address;

and the date of signature. The signature of a person signing an appeal is a representation that
the appeal has been subscribed in the capacity specified with full authority, that the individual
has read it and knows the contents, that to the best of the individual’'s knowledge, information,

- ‘[Commented [KA138]: Comment 4.4.13

and belief the statements made in it are true, and that it is not interposed for delay,|

An affected entity should submit_its first-level appeal_within 30_calendar days of the issuance
date of the NRC’s proposed or issued staff action (unless otherwise specified by the NRC in its
written communication to the affected entity of the proposed or issued staff action). The
first-level appeal should include sufficient documentation to justify the affected entitylicensee’s
basis for the appeal. The affected entitylicensee should indicate deficiencies in the staff’'s
peositionaction or provide other information that is relevant and material to the staff's action-er
peosition_and supports the affected entitylicensee’s position for the appeal.

A second-level appeal is an appeal of the outcome of the first-level appeal. The affected
entitylicensee may not request a second--level appeal until the NRC issues its decision on a
first--level appeal. If an affected entity wishes to submit a second-level appeal, then the
affected entity should submit a-the second-level appeal within 30 calendar days of the date of
the NRC'’s response to the first-level appeal decision unless otherwise specified by the NRC.

4 If an applicant under Title 10 of the Code of Federal Requlations (10 CFR) Part 50 or 10 CFR Part 52 is
among the entities listed in Section 2.3 of this NUREG and believes the staff has imposed a change in
requirements or regulatory staff positions from the applicable version of the standard review plan but did no

follow the same reasoned decisionmaking process as for a forward fit (see Section 5.1.3.2 of this NUREG)
then that applicant can submit an MD 8.4 appeal of that staff action.

5 The NRC staff may choose to_use the Differing Professional Opinion or nonconcurrence processes.
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4.2.2 Stakeholder Participation| _ - { commented [KA140]: Comment 4.4.12

Members of the public can participate in any public meeting associated with the MD 8.4 appeal
(except when MD 8.4 appeals meetings are closed because, for example, safeguards,
proprietary, or other sensitive information will be discussed). There may be other opportunities
to participate in proceedings related to a change to a facility’s license (e.q., through the
submission of a hearing or intervention request related to a license amendment; a petition via
10 CFR 2.206, “Requests for action under this subpart”; or general correspondence).

Sections 4.3.1.3 and 4.3.2.3 provide additional information about the level of public participation
in MD 8.4 appeal public meetings.

4.2.3 |Draft or Proposed Generic Documents or Actions for Comment __ - { Commented [BH141]: The staff moved this paragraph
from the draft NUREG Chapter 1’s discussion of generic
The backfitting appeals process is not applicable to generic documents or actions backfitting actions.

(e.q.,- guidance, communications, and rulemakings). As discussed in Chapter 5 of this NUREG,
the NRC must perform a backfitting assessment of proposed generic documents or actions.
Stakeholders have opportunities to raise backfitting concerns during the development of typical
generic documents or actions by submitting comments expressing their concerns. For example,
in rulemaking, stakeholders can comment on a proposed rule and the agency’s discussion of
backfitting in the proposed rule’s statement of considerations. The NRC will not process such
comments as MD 8.4 appeals.

4.2.4 Appeals of NRC Actions Subject to 10 CFR Part 2 Proceedingss  { Commented [KA142]: The staff added the next two

sections to account for proposed and issued actions and
An affected entity may submit an MD 8.4 appeal on a proposed or issued NRC action. address the relationship between appeals and the Part 2
However, the regulations in 10 CFR Part 2 for hearings and disputing violations take processes.

precedence over the MD 8.4 appeal process. The guidance in this section describes how the
NRC processes MD 8.4 appeals in relation to 10 CFR Part 2 proceedings.

4.2.4.1 lOrders and Management Directive 8.4 Appeals i - w Commented [KA143]: Comments 4.4.4, 4.4.12, 4.4.16,
and 4.4.17

The regulation at 10 CFR 2.202(e)(1) states, in part, that if an order involves the modification of
a 10 CFR Part 50 license and is a backfit, then the requirements of 10 CFR 50.109 shall be
followed unless the affected entity has consented to the action required. Therefore, if the NRC
proposes to issue an order that would constitute backfitting for a 10 CFR Part 50 affected entity,
then the NRC must subject the proposed order to a backfitting assessment before issuing the
order unless the order is needed to address an imminent threat to public health and safety or
the affected entity consents to the requirements of the order. The NRC typically provides the
affected entity the opportunity to submit a backfitting appeal on a proposed facility-specific
safety or security order (i.e., nonenforcement order) if time permits. Section 5.1.1.2 of this
NUREG defines “safety or security order” and “enforcement order” for the purposes of this
NUREG.

If the affected entity chooses to request a hearing on an issued order, then the MD 8.4 appeal
process does not apply. Rather, the provisions of 10 CFR Part 2, Subpart B, “Procedure for
Imposing Requirements by Order, or for Modification, Suspension, or Revocation of a License,
or for Imposing Civil Penalties,” would apply, as specified in MD 8.4. Any backfitting issues
could be raised within the 10 CFR Part 2 proceeding. The Atomic Safety and Licensing

Board (ASLB) is responsible for the resolution of the hearing, including any backfitting concerns
that are raised, and an MD 8.4 appeal would no longer be an option. The ASLB decision may
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be appealed (under 10 CFR Part 2) to the Commission. in this instance, the ASLB and
Commission would replace the MD 8.4 first-level and second-level appeals, respectively.

If the affected entity does not pursue an adjudicatory hearing, then it may submit an MD 8.4
appeal in accordance with this chapter only if the affected entity did not already submit an

MD 8.4 appeal of the proposed order and the issued order is not substantively different from the
proposed order. initi f i i i

ha NR

4.2.4.2 Violations and Management Directive 8.4 Appeals|

The NRC typically informs the affected entity at an inspection exit meeting that the inspection
results are predecisional until the inspection report or violation is issued. If an inspection report

documents a violation, then the report’s cover letter typically states that the affected entity may
contest the violation and its significance or severity within a specified time. If an inspection
report documents an apparent violation, then the report’s cover letter (i.e., a choice or
conference letter) typically provides a timeframe for the affected entity to communicate its
position on the facts and assumptions regarding the apparent violation.

An affected entity may submit an MD 8.4 appeal of a predecisional violation; however, doing so

may be premature and not result in an efficient use of NRC or affected entity resources.
Predecisional violations discussed at exit meetings are subject to subsequent NRC
management review before the NRC issues the inspection report, violation, or choice letter or
conference letter. After an exit meeting, the NRC inspector may continue to review supporting
documentation and consult with other NRC staff to ensure proper disposition of the issue of
concern. The affected entity may not be aware of the latest status of the proposed violation
after the exit meeting until or unless the NRC communicates a change in the proposed
violation’s status to the affected entity, and the proposed violation may change or not be issued

at all.

To optimize NRC and affected entity resources, the NRC has the following options for
processing MD 8.4 appeals associated with predecisional violations, apparent violations
documented in choice or conference letters, or violations issued in inspection reports or other

correspondence.

1. If the affected entity submits an MD 8.4 appeal prior to issuance of the inspection report

violation, or choice or conference letter (i.e., the appeal would be based on predecisiond

oral communications), then the NRC may choose one of the following options:

a. The NRC may hold the MD 8.4 appeal in abeyance until the NRC issues the
report, violation, or choice or conference letter. The NRC will document the
existence of the MD 8.4 appeal in either an inspection report or separate
correspondence and obtain written confirmation from the affected entity on how i

wishes the NRC to proceed with the MD 8.4 appeal (e.qg., the affected entitye
may choose to withdraw or modify its appeal based on the contents of the

inspection report, violation, or choice or conference letter).
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2.

b. The NRC may issue the inspection report with an unresolved item to track the
concern and complete the MD 8.4 appeal process before dispositioning the
unresolved item. The NRC may document an unresolved item in an initial
inspection report to track the concern, note the existence of the MD 8.4 appeal in
the report, and complete the MD 8.4 appeal process to determine how to
disposition the unresolved item in a subsequent report. The NRC'’s inspection
manual chapters contain additional guidance on how to treat the timing of a
violation if it is upheld after the NRC completes the MD 8.4 appeal process. If
the NRC completes the MD 8.4 appeal process for the issue, then the NRC will
not accept another MD 8.4 appeal for that issue.

c._The NRC may process the MD 8.4 appeal before issuing the inspection report or
violation. If the MD 8.4 appeal is denied and the violation is upheld, then the
NRC will not process another MD 8.4 appeal for the issue.

If the NRC did not already complete the MD 8.4 appeal process for the issue, and if the

affected entity submits an MD 8.4 appeal after the NRC issues a choice or conference
letter documenting an apparent violation, then the NRC will typically complete the

MD 8.4 appeal process prior to its disposition of the violation. If the MD 8.4 appeal is
denied and the violation is upheld, then the NRC will not process another MD 8.4 appeal
after issuance of the violation (e.g., during resolution of a disputed or denied violation).

If an_affected entity chooses to deny or dispute a violation that the NRC has issued on

the basis that the violation constitutes unjustified backfitting, then the affected entity
should follow the instructions in the correspondence for contesting the violation under
10 CFR 2.201. The affected entity should formally submit its basis for disputing the
violation, including its backfitting concerns or an MD 8.4 appeal if the NRC has not
already completed the MD 8.4 appeal process for that issue. The content of the affected
entity’s submittal should be consistent with the NRC Enforcement Manual for disputed
nonescalated or escalated actions and MD 8.4, if applicable.

a. MD 8.4 Appeal but no Disputed Violation. The regulations in 10 CFR Part 2 require
the NRC to specify in its communication to the affected entity a due date for the
affected entity to submit a response to a cited violation, including a denial of the
violation. This due date also applies to submitting a first-level MD 8.4 appeal if the
NRC has not already processed an MD 8.4 appeal for that issue. If the affected
entity pursues an MD 8.4 appeal after the NRC issues an inspection report or
violation and the affected entity submits the appeal without disputing or denying the
violation in accordance with 10 CFR 2.201, then the denied or disputed violation
timeline could expire before resolution of the MD 8.4 appeal. In that situation, the
affected entity would not be able to deny or dispute the violation after the MD 8.4
appeal process concludes.

b. Disputed Violation but no MD 8.4 Appeal. If an affected entity denies or disputes a
violation under 10 CFR 2.201 based, in full or in part, on a claim of unjustified
backfitting but is not explicit in its communication for denying or disputing the
violation that it is also submitting an MD 8.4 appeal, then the NRC will (1) inform the
entity, as part of its receipt confirmation of the disputed violation, that the NRC will
not accept an MD 8.4 appeal after the NRC completes the disputed or denied
violation process, and (2) if the NRC has not already completed the MD 8.4 appeal
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process for the issue, then request that the entity confirm whether it wants the NRC
to treat its disputed violation as an MD 8.4 appeal in parallel with the disputed

violation process. If the entity states that it does not want to use the MD 8.4 process,

then the NRC will complete the disputed violation process and will not accept an
MD 8.4 appeal after the NRC completes the disputed or denied violation process. If
the entity states that it does want the NRC to consider its disputed violation in the
MD 8.4 appeal process, then the NRC will follow and complete the MD 8.4 appeal
process before responding to the denied or disputed violation. The NRC should not
disposition the denied or disputed violation until after an MD 8.4 second-level appea

is resolved or, if the affected entity does not submit an MD 8.4 second-level appeal,
then the opportunity for the affected entity to submit an MD 8.4 second-level appeal

has elapsed.

c. Disputed Violation and MD 8.4 Appeal. The most efficient use of NRC and affected
entity resources would be for the affected entity to provide the MD 8.4 appeal and
10 CFR 2.201 denial or dispute in the same correspondence if the affected entity
denies or disputes a violation based on a claim of unjustified backfitting. If an
affected entity denies or disputes a violation under 10 CFR 2.201 and includes an
MD 8.4 appeal in its correspondence, then the NRC will follow and complete the
MD 8.4 appeal process before responding to the denied or disputed violation if the
NRC has not already processed an MD 8.4 appeal for that issue. The NRC should
not disposition the denied or disputed violation until after a second-level appeal is
resolved or, if the affected entity does not submit a second-level appeal, the
opportunity for the affected entity to submit a second-level backfit appeal has lapsed

4.2.5 |Appeals Associated with Licensing Actions|

An affected entity may submit an MD 8.4 appeal on a proposed or issued licensing action. The
most efficient appeals approach is to provide the affected entity an opportunity to submit an
MD 8.4 appeal before the NRC issues the licensing action.

4.2.5.1 Appeals Submitted Before Issuing a Licensing Action

Chapter 5 of this NUREG describes how the NRC can communicate a proposed backfitting or
forward fitting action during the processing of a licensing action. Upon receipt of an NRC letter
containing the NRC staff's proposed backfit or forward fit and associated assessment, an
affected entity may submit an MD 8.4 appeal of the proposed action within the time specified in
the NRC'’s letter. If the affected entity submits an MD 8.4 appeal, and the NRC grants the
affected entity’s appeal, then the agency will continue its review of the requested licensing
action. If the NRC denies the appeal, then the agency has options, including denying the
requested licensing action or conditioning its approval with the backfit or forward fit. In that
situation, the NRC will not process another MD 8.4 appeal of the issued action if the NRC did
not substantively change the proposed backfit or forward fit in the time between the appeal
decision and issuance of the action.

4.2.5.2 Appeals Submitted After Issuing a Licensing Action

An affected entity may submit an MD 8.4 appeal after the NRC issues a licensing action if it did
not already appeal the specific issue before the agency issued the licensing action. Office-level

implementing procedures describe the staff actions to take upon conclusion of the appeals
process (e.q., establishing an implementation period if the NRC denies the MD 8.4 appeal).
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4.3 NRC Processing of Appeals

If, during the MD 8.4 appeal process, the office director of NRR or NMSS for a first-level appeal,
or the EDO for a second-level appeal, determines that the appealed action constitutes
unjustified backfitting or forward fitting, then the responsible office director, EDO, or designee
must document the decision, request Office of the General Counsel (OGC) review of the
decision, and inform the affected entity in writing. The responsible office director, EDO, or
designee, as applicable, may issue a decision on an appeal at any time without completing all
the process steps (e.g., holding a public meeting) in this section of the NUREG.

4.3.1 _First-Level Appeals

44444.3.1.1 Receipt of Backiitting-er-Ferward-Fittingan Appeals and Initiation of the
First-Level Appeals Process

(a) The first-level appeals process begins upen-when the NRC’s+receiptof receives an
affected entity’s written appeal of a proposed or issued staff action._If the affected
entity did not provide a copy of its appeal to the applicable office director of NRR or
NMSS, then the NRC staff should ensure that the applicable office director receives
a copy of the appeal. First-level appeals addressed to the EDO will be redirected to
the appropriate office director for the first-level appeal process.

(b) Upon receipt of a first-level backfitting-orforward-fitting-appeal, the NRC staff should
notify the following individuals or designees and provide them with a copy of the

appeal:

1. the Backfitting and Forward Fitting Community of Practice through the NRR or
NMSS representatives, as applicablemembers-inthe-applicable program-and
regionatoffices:

2. the managers in charge of the offices, divisions, and branches that proposed or
issued the action in question and, if-retany other organizations thatissued-the
action-in-question;that are responsible for the technical, regulatory, or policy
areas in question;

3. the Deputy General Counsels;

4. the director of the Office of Enforcement;

5. the chairpersonman of the Committee to Review Generic Requirements;

6. the regional administrator for the affected entity that submitted the appealaffected
facility;-and

7. the licensing project manager for the affected entitylicensee_that submitted the
appeal.

4.3.1.2 Determination of Oversight Responsibility and First-Level Appeal Screening
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(a) The Director of NRR or NMSS, depending-on-the-licenseas appropriate, wilt
oversees the first-level appeal process and issues the decision on the appeal. This

office director (hereafter referred to as the Rresponsible Mmanager) will-coordinates|
the review of the first-level appeal with the regional administrator overseeing the
affected licensee-entity and, as applicable, the Bdirector of the Office of Nuclear |
Security and Incident Response.

(b) The responsible manager (or designee) determines if the submitted appeal meets
the applicable criteria in Section 4.2 of this NUREG. Within 4520- business days of
the-date-when-the NRC'’s receives-receipt of the appeal_(i.e., the date the document
is declared an Official Agency Record in the NRC’s Agencywide Documents Access
and Management System), the Rresponsible Mmanager should respond to the
affected entitylicensee by acknowledging receipt of the appeal and communicating
either the staff's review plans-forstaffreview or, if the appeal does not meet at least
one of the applicable criteria in Section 4.2 of this NUREG, request that the affected
entity follow the Section 4.2 criteria.
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4.214144.3.1.3 Review of the First-Level Appeal

(a) The Rresponsible Mmanager may appoint a panel to review documentation

associated with the appeal and NRC action ler-pesitienat issue. This panel_if

appointed, should consist of individuals who are independent from the initial-action er
peosition-at issue (i.e.,-_the individuals did not take part in developing, reviewing, or
approving the initial-staff action). A manager at the deputy division director level or
higher should chair the panel, and membership should include an attorney from OGC
and staff or management with the appropriate technical and regulatory expertise and
experience to thoroughly evaluate the action erpesitien-at issue. The remaining
steps assume that a panel has been appointed. If not, the Rresponsible Mmanager
assumes responsibility for the actions in this section that a panel would otherwise
conduct.

(b) lif the affected entity did not indicate in its submitted appeal that it requests a public

meeting, then Thethe panel must offer the affected entity a public meeting to discuss
its appeal. The panel may also hold a public meeting with the NRC staff responsible
for the appealed staff action to discuss the facts associated with the appealed action.
However, this does not preclude the panel from holding nonpublic (internal) meetings
with the NRC staff to discuss the facts of the appealed action or to consult with

agency experts.

A public meeting with the affected entity, NRC staff, or both would be a Category 1
public meeting and should occur, tFo the extent practical, this-public-meeting-should
eceur-within 45- calendar days of the NRC'’s receipt of the appeal. The panel will not
make anyNe regulatory decisions may-be-made-at this-an MD 8.4 appeal public
meeting; rather, the meeting discussion should focus on factfinding. The panel will
give members of the public an opportunity to speak and question the panel or staff.
The panel has the discretion to determine how many public meetings it will hold
(e.q., whether to hold separate meetings with the staff and affected entity if the
affected entity chooses to participate or to combine the meetings), the style of
information exchange, and the roles of meeting attendees. The panel should clarify
this information in the meeting notice.

The panel should prepare and issue Ssummaries of all MD 8.4 appeal public
meetlngs with the affected entltyheensee should-be prepared-and-placed-inthe

A 2 ystem-as specified in
MD 3 5, “Attendance at NRC Staff- Sponsored Meetings.” D|scu35|ons involving
sensitive (e.q., proprietary or security-related) information with the staff and affected
entity must be closed meetings in accordance with other NRC processes; however,
the NRC staff would notice the meetings and issue a redacted meeting summary in
accordance with MD 3.5. If the affected entity declines its opportunity for a public
meeting, and if the panel decides not to need to meet with the NRC staff responsible
for the appealed action, then the NRC will not hold a public meeting.

The responsible manager and panel members must not have substantive
discussions (i.e., conversations beyond giving a simple status of the process and
scheduling logistics) about the appeal with the affected entity or its representatives

o

Commented [AK146]: The staff “action” could include
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during any closed drop-in visits, in accordance with MD 3.5/
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The panel must consider all supporting staff analyses, affected entitylicensee-submitted
analyses, and any other information that is relevant and material to the appeal.

4.2124.3.1.4 Response to the First-Level Appeal

(a) The panel wil-documents its recommendation on whether to grant or deny the
appeal in a memorandum from the panel chairperson to the Rresponsible
Mmanager. The memorandum sheuld-cemprehensively-documents the basis for thg
panel’'s recommendation.

(b) The Rresponsible Mmanager will-evaluates the information-and-recommendation
provided by the panel_and decides whether to grant or deny the appeal. The
Rresponsible Mmanager will-draft-develops a response letter to the affected
entitylieensee that comprehensively documents the basis for the Rresponsible
Mmanager’s decision and submits the draft response letter to OGC for its review.

Subsequently, the Rresponsible Mmanager will-informs the appropriate Deputy EDO

before communicating the outcome in writing to the affected entitylicensee.—Fo-the

(c) To the extent practical, the responsible manager should-transmits the written
response letter to the affected entity within 90 calendar days of receipt of the appeal

(d) If the NRC is-grantsing the appeal, then the agency must initiate appropriate actions
to ensure that the affected entity’s licensing basis reflects the outcome of the appeal
process (e.q., issuing-an-erderorwithdrawing or not issuing a violationa-requestfor

~= i on).

(e) If the NRC is-denyiesng the appeal (i.e., the Rresponsible Mmanager determines
that the proposed or issued staff action is justified backfitting or forward fitting, or that
the proposed or issued staff action is not backfitting or forward fitting), then the
NRC'’s response letter should inform the affected entitylicersee that it may either
appeal the decision to the EDO within 30 calendar days-_of the date of the response
letter_(or another duration determined by the responsible manager).

-orThe NRC’s response letter should also state that if the affected entitylicensee
does not submit a second-level appeal by the date stated in the response letter, ther
(1) if the NRC already issued the action, then the NRC expects the affected entity will
take-actions-to-complye-into-compliance with the ageney’s-NRC’s issued
actiondeeision, or (2) if the NRC has not issued the action yet, then the agency will
issue the proposed action with which the NRC expects the affected entity will
comply. The response letter must ensure that the time to file a second-level appeal
is no more than the amount of time for the licensee to come into compliance with the
NRC’s issued action.
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If_after the appeal decision upholding an NRC-issued action, the affected entity fails
toeither does not submit a second-level appeal the-deeision-within the timeframe
specified in the first-level appeal response letter- 30-calendardays-or does not
implement the required action, then the NRC

cllbrses b e et el
enforeement-programmay take appropriate action to address the affected entity’s
noncompliance|

4.3.2 Initial Review-of-a-Second-Level Appeal

4.3.2.1 Receipt of an Appeal and Initiation of the Second-Level Appeal Process

The second-level appeal process begins when the NRC receives an affected entity’s written
appeal of the NRC'’s first-level appeal decision. If the affected entity did not provide a copy of its
second-level appeal to the EDO, then the NRC staff should ensure that the EDO receives a

copy of the aQQeaI

d;b. Upon receipt of a second-level appeal, the NRC staff should notify the following

individuals or designees should-be-netified-and provided them with a copy of the
appeal:

1. the responsible manager for the first-level appeal

12 the Backfitting and Forward Fitting Community of Practice through the
NRR or NMSS representatives, as applicablemembers-in-the-applicable-program
Spsbrnsienalatisnes

23. managers in charge of the offices, divisions, and branches that proposed
or issued the action in question and-ifret_any other organizations thatissued-the
actien-in-question,—are-responsible for the technical, regulatory, or policy areas in

question;
3-4. the Deputy General Counsels;
4.5. the director of the Office of Enforcement;
5.6. the chairpersonman of the Committee to Review Generic Requirements;
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4.3.2.2

7. _the regional administrator for the affected entitylicensee that submitted the
appealaffected facility

6—the licensing project manager for the affected licensee-entity that submitted the
appeal;

Determination of Oversight Responsibility and Second-Level Appeal Screening

4.2154.3.2.3 Review of the Second-Level Appeal

. _The EDO oversees the second-level appeal process and issues the decision on the

. _The EDO (or designee) determines if the submitted appeal meets the applicable

appeal.

a. The EDO may appoint a panel to review documentation submitted by the licensee

. _Pursuant to Section 4.2.2 above, the affected entity should have specified in its

criteria in Section 4.2 of this NUREG. Within 4520 business days of ageney-the
NRC'’s receipt of the appeal, the EDO (or designee) should respond to the affected
entitylicensee by acknowledging receipt of the appeal and communicating either
high-levelthe staff's review plans_or, if the appeal does not meet at least one of the
applicable criteria in Section 4.2 of this NUREG, request that the affected entity
follow the Section 4.2 criteriafor-staffreview.

affected entity with the second-level appeal, the results of the first-level appeal, and
the initial-proposed or issued action erpesitier-at issue. The panel should consist of
managers at the deputy division director level or higher and an attorney from OGC;
each with the appropriate technical and regulatory expertise and experience to
thoroughly evaluate the action erpesition-at issue. and-whePanel members should
not have netpreviously participated in the initial-proposed or issued action erstaff
pesitien-nor first-level appeal. The members of the panel should collectively have
expertise in both the technical issues and the regulatory issues at hand. The
remaining steps assume that a panel has been appointed. If not, the EDO {ertheir
designee)-assumes responsibility for the actions in this section that a panel would
otherwise conduct.

second-level appeal whether it wants the NRC to hold a public meeting for the
affected entity to discuss its appeal. If the affected entity did not indicate in its
submitted appeal that it requests a public meeting, then the panelFhe-NRC must
offer the affected entitylicensee a public meeting in-which-the-second-level-appeal
ean-beto discuss_ed-with-the-panelreviewing-theits appeal.

The panel may also hold a public meeting to discuss the facts associated with the
appealed action with the NRC staff responsible for the action. However, this does
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not preclude the panel from holding nonpublic (internal) meetings with the NRC staff
to discuss the facts of the appealed action or to consult with agency experts.

A public meeting with the affected entity, NRC staff, or both would be a Category 1
public meeting and should occur, to the extent practical, within 45 calendar days of
the NRC'’s receipt of the second-level appeal. The panel will not make anyNe
regulatory decisions may-be-made-at this-an MD 8.4 appeal public meeting; rather
the meeting discussion should focus on factfinding. The panel will allow an
opportunity for members of the public to speak and ask questions of the panel or
staff. The panel has the discretion to determine how many public meetings it will
hold (e.g., whether to hold separate meetings with the staff and affected entity if the
affected entity chooses to participate or to combine the meetings), the style of
information exchange, and the roles of meeting attendees. The panel should clarify
this information in the meeting notice.

The NRC-staffpanel should prepare and issue summaries of all MD 8.4 appeal public
appeal-meetings with the affected entitylicensee within-30-calendardays-of-the
meeting;-as specified in MD 3.5._Discussions involving sensitive (e.g., proprietary or
security-related) information with the staff and affected entity must be closed
meetings in accordance with other NRC processes; however, the NRC staff would
notice the meetings and issue a redacted meeting summary in accordance with

MD 3.5. If the affected entity declines its opportunity for a public meeting, and if the
panel decides not to meet with the NRC staff responsible for the appealed action,
then the NRC will not hold a public meeting.

The EDO and panel members must not have substantive discussions
(i.e., conversations beyond giving a simple status of the process and scheduling
logistics) about the appeal with the affected entity or its representatives during any

closed drop-in visits, in accordance with MD 3.5 _ - {COmmented [AK149]: Comment 4.4.13

d-c.The panel sheuld-must consider all supporting staff analyses, affected entity

liecensee-submitted analyses, and any other information that is relevant and material
to the appeal.

4.21.64.3.2.4 Response to the Second-Level Appeal

a. The panel will-documents its recommendation on whether to grant or deny the

appeal in a memorandum from the panel chairperson to the EDO. The
memorandum sheuld-documents the basis for the panel’s recommendations.

The EDO will-evaluates the information-and-recommendation provided by the panel
and make-a-decidessien enwhether to grant or deny the appeal. The EDO wilt
draftprepares a response letter to the affected entitylicensee that comprehensively
documents the basis for the EDO’s decision and submits the draft response letter to
OGC for its review.
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c. To the extent practical, the EDO sheuld-transmits the response letter to the affected
entitylicensee W|th|n 90 calendar days of the NRC s recelpt of the second level

d. Ifthe NRC grants the appeal, then the agency must alse-initiate the appropriate
actions to ensure that the affected entity’s licensing basis reflects the outcome of the

appeal process (e.g., issuing-an-orderorwithdrawing a-requestforadditional
informationor not issuing a violation).

d—If the NRC denies the appeal (i.e., the EDO determines that the proposed or issued
staff action is justified backfitting or forward fitting, or that the proposed or issued
staff action is not backfitting or forward fitting), then the response letter sheuld

informs the affected entitylicensee that. (1) if the NRC has already issued the action|,

then the NRC expects the affected entity will it-must-come-inte-complyianee with the
agency’s deeisionissued action, or (2) if the NRC has not yet issued the action, then
the NRC will issue the proposed action with which the NRC expects the affected

entity will comply. |If, after issuance of the second-level appeal decision, the affected

entitylicensee fails-tedoes not implement the required action, then the NRC may take

appropnate action to address the affected entity’'s noncompliancewill-reselve-the
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5 RELATIONSHIP OF BACKFITTING, ISSUE FINALITY, AND
FORWARD FITTING TO VARIOUSOTHER PROCESSES

various U.S. Nuclear Regulatory Commission (NRC) requirements and regulatory activities,

including creating, revising, interpreting, and communicating requirements and staff position§.7 I

Additional guidance may be found in NRC office-level implementation proceduresthat-might

5.1 Licensing Bases and Processes

eperaﬂng—naeleappewe#plant—NePa#mfeFmaﬂen%aPeensmu%e&Not all Ilcensmq baS|s
information' constitutes a requirement or a staff position for the purposes of backfitting. issue
finality, and forward fitting (e.g., regulatory commitments that were not escalated into

requwements) Seme%eensmg—bas&m#e#naﬂen 45—\M%h+n—the—seepeuef—the—baek-ﬂ#mg—and
mqa#emen%s)—l:ﬂeeme—sSome staff posntlons appllcable to a facnllty may—bew%n—the—seepe

do not constitute licensing basis information
(e.g.,-_safety evaluations) but are subject to the NRC’s backfitting, issue finality, and forward
fitting provisions._This section of the NUREG discusses how the backfitting, issue finality, and
forward fitting provisions apply to various (but not all) licensing basis information and licensing

processes.—Therefore-the-staff should-use-caution-when-discussing-licensing-basis
Lopmalnelecis

5.1.1 Licensing Bases

5.1.1.1 IRegulations

The establishment of a regulation through rulemaking can constitute a backfitting action or a

change affecting issue finality, even though regulations are not “staff positions.” Section 5.2.2 of

this NUREG has additional guidance on rulemaking.

5.1.1.1.1 |Statements of Considerations|

A statement of considerations (SOC) for a final rule provides the Commission’s position on the
meaning and intent of a requlation and, accordingly, is very important to understanding the
regulation. The staff cannot change the positions established in an SOC; rather, such changes

! The NRC defines the term “current licensing basis” in 10 CFR 54.3, “Definitions.” This definition applies only
in the license renewal process and should not be used when determining the licensing basis for backfitting
or forward fitting purposes.

Commented [KA151]: Comment 4.5.1 (restructuring
Chapter 5)

This chapter was significantly restructured to group similar
topics. Text from the draft NUREG that was relocated to its
new location in this chapter of this version was “accepted”
in its new location and appears as black font, and any
changes to that text are shown in tracked changes.
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are typically made through rulemaking or a notice of interpretation. Section 5.2.2 of this
NUREG has additional guidance on SOCs.

5.1.1.1.2 General Design Criteria for Nuclear Power Reactors

The Atomic Energy Commission (AEC) published the proposed general design criteria (GDC) in
the Federal Register (FR) on July 11, 1967 (32 FR 10213). The proposed rulemaking was
intended to previde-guideance-te applicants in developing the principal design criteria (PDC) to
include in applications for construction permits. The AEC stated that these GDC would not add
any new requirements but were intended to describe more clearly the Commission requirements
at that time to assist applicants in preparing applications. The AEC published the final

rule- (36 FR 3255) that added Title 10 of the Code of Federal Requlations (10 CFR)- Part 50,
Appendix A, “General Design Criteria for Nuclear Power Plants,” on February 20, 1971, with an
effective date of May 21, 1971. In accordance with Staff Requirements Memorandum
(SRM)-SECY-92-223, “Resolution of Deviations Identified During the Systematic Evaluation
Program,” dated September 18, 1992, the Commission decided not to apply the Appendix A
GDC to plants with construction permits issued before May 21, 1971. The Commission stated
in this SRM that the staff had evaluated these plants on a plant-specific basis and determined
them to be safe, that current regulatory processes are sufficient to ensure that plants continue to
be safe and comply with the intent of the GDC, and that backfitting the GDC would provide little
or no safety benefit.

The GDC establish the necessary design, fabrication, construction, testing, and performance
requirements for structures, systems, and components (SSCs) important to safety and the
minimum requirements for development of the PDC for water-cooled nuclear power reactors.
The GDC, most of which are performance-based standards, provide minimum requirements for
establishing the PDC and general safety of the plant. For some design areas, many affected
entitiekeensees (i.e., entities listed in Section 2.3 of this NUREG) have adopted the applicable
GDC as the PDC for the plant. The 10 CFR Part 50 licensing process requires approval of an
applicant’s PDC as a condition for granting a construction permit. Before the NRC can issue an
operating license, and as a basis for the NRC’s finding of reasonable assurance of adequate
protection of the public health and safety and the common defense and security, the
Commission must find that the facility has been built in accordance with the PDC and any
NRC-approved changes. Thus, for 10 CFR Part 50 licensees with construction permits issued
since 1971 (when the GDC were promulgated), the Commission has already concluded that the
design basis of the plant, as reflected in the PDC, meets or exceeds the minimum criteria in the
GDC.

Similarly, the 10 CFR Part 52 licensing processes also require certain applicants to establish the
PDC for the plant. For water-cooled nuclear power plants, the NRC established the minimum
requirements for PDC in Appendlx Ato 10 CFR Part 50. For non-light-water reactors
(non-LWRs), the NRC h ini
Regulatory Guide 1.232, “Guidance for Developlng PrlnC|paI DeS|gn Crlterla for Non nght -Water
Reactors.”

In accordance with COMSECY-16-0020 and the NRC Solicitor's 2016 memorandum on the use
of the GDC to justify a backfitting action and, more specifically, the compliance exception, the
staff should first confirm whether other parts of a license, such as technical specifications,
incorporate the pertinent aspects of the GDC, and, if so, use those facility-specific requirements
instead of the GDC. The license approval process will typically yield more specific requirements
than those in the GDC. The NRC can use the GDC as the source of a requirement for purposes

5-2
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of invoking the compliance exception only if a GDC provides more than just a performance
standard and has not been superseded through the approval of the PDC (and requirements
derived from those PDC that are clearly meant to address the GDC at issue) and technical
specifications. Therefore, for 10 CFR Part 50 licensees with construction permits issued

since- 1971, and for all 10 CFR Part 52 approval holders required to describe their PDC in their
applications, a GDC can be regarded as a requirement in-these-cireumstances-in-whichwhere
the GDC is prescriptive,-in-nature; and the technical specifications, other licensee requirements
derived from the GDC, and the PDC do not address the matter in question.

51.1.2 Orders

For the purposes of this NUREG, “enforcement orders” are orders issued to ensure compliance

with existing requirements and do not involve a change in staff position and, therefore, should
not constitute backfitting or a change affecting issue finality. Section 5.4 of this NUREG has
additional guidance on enforcement orders. For the purposes of this NUREG, “safety or
security orders” are those orders that involve backfitting actions justified by adequate protection

compliance, or cost-justified substantial increases in overall safety or security or changes to a
10 CFR Part 52 approval that satisfy the apphcable issue f|na||tv cr|ter|a Beeause—an—eFdeF

5.1.1.2.1 Imminent Threat Analyses|

The NRC may-issues an immediately effective safety or security order that requires an affected

entltv to |mplement a backﬂt or chanqe affectmq issue finality ﬁeptakmguabaekﬁ%mqgaenen

asapprep#mte—when the NRC determlnes—th#eagh—an—wm}em—threaf(—anal-ysns— that |mmed|ate
regulatory action is necessary to address an imminent threat er+isk-to the-public health and
safety {i-e-imminenthazard)-or animminent-threatto-the common defense and security

(i.e., imminent hazard). The Director of the Office of Nuclear Reactor Regulation (NRR) or the

Office of Nuclear Material Safety and Safeguards (NMSS), as applicable, determines the need
for immediate action by conducting an imminent threat analysis, which is required by MD 8.4
when a backfit is justified by one or both of the adequate protection exceptions. An imminent
threat analysis is a fact-specific requlatory and technical evaluation of a potential or actual
safety or security issue that defines the safety or security concern, existing regulatory
requirements and licensing basis information, and, using risk insights as applicable, the
consequences of taking and not taking immediate action.

5.1.1.2.2 Confirmatory Orders

%m%aa%eable—staﬁ—pes%&are—net—baekfﬁ%mg—[‘[ hngfRfQ |§§u7e§ gfcpgflrmfatp[x Qrggrg
to ensure the-that a licensee complies with certain commitments it voluntarily made to the NRC
by making-turning them commitments into legally binding requirements. A confirmatory order
that confirms a licensee’s commitments and imposes requirements in excess of previously
applicable staff positions are not backfitting or changes affecting issue finality: because the

licensees agrees to the eenfirmatery-terms of the order requirements-and-waive-their-hearing

rights-before the NRC issues the orderance.

1
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5.1.1.3 [Exemptionsd

The NRC may exempt an affected entity from certain NRC requlations provided that the
requirements in the pertinent exemption regulation (e.g., 10 CFR 50.12 and 10 CFR 70.17, both
titled, “Specific exemptions”) are met. The NRC’s basis for concluding that an exemption
request is acceptable is documented in its approval of the request and may create a facility-
specific staff position. Any conditions of approval specified in the exemption are requirements.

5.1.1.4 IMandated Licensing Basis Documents|

Various regulations specify the content, change control, and reporting requirements for
mandated licensing basis documents, such as the updated final safety analysis report, technical
specifications bases, quality assurance program, security plan, and emergency plan for
operating nuclear power reactors. These regulations include 10 CFR 50.59, “Changes, tests
and experiments”; 10 CFR 50.54, “Conditions of licenses”; and 10 CFR 50.71, “Maintenance of
records, making of reports.” Sections 1.2.2.2, 5.1.1.5, and 5.1.3.4 of this NUREG discuss the
relationship among staff positions, licensee changes to its licensing basis, and NRC safety
evaluations. Once the NRC issues a safety evaluation signifying staff acceptance of the
programs described in (or to be added to) a mandated licensing basis document, thereby
creating a staff position, a licensee should be able to conclude that the content of the mandated
licensing basis document satisfies applicable NRC requirements if the licensee complies with
the change control and reporting requirements for the document. If the NRC subsequently
decides that a staff position in a safety evaluation is incorrect, then agency actions related to
that decision are subject to a backfitting or issue finality assessment.

5.1.1.5 Change Control Processes

Several regulations establish change control requirements, such as 10 CFR 50.59;
10 CFR 50. 54(a) and (p)—(q); 10 CFR 52.98(b)—(c); 10 CER 70.72, “Facility changes and
chanqe process and 10 CFR 72 48(c)Ir¢le40eHheGedeeﬁFedera#Reg«#ayens{49£ER9

98 . These change
control reqwrements grant Ilcensees the authorlty to make changes to thelr Ilcensmg bases
without prior U-S—NuclearRegulatery-Commission{NRC) review and approval, provided that
the change meets the specified criteria in each change control requirement that governs
whether prior NRC review and approval is-are necessary. Licensee implementation of changes
using these change control requirements is subject to NRC inspection.

IChanges that licensees make to their licensing bases in accordance with change control
requirements can be considered “staff positions” for purposes of backfitting, issue finality, and
forward fitting because the establishment of the regulations and requirements for the change
control programs provided the NRC’s position that changes made in compliance with such
regulations and requirements are acceptable to the NRC staff. Any future NRC-imposed

modlflcatlons to the changes would be sub|ect to backfitting, issue f|na||tv and forward fitting

eenerderatren%Tms is consrstent wnth the underlymg premlse of regulatory stablllty establlshed
within the backfitting, issue finality, and forward fitting policies-regulatiens and the NRC'’s
Principles of Good Regulation. However, a licensee that improperly implements-makes a
change to its licensing basis under one of these change control requirements would be in
violation of the requirement.
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5.1.1.6 Commitments ‘

The backfitting provisions in 10 CFR 50.109(a)(4)(i), 70.76(a)(4)(i)—(ii), 72.62(b), and
76.76(a)(4)(i) provide that the NRC can impose a backfitting action to ensure a licensee’s
compliance with its license or NRC requirements or conformance with written licensee
commitments. A nuclear power plant’s licensing basis contains “commitments” that describe a
method for complying with regulations or requirements; commitments that were made in
docketed licensing correspondence such as licensee responses to NRC generic
communications, information requests, or enforcement actions; and commitments documented
in licensee event reports that detail the method or process to comply with regulations or
requirements. Commitments are also specifically stated in the licensing basis documents for
fuel facilities.

However, not every commitment in the licensing basis is a “written commitment” as intended by
10 CFR 50. 109 70 76 72 62, and 76 76 Management Dlrectlve (MD) 8. 4—Managemem—9f

204—9— prowdes that in the backflttlng context a wrltten commltment |s a—eemmﬁmentone that
has been submitted to the NRC on the docket, has been incorporated into the license, and
directly relates to how the licensee complies with a requirement.

Regulatory commitments made by nuclear power reactor licensees are not legally binding
requirements on licensees and, therefore, are not enforceable-unless-the-NRC-issues-an-order.
If a regulatory commitment was-were escalated into a legally binding requirement (e.g., a
license condition), then that regulatory commitment would cease being a regulatory commitment
upon its escalation. Therefore, for nuclear power reactor licensees, the staff weuld-may need tq
take a backfitting, issue finality, or forward fitting action to escalate a regulatory commitment int
a requirement if the licensee did not voluntarily ask/the NRC to do so. Similarly, if a requlatory |
commitment is incorporated into a mandated licensing basis document, then the commitment
becomes subject to change control requirements for the mandated licensing basis document
and ceases being controlled under the licensee’s commitment management program.
Therefore, for nuclear power reactor licensees, the staff may need to take a backfitting, issue
finality, or forward fitting action to require the licensee to incorporate a regulatory commitment
into a mandated licensing basis document if this incorporation is not already required by
requlation or if the licensee did not voluntarily ask the NRC to do so.| For fuel facility licensees, |
a commitment by a licensee is a legally binding requirement once it is referenced (i.e., “tied
down”) by a license condition, which may require a backfitting or forward fitting action.

Most commitments begin as voluntary (e.g., the licensee submits through docketed
correspondence regulatory commitments that the NRC did not request). The staff may
determine that to approve a licensee’s request, a-commitmentmust-be-converted-to the staff
would need to impose the commitment aja legally binding requirement (e.g., convert the
commitment into a license condition) as a condition of its approval; however, the staff must
screen this action for its potential to be baekfitting-erforward fitting, erbackfitting, or a change

affecting issue finality;--however-this-is-likehyr-aforwardfit.
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5.1.2 |Licensing Basis Verifications

5.1.2.1 Differing Views

An important task in assessing potential backfitting for any facility is to identify and review NRC
records and interact with licensees to understand the prevailing issue within the context of the
licensing basis. In some cases, differing views (i.e.,- between the staff and licensee or among
the staff) about the appropriateness of backfitting actions originate in differing views
understandings of the subject facility’s licensing basis-for-the-subject-facility. The processes
discussed in this NUREG assume that backfitting, issue finality, or forward fitting assessments
of proposed staff actions begin with a correct understanding of the existing licensing basis.
Therefore, [pefore beginning a backfitting. issue finality, or forward fitting assessment, the NRC
must verify the licensing basis using informal or formal processes internal to the NRC

(e.q., routlne staff |nteract|ons or technlcal aSS|stance requests) theestaﬁ—sheu«ld—fwst—ielenﬂﬁy

work related to identifying and reviewing the licenseefasility’s licensing basis.

51.22  Technical Assistance|Requestsy
The NRC may use its technical assistance request processes is-desigred-to support NRC
offices and reglons by addressmq questions ralsed bv NRC staff about licensing basesin
In-terms-of backdittingtThe requests
having the greatest relevance to backfitting and issue flnalltv generally are those that involve
determining whether a_particular licensing basis requires the licensee to address a safety or
security issuelicensee-is-meeting-its-licensing-basis. However, backfitting, issue finality, and
their associated activities (i.e., screening, justifying, and issuing) are outside the scope of the
technical assistance request processes. As discussed in Section 1.2.2.2 of this NUREG,
technical assistance request conclusions are not staff positions, nor are they intended to
establish new staff positions for the purposes of backfitting. Nevertheless, a conclusion could
become a staff position if it is used as the documented basis for further staff action. Until or
unless a conclusion is used for that purpose, it is an internal agency communication, and such
communications generally are not staff positions. If the technical assistance request process
supports a conclusion that the licensee is meeting its licensing basis, then the staff should follow
the technical assistance request process for communicating the results to the requesting office
or region. If the staff proposes a change to the licensing basis, then it must exit the technical
assistance request process and subject the proposed action to a backfit or issue finality

assessment Ihemspe%e%ea%eehmeaLassrstaneemqeestewdete#meema%a%ense%
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purpose and proposed contents of the planned application or submittal and helping the NRC
identify information it may need to complete the review. However, the NRC staff should not
make statements during the meeting or in the meeting summary that appear to be conditioning
its approval of the request, if submitted, to avoid unjustified backfitting or forward fitting or
changes that affect issue finality. For example, the staff should not state, “The NRC will not
approve this request unless the affected entity provides the following information or takes the
following actions.” Rather, the NRC staff may emphasize the findings it is required to make,
critical information needed to complete an acceptance review, and any concerns with the
affected entity’s planned application or submittal.

5.1.3.2 Initial Licensing

As the Commission explained in the 4889-10 CFR Part 52 final rule statement-ofconsiderations
{SOC)_(54 FR 15372; April 18, 1989), applicants (for licenses, permits, and regulatory approvals
such as design certifications) are not, with certain exceptions, within the scope of either the
backfitting provisions or any issue finality provisions. The backfitting and issue finality
regulations include language delineating when those provisions begin; and;-with some
exceptions, they begin after the issuance of a license, permit, or approval

actions that substantially change the expectations of current and future applicants. Applicants
cannot reasonably expect that future requirements will not change.

One of the exceptions to this general principle occurs when a 10 CFR Part 52 applicant (e.g., a
combined license applicant) references a 10 CFER Part 52 license or approval (e.g., an early site
permit, a design certification rule, or a standard design approval) with specified issue finality
provisions. The 10 CFR Part 52 licensing processes provide regulatory stability to applicants
referencing those approvals. The other exception occurs under 10 CFR Part 50. Once the
NRC issues a construction permit, backfitting provisions apply to the construction permit holder.*
For an operating license applicant relying on a construction permit, matters described in the
construction permit cannot be changed without meeting the backfitting provisions.

A change in a staff position before issuance of any license (or other approval under

10 CER Part 52) is not considered backfitting or a change affecting issue finality because, in this
situation, the safety evaluation does not constitute the NRC'’s final position until the NRC issues
the license (or other approval). The backfitting and issue finality provisions do not become
effective until the NRC issues the license (or other approval).

For LWR facilities, 10 CFR 50.34(h), 52.17(a)(1)(xii), 52.47(a)(9), 52.79(a)(41), 52.137(a)(9),
and 52.157(f)(30) establish the version of NUREG-0800, “Standard Review Plan for the Review
of Safety Analysis Reports for Nuclear Power Plants: LWR Edition,” that the staff should
anticipate applicants for new LWR facilities to reasonably rely upon in the development of their

4 The exception to this principle pertains to the Bellefonte Nuclear Plant, Units- 1 and- 2, because the
Tennessee Valley Authority obtained the construction permits for these units in 1974. As of the publication
date of this NUREG, the NRC has not received an application for operating licenses for those units. In the
Backfit Rule, 10 CFR 50.109(a)(1)(ii) states that a backfit is a change in regulation or staff position that
meets the 10 CFR 50.109(a)(1) definition of “backfitting” and occurs after the date that is six6- months
before the date of docketing of the operating license application for a facility with a construction permit
issued before October 21, 1985. Therefore, until six months before the date of docketing of an operating
license application for either of the Bellefonte units, any change in regulation or staff position that meets the
definition of “backfitting” for that unit is not backfitting.
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applications. During initial licensing, the staff's use of acceptance criteria more stringent than
those contained in the sStandard rReview pPlan (SRP) or taking positions more stringent than |
those specified in the SRP, whether in writing or orally, is not a facility-specific backfit unless the
staff's new position impacts an applicant’s previously received NRC approval (e.g., a design
certification referenced in a combined licensed application under 10 CFR Part 52 or a
construction permit when reviewing an operating license application under 10 CER Part 50).
However, under MD 8.4, if the staff imposes any change in requirements or regulatory staff
positions from the applicable version of the SRP, then the staff should follow the same reasoned
decision-making process as a forward fit to justify the change._When an SRP or other relevant
guidance document does not apply to the applicant, t

Fhe Commission’s forward fitting policy would generally dees-not apply when-an-applicantfiles
anto the initial licensing action for a new facility-fer-which-there-is-ro-SRP.

5.1.3.3 |Acceptance Reviews|

The regulation in 10 CFR 2.101, “Filing of application,” allows the NRC staff to determine
whether a request for a licensing action is complete and acceptable for docketing. When an
application lacks critical information necessary for the NRC staff to complete its review, the stafi
may inform the affected entity of the insufficiencies and that the application is not acceptable fo
review. The NRC staff must ensure that its communication of the insufficiencies does not meet
the definition of “backfitting” or “forward fitting” or constitute a change affecting issue finality.
For example, if the insufficiency is based on a regulation or staff position that is neither within
the affected entity’s licensing basis nor a requirement or staff position that the affected entity
has chosen to adopt as part of its application or submittal, then the communication of this
insufficiency may meet the definition of “backfitting” or “forward fitting” or constitute a change
affecting issue finality.

5.1.34 Safety Evaluations and Safety Evaluation Reports

IAs discussed in Section 1.2.2.2 of this NUREG, the NRC can establish facility-specific staff
positions through safety evaluations or safety evaluation reports, which may or may not be
related to a requested licensing action. Staff positions in safety evaluations are not
requirements; rather, they are the bases for the staff’'s decisions or interpretations (e.g., why an
affected entity’s proposed means for implementing or complying with a governing requirement i$

__ — — | Commented [AK171]: The staff added new guidance in
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or is not acceptable). [The safety evaluation, therefore, is not part of the licensing basis unless |

specifically incorporated by the affected entity or required as a condition of approval by the staff]
If the NRC subsequently decides that a staff position in a safety evaluation is incorrect, then

agency actions related to that decision are subject to a backfitting or issue f|na||tv

licensing action. Therefore, safety evaluations should not contain staff positions based on
future NRC inspection activities.
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5.1.3.5 Sestion-10 CFR 50.55a Requests

The provisions of 10 CFR 50.55a, “Codes and standards,” allow affected entitiesleensees to
request relief from certain requirements in 10 CFR 50.55a and to propose alternative
requirements. These provisions for requesting relief and proposing alternative requirements are
found in 10 CFR 50.55a(f)(6)(i) and (g)(6)(i). The NRC calls these requests “relief requests.”®
Under 10 CFR 50.55a(z), affected entitieslicensees can propose alternatives to certain
requirements in 10 CFR 50.55a. The NRC calls these requests “proposed alternatives.”

Granted relief requests and authorized alternatives can establish facility-specific staff positions.| N - {COmmented [AK174]: Comment 4.5.36

5.1.3.5.1 Relief Requests

Under 10 CFR 50.55a(f)(6)(i) and (g)(6)(i), the NRC may grant relief from certain requirements
that are impractical at a particular facility and impose alternative requirements if the Commission
determines that the alternative requirements are authorized by law, will not endanger life or
property or the common defense and security, and are otherwise in the public interest giving
due consideration to the burden upon the affected entitylicensee that could result if the NRC
imposed the requirements on the facility. The affected entity can propose Fthese alternative
requirements, or the NRC can develop them

the-NRGC. NRC-imposed alternative requirements do not constitute backfitting or forward fitting
or a change affecting issue finality because 10 CFR 50.55a(f)(6)(i) and (g)(6)(i) allow such
impositions. If the NRC intends to impose requirements that are not alternatives to the
requirements from which the NRC granted the affected entitylicensee relief (i.e.,- the NRC’s
proposed requirements are not related to the requirements from which the affected
entitylicensee is seeking relief), then the NRG-agency would need to subject those proposed
requirements to a backfitting. issue finality. or forward fitting assessment before it imposes the

requirements. However, the NRC should not improperly introduce non-material issues that are _ - {Commented [BH175]: Comment 4.5.36

outside the scope of the requirements from which the affected entity is seeking relief.

5.1.3.5.2 Proposed Alternatives

Under 10 CFR 50.55a(z), the NRR Office Director may authorize the use of alternatives to the
requirements of 10 CFR 50.55a(b) through (h) or portions thereof. A proposed alternative must
be submitted by the affected entitylicensee and authorized by the NRC priertebefore the
affected entity implements the alternativeation. |In contrast to 10 CFR 50.55a(f)(6)(i) and
(9)(6)(i), which permit the NRC, on its own initiative, to impose alternative requirements in
certaln cwcumstances 10 CFR 50.55a(z) does not have such a provisionpermit-the-NRC-to
Furthermore, even when the NRC authorizes an
alternative under 10 CFR 50.55a(z), the affected entity can continue to comply with current
requirements; therefore, it is not possible for the NRC to impose an alternative under
10 CFR 50.55a(z). The NRC also cannot modify or add to the affected entity’s proposed
alternative; otherwise, the requirement in 10 CFR 50.55a(z) for an alternative to be submitted
and authorized would no longer be met. An affected entity can supplement its submittal of its
own volition if the NRC or affected entity |dent|f|es issues with the proposed
alternatwe here

- { Commented [AK176]: Comment 4.5.35

5 NRR Office Instruction LIC-102, Revision 2, “Relief Request Reviews,” dated August 24, 2009, describes the
NRC'’s processing of requests submitted under 10 CFR 50.55a.
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5.1.3.6 LLicense Transfers

A license transferee that is not an existing licensee for the license being transferred is treated a

b

an initial license applicant for a new facility. Because, with few exceptions, backfitting cannot
apply to the NRC'’s actions on an application for an initial license, a license transferee is
generally outside the scope of backfitting. The forward fitting policy generally applies to
situations involving an existing licensee. When a license transferee is not an existing licensee
for the license being transferred, any conditions imposed on the license transferee would not bg

subject to forward fitting considerations unless the NRC requires the license transferee to
address a change in requirements or staff positions from those in the version of the SRP or
other relevant quidance documents applicable to the license being transferred.

5.1.4 [Communicating Potential Backfits, Changes Affecting Issue Finality, or Forward
Fits during Licensing

MD 8.4 states that any change to an NRC staff position that the NRC intends to communicate
by any means (e.qg., via interactions with licensee personnel) to an affected entity as being
applicable to its facility may be identified as backfitting. The staff should also be aware that
communicating any change to a licensee’s 10 CFR Part 52 approval could affect that approval’g

issue finality. The definition of a “forward fit” in MD 8.4 provides that the affected entity’s
underlying request did not propose to comply with the NRC staff’'s proposed new or revised
requirement or interpretation (that would be a condition of the staff's approval of the request).

If the NRC identifies a safety or security concern or noncompliance that could result from its
approval of the requested licensing action, then the agency may initiate a discussion (e.g., via &

public meeting) with an affected entity about this concern. If the NRC staff determines that it
could condition its approval with a new or changed requirement or staff position and has not yef]

decided to deny the application, then, after obtaining licensing and technical division director
approval, the NRC may discuss with the affected entity (e.g., via a public meeting) the staff’'s
proposed new or changed requirement or staff position as one suggested option that the
affected entity may consider to address the staff's concern about the application. The NRC staf

f

must not communicate such information using the request for additional information process.
The staff should explain how the staff's proposed option would address the safety or security
issue. The NRC must explicitly inform the affected entity that it is not obligated to follow the
staff’'s proposed option. Because the NRC is not conveying to the affected entity that it must
supplement its application to incorporate the staff's proposed option into its request, the staff’'s
proposed option is not an imposition (i.e., the affected entity can propose its own solution to
address the staff's concern) and, thus, not backfitting or forward fitting. In this case, the staff
does not have to perform a documented evaluation or backfit analysis or consider the costs of g

proposed forward fit at this point.

The affected entity can choose the path forward that suits its needs (e.g., not respond to the
staff's communication or respond to it by incorporating the NRC’s proposed option into a
supplement to its application, proposing a different solution, providing additional justification for
the affected entity’s application, or withdrawing the application). If the affected entity agrees
with the staff’'s suggestion and voluntarily supplements its application to include the staff's
proposed option as part of the requested licensing action, then the affected entity’s supplement
is considered affected entity-proposed, and the staff's communication would not constitute
backfitting, a change affecting issue finality, or forward fitting. However, if the NRC
communicates in a manner that conveys that the “staff's proposal” is not optional (i.e., itis a

condition of the staff's approval), then the staff's communication could constitute backfitting, a
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change affecting issue finality, or forward fitting and, therefore, should have been subjected to
the appropriate screening and justification before its communication to the affected entity.

If, after these communications with the affected entity, the NRC determines that it cannot
approve a requested licensing action without imposing a new or changed requirement or staff
position as a condition of its approval, then the NRC staff can either (1) pursue a backfit, change
affecting issue finality, or forward fit, as applicable, or (2) deny the application. If the staff
pursues the backfit, change affecting issue finality, or forward fit, then it will need to obtain
Office Director approval to complete the applicable cost considerations for the backfit, change
affecting issue finality, or forward fit. If the proposed requirement or staff position would be a
cost-justified substantial increase in overall protection backfit, then the staff should consider
whether to pursue that backfit separately from the licensing action. The staff must prepare the
backfit, issue finality, or forward fit assessment and submit it to the Office Director for approval
and offer the Committee to Review Generic Requirements the opportunity to review the
package, as described in Section 1.6 of this NUREG.

If, after obtaining Office Director approval, the NRC staff intends to condition its approval of the
licensing action on a proposed backfit, change affecting issue finality, or forward fit, then it must
send the affected entity a letter containing the staff’'s proposed backfit, change affecting issue
finality, or forward fit and associated assessment and offering an opportunity to submit an

MD 8.4 appeal of the proposed action by a specified date. The affected entity could then either
not respond to the NRC'’s letter (in which case the NRC staff may either issue the approval with
the condition or deny the application) or respond by supplementing its application to address the
safety or security issue or non-compliance, submitting an MD 8.4 appeal of the proposed
backfitting, change affecting issue finality, or forward fitting, or withdrawing the application.
Chapter 4 of this NUREG provides additional guidance on the MD 8.4 appeal process.

5.2 Generic Processes

5.2.1 Regulatory Analysess -

Regulatory analyses are different from backfit analyses and are required for almost all
regulatory actions. The NRC uses regulatory analyses to evaluate the costs and benefits of
proposed requlatory actions. A regulatory analysis typically compares alternative approaches to
the proposed requlatorv action to support informed deC|S|onmak|nq A-regulatory-analysis

In contrast, a backfit analysis
supports one type of regulatory approach (i.e., an imposition of new requirements or new staff
positions interpreting existing requirements on entities listed in Section 2.3 of this NUREG that
are within the scope of the backfitting provisions listed in Table 1-1). aA backfit analysis
considers whether a particular proposed backfit would result in a substantial increase in the
overall protection of the public health and safety or the common defense and security and, if so,
whether the direct and indirect costs of implementation for that affected entity are justified in
view of this increased protection. The costs identified in the requlatory analyses can be used,
therefore, in determining whether a backfit can be justifiedenly-certain-factors-as-discussed-in
Section-2.6-of this NUREG). Regulatory analyses help the staff provide adequate justification
for the proposed action and document a clear explanation of why the staff recommends the
proposed-action. The staff provides instructions for performing regulatory analyses in
NUREG/BR-0058.

‘[ Commented [AK180]: Comment 4.5.27
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5.2.2 Rulemaking

The NRC staff typically begins its rulemaking process by requesting Commission approval of a

rulemaking plan. [Rulemaking plans contain a discussion of the potential backfitting and issue

finality implications of the contemplated rulemaking. In-the-rulemaking-process;-tThe NRC mus
justify the proposed and final rules under applicable backfitting or issue finality requirements-
Fhe-NRC and includes this justification diseussion-in the SOCs for proposed and final rules.
Lengthy backfttmg nd issue ﬂnallty dlscuSS|ons can be a—standalone documents summanzed
in the SOCs. i

the—eentemplated—%emakmg—Many rules have an assomated gmdance document that prowde;

an acceptable means for implementing the new or amended rule. The backfitting and issue
finality implications of the guidance document need to be considered within the backfitting and
issue finality assessmentevaluation supporting issuance of the rule. The SOCs typically include
the guidance document’s backfitting and issue finality discussion. Because rulemakings are no

regulatory-actions-associated-with-a-licensee-requests for licensing actions submitted by
affected entities, itis-rotpossible-forrulemakings te-do not involve forward fittings.

5.2.2.1 IRulemaking Process

The NRC'’s 2020 template for rulemaking plans contains a placeholder for a preliminary backfit
and issue finality analysis and a description of the information to be provided. The developmen

of a regulatory basis often follows Commission approval of a rulemaking plan. For each
alternative approach described in the regulatory basis, the NRC must state whether the
alternative approach would constitute backfitting or affect the issue finality of a 10 CFR Part 52
approval and the basis for these preliminary conclusions. If the staff can determine at this stagg

that an alternative would constitute backfitting or affect the issue finality of a 10 CFR Part 52
approval, then the staff needs to discuss whether one or more of the exceptions to preparing a
backfit analysis are likely to apply and be relied on by the staff or whether the applicable issue
finality criteria can be satisfied.

A proposed rule would explain the Commission’s intention to establish new requirements,
change existing requirements, or both. Any one of these proposed new or changed
requirements could constitute backfitting or affect the issue finality of a 10 CFR Part 52
approval. As part of a proposed rulemaking issued for public comment, the NRC provides its
supporting backfitting and issue finality assessment for any proposed new or changed
requirements that could impact an affected entity. The public is invited to comment on this
backfitting and issue finality assessment, and the NRC considers those comments and all other,
public comments in drafting the final rule and the supporting backfitting and issue finality
assessment.

The final rule published by the NRC reflects the Commission’s consideration of public
comments on the proposed rule, including any comments on the backfitting and issue finality
assessment. The NRC must revise the final rule’s backfitting and issue finality assessment to
the extent that comments on the proposed rule warrant such revision.

5222 Voluntary Consensus Standards

Voluntary consensus standards document a consensus reached by the sponsoring organization
that the code or standard provides an acceptable process or criteria to accomplish the task
addressed by the code or standard. Congress requires consideration of voluntary consensus
standards under the National Technology Transfer and Advancement Act of 1995 (NTTAA)

5-13

- {Commented [AK181]: Comment 4.5.32

= { Commented [KA182]: Comment 4.5.33

= { Commented [KA183]: Comment 4.5.32




O©CoONOURWN-=

PN
w

(Pub. L. 104-113, 110 Stat. 775), which is codified in various sections of Title 15 of the

U.S. Code. In accordance with the note in 15 U.S.C. § 272, the NRC may decline to use a
voluntary consensus standard if its use would be “inconsistent with applicable law or otherwise
impractical.” The Office of Management and Budget (OMB) established policies on the
implementation of the NTTAA in OMB Circular A-119, “Federal Participation in the Development
and Use of Voluntary Consensus Standards and in Conformity Assessment Activities,” revised
in 2016. Both the NTTAA and OMB Circular A-119 require that “agencies must consult with
voluntary consensus standards bodies and must participate with such bodies in the
development of standards when consultation and participation is in the public interest and is
compatible with their missions, authorities, priorities, and budgetary resources.”

The NRC participates in the consensus process for codes and standards that are later adopted
into the-NRC’sits regulations. In the consensus process, the NRC provides its views on the
codes and standards, and this communication supports a constructive consensus process. This
communication, including votes, is not considered backfitting or forward fitting.

Two prominent consensus standards the NRC uses are the American Society of Mechanical
Engineers (ASME) Boiler and Pressure Vessel Code and the ASME Code for Operation and
Maintenance of Nuclear Power Plants. These codes, as incorporated into NRC regulations at
10 CFR 50.55a with any applicable exceptions and clarifications, provide-are requirements for
power reactor applicants and licensees-because-the-codes-are-incorporated-into-NRC

%QMGHGHS%HQQER%@—%GL The agencyse-regulations-are periodically updateds these -
Berler—and—Pressure

egulatlon s to lncorporate by reference later edltlons of the two ASME

Gcodes The NRC descrlbes its approach to these rulemaklngs in NUREG/BR 0058

Appendix D=~

In the SRM to SECY-00-0011, “Evaluation of the Requirement for Licensees to Update Their
Inservice Inspection and Inservice Testing Programs Every 120 Months,” dated April 13, 2000,
the Commission rejected an NRC staff proposal to consider as backfits rulemakings that list
updated ASME eCode editions. Therefore, such rulemakings, with or without conditions on
aspects of the ASME eCodes, are not generally backfits. In addition, a new condition on a new
code provision that is not present in an earlier eCode edition would not be backfitting.

However, the general rule that these rulemakings are not backfits has three

exceptions: (1) when the rulemaking imposes substantially different (i.e., more than incremental
changes for technical or safety reasons) conditions or exceptions on the use of an ASME eCode
provision already incorporated by the NRC;; (2) when the rulemaking incorporates a new
provision of the ASME eCode that is substantially different from existing requirements,; or

(3) when the rulemaking requires that licensees-affected entities adopt provisions of the ASME
€Code on an expedited schedule (i.e., sooner than the 120-month updating interval in

10 CFR 50.55a).

5.2.2.3 Voluntary Relaxations

A relaxation is the modification of a regulatory requirement that reduces the obligations of a
licensee or class of licensees. In almost every case, a relaxation is structured to previde-give
licensees the option of continuing as previously licensed (that is, maintaining the status quo) or
following the new, relaxed regulatory requirement or staff position. \With one exception, such a
voluntary relaxation would not be considered backfitting or a change affecting issue finality
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because the licensee would not be required to follow the new requirement or staff position.°
When the NRC relaxes requirements, the-NRCit must ensure that the new framework provides
for the adequate protection of the public health and safety and the common defense and
security. Typically, this means that the alternative approach has-eitherresults in no decrease in
safety or security or, if there is a decrease, it is very small (e.g.. NRC Regulatory Guide 1.174
defines “very small” within the context of changes in core damage or large early release

freguencyj.

Examples of relaxations teof regulatory requirements include the 2004 final rule promulgating
10 CFR 50.69, which-provided-for-‘rRisk-informed categorization and treatment of structures
systems and components for nuclear power reactors,”SSCs; and the 2010 final rule

promulgating 10 CFR 50.61a, “Alternate wMehﬂarewdedraHemateLfracture toughness
requirements for protection against pressurized thermal shock events.” Such changes are

non-mandatory relaxations that allow the licensee to continue-te-either continue to comply with
the requirements of its current licensing basis or adopt the alternative requirements into its
licensing basis. If a licensee decides to adopt the alternative requirements, then it must comply
with those provisions, and doing so is not backfitting because it is part of the nonmandatory
requirements that the licensee voluntarily chose to adopt. For example, an affected
entitylicensee that chooses to adopt the risk-informed categorization and treatment of SSCs for
nuclear power reactors under 10 CFR 50.69 obtains relief from the current existing special
treatment requirements in 10 CFR 50.69(b), but in doing so, the affected entitylicensee must
comply with all provisions of 10 CFR 50.69. Alternatively, affected entitieslicensees can choose
not to adopt 10 CFR 50.69; and can continue to comply with their licensed special treatment
requirements.

5.2.3 Guidance Documents|

Generally, issuance of an NRC guidance document (e.g., regulatory guide, NUREG, interim

staff guidance) does not by itself impose regulatory requirements or staff positions on licensees.

The NRC would have to take a regulatory action, such as issuing an order, to impose a
guidance document on a licensee. Therefore, the issuance of a new or revised guidance
document that provides new or changed staff guidance on the implementation of regulations or
staff posmons would not normaIIy be conS|dered backflttlnq ora chanqe affectlnq issue ﬂnalltv -

However, there are instances when the issuance of guidance can constitute backfitting or affect

issue finality even without an imposition of a staff position via a legally binding

requirement:Guidance-documents-are-subjectto-the-backfitting-provisions

o iftThe staff intends, at the time it issues the guidance, to impose the positions on an
affected entitylicensee (typically through further NRC action). Staff-guidance-is-alse
subjectto-the-backfitting-provisions

5 The exception is 10 CFR 52.63(a)(1), which includes changes that “[rleduce[] unnecessary regulatory
burden....”
! Draft guidance does not constitute a staff position because the guidance is only in draft form. If the NRC

issues that guidance in a final version, then the guidance can constitute a generic staff position.
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o whentThe NRC expects affected entitieslicensees to “voluntarily” adopt the guidance as

part of the staff’s basis for resolving a safety or regulatory issue_independent of a
requested licensing action.

The issuance of new guidance is associated with a restriction on the use of the previous

guidance (e.qg., the NRC issues a new version of a Rregulatory Gguide but makes the
earlier version of the same regulatory guide no longer available for use or limits its use).

Independent of a requested licensing action, the NRC staff conveys an expectation that

affected entities change programs, processes, procedures, or the physical plant by using
or committing to use guidance (e.g., requlatory guides or NRC-endorsed industry topical
reports) that is not already within the licensing basis for the identified purpose.

In these circumstances, the guidance document needs to be subject to a backfitting and issue

finality assessment. [MD 8.4 provides-states that issuance of most guidance documents, - {Commented [KA187]: Comments 4.2.13 and 4.3.8

including their revisions, must include a regulatory analysis performed in accordance with

NUREG/BR-0058,Regulatory-Analysis-Guidelines-of the U-S-Nuclear Regulatory
Commission.”

IAs discussed in Section 1.2.2.2 of this NUREG, although generic staff positions may be

contained in documents such as regulatory guides, SRPs, NUREGsS, interim staff guidance, and

branch technical positions, they do not apply to individual licensees until or unless the licensee

incorporates them into its licensing basis as a means for meeting or complying with a governing

requirement, the NRC imposes generic positions on specific licensees through orders or

rulemakings, or the NRC approves licensing actions involving the generic positions. |If a license - /{Commented [KA188]: Comment 4.5.16

incorporates a guidance document, then that version of the guidance document becomes a
requirement. A licensee may incorporate, by reference, a guidance document into its licensing
basis threugh-thevia 10 CFR 50.59 precess-or other existing change control requirements, but
such action, without being incorporated into the license or without NRC review and approval,
does not make the guidance document a requirement. However, the staff's imposition of a
guidance document provision on an affected entitylicensee, whether orally or in writing, could
constitute backfitting or a change affecting issue finality, and it could constitute forward fitting if
related to a requested action from the affected entitylicensee. Section 1.5 of this NUREG
provides more information on communications with affected entitylicensees.

If an entitylicersee voluntarily submits an application for an initial license, an amendment, or
license renewal, then the staff mustshould use the staff guidance applicable to thatlicensee-the
type of application during the review to ensure that NRC requirements are met. This would not
be considered backfitting or a change affecting issue finality. If the staff usese different
guidance to review the licensee’s-entity’s request, then, depending on the type of application,
the staff could be backfitting or forward fitting that lieensee-entity or affecting issue finality and
would need to meet the fe»r—w'eucel—fil!etmg)L ggllcable crlterla dlscussed in Chapters 2 and 3 of th|s
NUREG. A

o o o o o _____________ - - w Commented [KA189]: The staff revised and moved this

sentence to a new footnote on the preceding page.
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Regulatory guides describe methods that the staff considers acceptable for use in implementing

specific parts of the agency’s regulations, explain techniques that the staff uses in evaluating

specific problems or postulated events, and provide guidance to applicants. A regulatory guide

includes an implementation section that explains that the NRC staff can use the regulatory
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guide in its regulatory processes, but the staff does not intend to use the guidance in a manner
that would constitute backfitting or forward fitting or affect issue finality, as applicable. When
notifying the-NRC-provides-the public with-netice-through the Federal Register of the issuance
of a regulatory guide, the NRC should include in the Federal-Registernotice a discussion of the
backfitting, forward fitting, and issue finality implications of the issuance of the guidance
document.

5.2.3.2 Interim Staff Guidance

The NRC issues interim staff guidance as temporary guidance until the NRG-agency issues the
next revision of the applicable (permanent) guidance document that includes the staff positions
from the interim guidance. The staff can use interim staff guidance in conjunction with other
applicable guidance when reviewing an affected entitylicensee’s application. When the-NRC
providesnotifying the public with-netice-through the Federal Register of the issuance of interim
staff guidance, the NRC should include in the Federal-Registernotice a discussion of the
backfitting, forward fitting, and issue finality implications of the issuance of the interim staff
guidance.

5.2.3.3 Standard Review Plans

SRPs delineate the scope and depth of the staff’'s review of licensee-submittals associated with
various licensing activities land can be considered staff positions for purposes of backfitting.

those stated in the applicable SRPs, or if it proposes licensee-actions that the affected entity
take that are more stringent than or in addition to those specified in the applicable SRPs, then
these criteria and actions may be considered eitherforwvard-fitting-erbackfitting, a change
affecting issue finality, or forward fitting, depending on whether the actions are associated with &
licensing request or with an existing condition at the facility, and the facility has a license.
Application of an SRP to an operating facility after the NRC issues the license is generally
considered backfitting or a change affecting issue finality unless that version of the SRP is part
of the licenseefaeility’s licensing basis.

When the- NRCprovidesnotifying the public with-netice-through the Federal Register of the
issuance of a new or revised SRP, the NRC should include in the Federal-Registernotice a
discussion of the backfitting, forward fitting, and issue finality implications of the issuance of the
SRP.

5.2.3.4 Withdrawing Guidance Documents

To withdraw a guidance document, the NRC typically must already have located the guidance
lecated-in other documents, determined that the guidance concerns an aspect of a facility’s
design or operation that is no longer used as a means to meet the governing requirements, or
concluded that the guidance caneuld no longer be used to comply with applicable requirements|
If the guidance can be found in other locations or is no longer needed, then withdrawing the
guidance document has no substantive impact on licenseesaffected entities. However, if the
NRC determines that the guidance document should be withdrawn because the-it contains
methods eentained-that are no longer an acceptable means of complying with the applicable
requirements, then withdrawing that guidance document could constitute backfitting or a changg
affecting issue finality for those licensees-affected entities using the guidance document. The
backfitting or a change affecting issue finality would occur through another regulatory action,
such as an order removing the guidance document from the license. That regulatory action
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would need to justify the backfitting or satisfy the applicable issue finality criteria. If the

withdrawal of the guidance document requires issuance of a Federal Register notice, then the
staff should generically address the backfitting, forward fitting, and issue finality implications of
withdrawing the guidance document in the Federal Register notice.

5.2.4 Topical Reports

IA topical report submitted by a vendor is not subject to backfitting, issue finality, or forward
fitting considerations because the vendor is not a holder of, or an applicant for, an approval
under 10 CFR Part 50, 52, 70, 72, or 76. Therefore, the NRC can impose the constraints
needed for the agency to conclude that licenseesaffected entities’ use of the topical report
(within the constraints) will be acceptable without having to perform a backfitting, issue finality,

= {Commented [KA192]: Comment 4.5.17

or forward fitting assessment. The NRC'’s acceptance of a topical report must not refer to or rely

on inspection reports or activities because such activities should not be used to establish staff
positions on the licensing basis, as discussed in Sections 1.2.2.2 and 5.3 of this NUREG.

\If an affected entity submits its own topical report or a vendor’s “draft” topical report (e.g., one
that the NRC has not approved) as the affected entity’s topical report with an application_as
justification for its requested licensing action, then NRC conditions of approval should be
assessed for backfitting, |ssue f|na||ty or forward flttlnq |mp||cat|onsrestnehon&on—the—us&ef—the

submlts |nformat|on that the NRC is rewewmg for the flrst tlme the NRC has no existing staff
position applicable to the licensing action under review, and the staff is-consideringdetermines
that it may need to impose a condition of its approval that would meet the definitions of &
“forward fit,” “direct nexus,” and “essential,” then the staff needs to perform a site-specific-cost
consrderatlon specn‘lc to the aﬁected ent|tv to complete the forward fit assessment. I=kaweverL

Sectlon 3 3 of thls NUREG contams mer&addltlonal gwdance on forward f|tt|ng and these
situations-Section 5.1.4 of this NUREG has guidance on how to communicate staff proposals,

backfits, changes affecting issue finality, and forward fits during licensing activities |

IAs described in Section 1.2.2.2 of this NUREG, NRC approval of a licensing action involving an
NRC-approved topical report can establish a facility-specific staff position. However, the NRC
approval can be a generic position if the safety evaluation specifically provides for other affected
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entities to adopt the topical report or approved method consistent with the conditions and
limitations specified in the safety evaluation.|

If an licensee-affected entity uses an NRC-approved topical report in an application and the
NRC approves the application, any subsequent requirements imposed by the NRC that are
different from those specified in the approved topical report should be considered as potential
backfitting_or changes affecting issue finality because the approved topical report would be a
facility-specific staff position for that affected entity. If the NRC imposes requirements as part o
its approval of the licensing action (e.g., conditions on the use of the approved topical report),
those requirements could constitute ferward-backfitting, changes affecting issue finality, or

forward fitting.

5.2.5 Generic Communications

[The issuance of generic communications dees-must not establish new requirements or impose

staff positions-and;-therefore;-cannot-constitute-baekfitting. Therefore, the NRC must subject

draft (if applicable) and final generic communications to backfitting and issue finality

assessments before issuing them.Seection-5-9-of this NUREG contains-a-discussion-of generic

communications thatrequestinformation- | -

5.2.6 _Clarifications

A clarification, such as one communicated through the NRC’s Frequently Asked Question Web
site or a Rregulatory lissue Ssummary, is a staff position that provides additional explanation of
an existing requirement or staff position. Clarifications can be-used-ferhave various purposes,
such as addressing a requirement or staff position that may not be generally understood by
lieensees-and, therefore, may lead-be subject to multiple interpretations. They can also be-useg
to-explain a requirement or staff position that, because of issues-like-phrasing, grammar, ane-or|
punctuation errersissues, may result in multiple interpretations. A clarification that does not
impose a new or changed requirement or new or different staff position does not meet the
definition of “backfitting-” or a change affecting issue finality. However, proposed clarifications
have the potential to impose new or additional requirements or staff positions (e.g—., revoking
previous staff positions); therefore, the staff should subject the proposed clarification to a
backfitting and issue finality assessment to verify that the clarification is not backfitting or a
change affecting issue finality. If the original staff position allowed for multiple interpretations,
and the staff is-new-tryingseeks to limit licensees-affected entities to one interpretation, then that
limitation would be a new staff position and, if imposed on an affected entitylicensee, would

require a backfitting, issue finality, or forward fitting assessmentjustificatien.

5.2.7 _Information Requests

When the NRC revised the Backfit Rule in 1985, it also The-NRC-revised the 10 CFR Part 50
rule requiring licensee responses to both generic and facility-specific information requests
(i.e., 10 CFR 50. 54( ))Amth—the—Baekﬁ{—RuJe—m—*u-%% This information request may also be |
referred to as an “information collection.” A request for information under 10 CFR 50.54(f) does
not constitute backfitting_or a change affecting issue finality, as the request imposes no change|
to the facility or its operation. However, because extensive information requests can impose
burdens that appear similar to backfitting_or a change affecting issue finality, 10 CFR 50.54(f) |
stipulates that, except for information sought to verify licensee compliance with the current
licensing basis for its facility, the NRC must prepare the reasons for the request to ensure that |
the burden imposed on licensees is justified in view of the potential safety or security
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significance of the issue to be addressed. The NRC's acknowledgment of a licensee’s
response to a 10 CFR 50.54(f) request for information does not establish a staff position. If the
NRC subsequently sends the licensee written correspondence about the acceptability of the
information for some regulatory purpose, then that correspondence would constitute an NRC
position for that regulatory purpose.

Letters, bulletins, and generic letters requesting information under 10 CFR 50.54(f) may
promulgate new or revised staff positions and may ask licensees to state in their responses
whether they have adopted or will adopt these new positions. Hewever-inWhen issuing these
information requests, the NRC cannot require a licensee to adopt the new staff position.
Conveying an expectation that the licensee will adopt the new staff position would be
consideredunless-the-NRC-has-followed-the backfitting_or a change affecting issue finality
regulations. As a matter of practice, the NRC staff should carefully consider the potential to
raise backfitting and issue finality concernsissues in information requests.

The staff may use a bulletin or generic letter to justify a staff-staff-recommended action or
schedule. If a bulletin or generic letter requests a response, and the staff is not satisfied with
that response, then subsequent staff action to direct further action by a licensee (e.g., an order)
may be backfitting or a change affecting issue finality and should be assessed as such. The
licensee’s only obligation en-the-part-of-the licensee-is to respond to the bulletin or generic
letter. A licensee’s response to the generic letter may contain licensing basis information. If the
licensee adopts a recommendation from the generic letter, and the NRC does not respond to
that correspondence, then the licensee’s response likely constitutes a regulatory commitment,
which the licensee may be able to remove in accordance with its commitment management
program. If the NRC does respond to the licensee and accepts the response as addressing the
issue in the generic letter, then how that information is considered in the licensing basis will
depend on the manner of the licensee’s and the NRC'’s correspondence (e.g., whether the
licensee responded through a license amendment request, incorporated the information into a
mandated licensing basis document, or made regulatory commitments; or whether the NRC
ordered the licensee to modify its license, took enforcement action, or took another approach).
The generic letter itself does not constitute the-a requirement or licensing basis information.

5.2.8 Policy Statements

Under the Administrative Procedure ActAs-compared-to-an-NRCregulation, an-NRC policy
statement does not establish a legally binding requirement. |An NRC policy statement is the
policy of the Commission; therefore, a Commission policy statement cannot be a regulatory staff
position interpreting the Commission’s regulations. To make a policy statement a requirement
for a licensee, the NRC staff would issue a facility-specific licensing action (e.g., a safety or
security order) involving a policy statement to create a facility-specific staff position. Such an
action would be subject to a backfitting, issue finality, or forward fitting assessment. The NRC
can also make a policy statement generically applicable by conducting a rulemaking that

creates or amends requlatlons that |mp|ement the pr|nC|pIes descrlbed in the DO|ICV
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5.3 Inspection Processes

The NRC'’s inspection processes and procedures govern the scope and depth of the staff
inspections associated with licensee activities, such as design, construction, and operation. As
suehThus, the inspection procedures define those items that the staff should consider in the
staff's-determiningatien-of whether the licensee is conducting the facility’s activities in
accordance with the licenseefaeility’s licensing basis.

In the normal course of inspections, the-an NRC inspector may examine and identify findings or|
violations in specific technical or regulatory areas. Identifying findings or violations usually

deesmust not |nvoIve backflttlng or issue f|na||ty—bu¢—|t—may—|f—th&estabhshmem—ef—the—NRG—s

If an NRC mspector identifies a
concern with the adequacy of the current licensing basis, then that concern must be
dispositioned in accordance with the backfitting and issue finality process discussed in this
NUREG. NRR or NMSS, as appropriate, will coordinate any backfitting actions or changes
affecting issue finality resulting from such concerns.

Inspections may include the review of activities that were previously inspected. Many
inspections are done on a sampling basis, and the focus areas may differ from one inspector to|
another. A different inspection conclusion (e.g., one resulting in identified findings versus one
that does not—refer to the-caution-in-Section +-2-2.2-5.3.2 of this NUREG) likely does not
involvemay-net-constitute backfitting or affect issue finality because (1) most inspections use a
sampling-methodslegy, (2) circumstances surrounding the activity may have changed, (3) the
focus of the inspection may be different, (4) the licensing basis may have changed,

(5) maintenance that was previously committed to may not have been accomplisheddone, or |
(6) other factors have been considered.

5.3.1 _Oral Communications

Likewise;-aAn inspector’s discussion of findirgs-proposed findings and violations with the
licensee-affected entity is not considered backfitting or a change affecting issue finality. During
these discussions, the licensee-affected entity may agree that certain changes are appropriate
in response to the inspector’s findings. This would not constitute backfitting or a change
affecting issue finality if the inspector does not indicate that specific actions are the only way to
satisfy the staff when the licensing basis does not require the specific action. An inspector’s
suggestions to consider an applicable guidance document or NRC-endorsed topical report to
resolve the findings are not backfitting or changes affecting issue finality asteng-asif the
inspector does not convey an expectation that the licensee-affected entity must use the
guidance document or topical report.

5.3.2 |Inspection Reports|

[The NRC staff must not document backfitting actions or Chanqes affecting issue finality in an
inspection report.
NRC'’s inspection actlvmes would-must not involve backfitting or changes affecting issue finality]
However-ilf an licensee-affected entity eoncludes-believes that a finding-er-vielation-finding or
violation in an written-NRC inspection report is a new or changed staff position that is not part o
the licensing basis, then the licensee-affected entity can initiate a-backfitting-an MD 8.4 appeal
as described in Chapter 4 of this NUREG.
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IAs discussed in Section 1.2.2.2 of this NUREG, the NRC establishes facility-specific staff
positions through its facility-specific correspondence discussing the regulatory bases for its
decisions (e.g., inspection reports). Inspection reports can contain staff positions, but the staff
must not use inspection reports to create staff positions about the adequacy of the licensing
basis (e.qg., “the licensee is in compliance”). An inspection report that states, “The NRC
inspectors did not identify any findings or violations of more than minor significance,” does not
create a staff position. This statement acknowledges the possibility that there were
non-compliances but that the inspectors did not identify them in the report (e.g., because of the
sampling nature of the inspection process, or because any identified noncompliances were
minor). However, if the inspection report states, “The licensee complied with [Requirement X],”
then that language would constitute a staff position on the adequacy of how the licensee
complied with that requirement. If the NRC subsequently determines there is a non-compliance
with “Requirement X” related to the inspected sample, then the NRC may need to treat that
determination as a change in staff position subject to the backfitting provisions because of the

staff position created by the prior statement in the inspection report] Therefore, in inspection _ — - | Commented [AK204]: The staff relocated this
reports, the NRC staff should avoid making statements such as, “The licensee complied with information from Section 1.2.2.2.
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If licensing baseis questions arise during an inspection, and the inspectors determine that the
significance-of the-issue does not immediately screen as having very low safety significance,
then the inspectors should contact the applicableropriate licensing project manager to resolve
the issue through routine staff interactions. If applicable, the staff may also feradviceand—if

necessary-initiate the technical assistance request process for the appropriate office to
consider the regulatory, licensing, and technical aspects of the issue. The-outcome-ofthis
process-may-need-to-be-assessed-forbackfitting-implications—Section 5.21.2 of this NUREG
contains additional guidance on this-matterlicensing basis interpretations and using the
technical assistance request process. The process may conclude with the region pursuing a
violation (e.g., the issue of concern is a violation of a requirement in the licensing basis).
However, if the process conclusion does not support a violation (e.qg., the issue of concern is
based on a position that is not in the affected entity’s licensing basis), then the staff should exit
the technical assistance request process and consider whether to propose a change to the
affected entity’s licensing basis, which would be subject to a backfitting or issue finality
assessment.

The resolution of an NRC staff nonconcurrence on an inspection report that documents a
licensing basis interpretation must have concurrence from the NRR or NMSS licensing division
director (or designee) and the NRR or NMSS Office Director (or designee), as applicable, who
are responsible for licensing actions associated with the affected entity or facility because the
nonconcurrence resolution would constitute an NRC staff position on the licensing basis.

5.4 Enforcement Processes

The NRC issues enforcement sanctions, including orders other than “safety or security orders,”
notices of violation (NOVs) or non-cited violations-(NC\/s), when a licensee or non-licensee
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violates a legally binding requirement. The staff should take extra caution when reviewing
regulatory requirements,-such-as-an-operating-reastor’s and licensing basis_information; cited in
an enforcement action to ensure that the enforcement action is, in fact, citing only legally
binding requirements. A citation that improperly reflects a new or modified requirement or staff
position eenstitutes-meets the definition of “backfitting-" and could constitute a change affecting
issue finality.

54.1 Violations N

An NOV may require an affected entitylicensee to respond te-the- NO\-by providing the
corrective steps that it either has taken or will take to achieve-fully complyiaree with NRC
requirements. As such, requiring a response to an NOV that inrcludes-a-describesption-of an
affected entitylicensee’s proposed corrective action is not backfitting or a change affecting issug
finality because such a response is already a requirement for the affected entity. The affected
entity’s commitments in the description of a corrective action are not backfits_or changes
affecting issue finality because they are the affected entity’s means for restoring compliance
with an already applicable requirement. A statement or recommendation by the staff for the
affected entitylicensee to consider actions in response to an NOV is not backfitting_or a change
affecting issue finality because such communications are not impositions, provided that the
affected entity recognizes that it is not obligated to follow the staff recommendations. However,
if the staff is-notsatisfied-with-the licensee’s-proposed-corrective-actions-and-asks the affected

entitylicensee to take additional actions beyond those needed to meet requirements, then those
additional actions, if imposed (e.g., by order) by the NRC, may constitute backfitting_or changes
affecting issue finality because the staff may be imposing new requirements on the

heenseeaffected entity. Mes@#&ne&sahsﬂed%nﬁa%ensee%aehen&%respense%eany

preees%The gundance in thls sectlon does not preclude |nspectors from assessmg corrective
actions and issuing applicable enforcement actions.

A finding-of-a-violation for ineffective or untimely corrective actions is not backfitting or a changg
affecting issue finality if the affected entity is required to take effective and timely corrective
actions (i.e., there is no new requirement or staff position). However, the NRC staff imposition
of a requirement that the affected entitylicensee must take a certain action may censtitute-meet
the definition of “backfitting”; or constitute a change affecting issue finality unless the action is in
accordance with an existing staff position that applies to the facility and is included in the
licensing basis. If the imposed action is beyond what is required under the affected
entitylieensee’s licensing basis, then the action would be backfitting or a change affecting issue

finality.

Licensee-aActions taken by an affected entity to correct violations of the requirements in its

licensing basis are not backfits_or changes affecting issue finality because there is no impositior
of a new or changed requirement or staff position. Discussions during enforcement conferences
and oral responses to an affected entitylicensee’s questions regarding-on corrective actions to
restore compliance with the requirements in the licensing basis are not backfitting or changes
affecting issue finality unless the staff attempts to limit the affected entitylicensee to a specific
action that is not expressly required or attempts to impose some action beyond requirements.

Chapter 4 of this NUREG describes how the NRC would respond to an affected entity’s licenseé
concerns of un|ust|f|ed backflttlnq or chanqes affecting |ssue f|nal|tv assomated with proposed
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5.4.2 Enforcement Orders

The NRC may issue an enforcement order when it determines that doing so is necessary to
ensure compliance with existing regulations following a violation or noncompliance. As such,
enforcement orders do not constitute backfitting or changes affecting issue finality because they
only enforce existing requirements.

5.4.3 Confirmatory Action Letters\ - ‘[Commented [AK209]: Comment 4.5.13

A confirmatory action letter is not a requirement and, accordingly, is not enforceable. Licensees
voluntarily agree to the actions described in a confirmatory action letter. Thus, the issuance of a
confirmatory action letter does not constitute backfitting or a change affecting issue finality. In
most cases, the licensee would have taken this voluntary action in response to an enforcement
action. Attempts by the NRC to require compliance with a confirmatory action letter could
constitute backfitting or a change affecting issue finality._ The NRC should avoid creating staff
positions in confirmatory action letters by (1) stating that the staff understands that the affected
entity intends to take certain actions and (2) not using language suggesting that the affected
entity’s actions are acceptable or would restore compliance. Furthermore, if the NRC requires
the affected entity to do something more or different from the actions described in the
confirmatory action letter that the affected entity is not already required to do under its licensing
basis, then the imposition of the new requirement would constitute backfitting or a change
affecting issue finality because the causal aspect of the backfit or change affecting issue finality
would be a change to the licensing basis, not a change to the commitments or requirements in
the confirmatory action letter.

5.4.4 Notices of Deviation

The NRC may issue a notice of deviation and request information about a licensee’s failure to
implement or maintain a regulatory commitment. The licensee could either reinstate,-er conform
with,_or change its commitment_in accordance with its commitment management program.
Issuance of the notice of deviation would not constitute backfitting or a change affecting issue
finality because the NRC did not require the licensee to implement and maintain the
commitment. If the NRC decides to require the licensee to implement and maintain the
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commitment and, therefore, removes the voluntary nature of the commitment, then the staff's
proposed action would be subject to a backfitting or issue finality assessment.
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6 RECORDKEEPING AND DOCUMENTATION

Offices and regions directly involved in backfitting or forward fitting are responsible for tracking
and maintaining associated records originating in that office or region. In Title 10 of the Code of
Federal Regulations (10 CFR)-Sesctiens 50.109, 70.76, 72.62, and 76.76, the U.S. Nuclear ‘
Regulatory Commission (NRC) requires documentation of the justification for backfitting or
forward fitting. Consistent with these requirements and the transparency and accountability

bases underlying them, the U-S—NuclearRegulatory Commission{NRC) staff must document ith
findings on issue finality under 10 CFR Part 52.

Management Directive (MD) 3.53, “NRC Records and Document Management Program,” dated
March 15, 2007, describes how the NRC complies with the regulations governing Federal
records management. The guidance in MD 3.53 ensures that the NRC staff considers
documents related to backfitting and forward fitting as possible official agency records and are
preservesd them in the Agencywide Documents Access and Management System (ADAMS).

The office or region that proposes a backfitting or forward fitting action must administratively
manage each action by maintaining all related records. Records must be maintained in
accordance with NUREG-0910, “NRC Comprehensive Records Disposition Schedule,”
Revision 4, issued March 2005. Backfitting or forward fitting records placed in ADAMS must be
accessible to all stakeholders and profiled as publicly available consistent with agency guidance
on the release of information to the public.

Internal NRC reviewers may include technical and regulatory staff and managers; formal groups
such as the Committee to Review Generic Requirements (CRGR); and, in some cases, the
Advisory Committee on Reactor Safeguards. Reviewers typically focus on the appropriateness
of assumptions, the selection and elimination of alternatives, estimation techniques, evaluation
methods, any limitations in the data used, and the decision rationale. The staff should post the
analyses, with supporting documents, as publicly available documents in ADAMS or incorporate
the conclusions of the analysis in the public document that implements the agency’s decision,
such as a letter to the licenseeaffected entity.

Certain regulatory actions are subject to the backfitting provisions or issue finality provisions and
to the CRGR’s requirements for the staff's analysis and information submittals. The NRC
intends that, for these actions, the analysis performed in accordance with this guidance will
satisfy the documentation requirements of the backfitting provisions and the provisions of the
CRGR’s requirements without a need to prepare separate submissions.

If the NRC concludes that it cannot proceed with its proposed backfitting or forward fitting
because the staff cannot justify the proposed action, then the staff must stop the backfitting or
forward fitting process. Nevertheless, the staff needs-tomust document its efforts. The NRC |
staff office responsible for the proposed backfitting or forward fitting should determine how the
decision to reject the action should be documented; and whether the existence of this
documentatlon should be disclosed and made avallable to the affected ent|ty the public, or

the—umesel-wd—ﬁem—An—altema&we—ee&d—beFor example the staff may prowde a memorandun
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to a supervisor with an attached analysis based on a guide from Appendix C to this NUREG.
No-matter-the-form-used-by-the-staff{The staff's document must describe the safety or security
issue, the staff's proposed action to address the issue, and why the proposed action cannot be
justified under the appropriate backfitting, forward fitting, or issue finality provision. The
document should be placed in ADAMS.
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WORKSHEET 1

BACKFITTING AND ISSUE FINALITY WORKSHEET
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BACKFITTING AND ISSUE FINALITY WORKSHEET

Screening
Step Action Notes

1 Document the issue, the Are new requirements or interpretations of requirements
proposed agency action, needed to address the issue fully?
and their relationship to
safety/security. Include If no, then document the applicable enforceable
any available risk insights. |requirement and exit the backfitting or issue finality |

process.

If yes, or if it appears that the NRC'’s approval against the
requirements may be the result of an error or omission
(i.e., a new interpretation is needed), then proceed to the
next step.

2 Ask:_ Is the proposed If the proposed action is excluded from backfitting and |
action of the type excluded |issue finality provisions (see NUREG-1409, Section 2.2),
from backfitting and issue |then document this and exit the backfitting or issue
finality provisions? finality process.

If the proposed action is not excluded, then proceed to
the next step.

3 Ask: Would the proposed |If the licensee-orapplicantentity is not within the scope 01
action affect any entity that |any backfitting or issue finality provisions (see
is within the scope of a NUREG-1409, Section 2.3), then document this and exit
backfitting or issue finality |the backfitting or issue finality process.
provision?

If the licensee-or-applicantentity is within the scope of a |
backfitting or issue finality requirement, then proceed to
the next step.

4 Ask: Would the proposed

action constitute backfitting
or affect issue finality?

Consider the applicable definition of “backfitting” or issue|
finality provisions (see NUREG-1409, Table 1-1 and
Section 2.4).

The staff may need to use the technical assistance
request process to determine whether a configuration is
consistent with the licensing basis (but not to perform a
backfit justification).

If the proposed action meets the applicable definition of
“backfitting” or satisfies an issue finality provision in

10 CFR Part 52, then notify the Backfitting and Forward
Fitting Community of Practice and proceed to the next
step. If not, then document that determination and exit
the backfitting or issue finality process.
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BACKFITTING AND ISSUE FINALITY WORKSHEET (continued)

Justification

Step

Action

Notes

Obtain Office of Nuclear
Reactor Regulation (NRR)
or Office of Nuclear Material

Safety or Safeguards
(NMSS)NRR-or-NMSS
Office Director approval to
expend resources on
evaluating the issue.

Prepare the following for the office director:

e Ddescription of the answers to the backfitting
Screening questions.

1if readily available, descriptions of any safety, risk,
and/or cost-benefit insights, including whether the
issue is one of adequate protection and, if it is_n’ot,
whether the proposed action could be justified using
the compliance exception or a backfit analysis.

If approved, proceed to the next step-.if the proposed
action meets a definition of “backfitting.” If the proposed
action satisfies an issue finality provision in

10 CFR Part 52, then proceed to sStep 9.

If not approved, then address the NRR-erNMSS-Ooffice
Ddirector’s concerns and re-seek approval. If not
approved, then document the basis for the Ooffice
Bdirector’s decision and exit the backfitting or issue

finality process.

Ask: Is the proposed action
necessary to ensure
adequate protection or to
define or redefine the level
of protection considered
adequate?

If the issue appears to be a matter of adequate
protection, then take the following steps:

e Perform an imminent threat analysis.
Refer to NUREG-1409, Section 2.5.1.

e If the proposed action is necessary to ensure
adequate protection, then, depending on timing, draft
a documented evaluation to invoke the “necessary to
ensure adequate protection” exception using Guide 1
in NUREG-1409, Appendix C.

e If the proposed action is necessary to define or
redefine the level of protection considered adequate,
then depending on timing, draft a documented
evaluation to invoke the “necessary to define or
redefine the level of protection considered adequate”
exception using Guide 1 in NUREG-1409,

Appendix C.

e Proceed to sStep 10.

If the issue is not one of adequate protection, then
proceed to the next step.
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BACKFITTING AND ISSUE FINALITY WORKSHEET (continued) |

Justification

Step

Action

Notes

Ask:_ Is the proposed action
necessary to ensure
compliance with NRC
requirements or
conformance with written
licensee commitments?

To assess whether the compliance exception can be
used, refer to NUREG-1409, Section 2.5.2, and use the
Compliance Exception Worksheet in NUREG-1409,
Appendix B.

If the compliance exception can be used, then draft a
documented evaluation to invoke the exception using
Guide 2 in NUREG-1409, Appendix C and proceed to
sStep 10.

If not, then proceed to the next step.

8 |Ask: Could the proposed Prepare a backfit analysis using Guide 3 in |
action provide a NUREG-1409, Appendix C. Refer to NUREG-1409,
cost-justified substantial Section 2.6.
increase in overall
protection? If the increase in overall protection is not judged to be

substantial, or it is substantial but the costs would not be
justified by the increase in overall protection, then
document this and exit the backfitting process.

If the proposed action would be a cost-justified
substantial increase in overall protection, then proceed to
sStep 10.

9 If the proposed action The issue finality provision may direct you to one of the
satisfies an issue finality preceding steps in this justification process. Otherwise,
provision in 10 CFR Part 52, |proceed to the next step.
then follow the direction
provided in the issue finality
provision.

10 |Provide the NRR or NMSS |If approved, then proceed to the next step.

Office Director the

documented evaluation or  |If not approved, then address the NRR-or-NMSS-Ooffice

backfit analysis and obtain |Bdirector’s concerns and re-seek approval. If not

approval to request CRGR |approved, then document the basis for the Ooffice

review. Bdirector’s decision and exit the backfitting or issue
finality process.

11 |Meet with the Committee to |Prepare the materials for meeting with the CRGR. See

Review Generic

Requirements (CRGR).

CRGR Charter and Procedures. Afterwards, address
any issues identified by the CRGR.

Proceed to the next step.

B-7




BACKFITTING AND ISSUE FINALITY WORKSHEET (continued)

Justification

Step Action Notes
12 |Submit the final documented |If approved, then proceed with-the-propesed-actionto the
evaluation or backfit next step.
analysis to the NRR or
NMSS Office Director If not approved, then address the NRR-erNMSS-Ooffice
(and/or OEDO or Bdirector’s concerns and re-seek approval. If still not
Commission) for approval. |approved, then document the basis for the decision and
exit the backfitting or issue finality process._Do not
proceed to the next step.
13 |If time permits, provide the |If the effected entity does not submit an MD 8.4 appeal,

proposed backfit or change

then proceed with the backfit or change affecting issue

affecting issue finality to the

finality.

affected entity for an
opportunity to submit an

If the affected entity submits an MD 8.4 appeal, then

MD 8.4 appeal.

complete the appeal process before or in lieu of issuing
the backfit or change affecting issue finality, consistent

with Chapter 4 and Section 5.1.4 of NUREG-1409.

__ — — | Commented [KA212]: Staff added this step to show

where the appeal process could be offered for proposed
backfits.
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WORKSHEET 2

COMPLIANCE EXCEPTION CHECKLIST
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COMPLIANCE EXCEPTION CHECKLIST

The Requirement

Step

Action

Notes

The NRC has identified an
NRC requirement for which it
seeks compliance.

A compliance backfit requires that an applicable
requirement be in place, and the NRC’s proposed
backfitting action is not changing this requirement.

2 The identified requirement  |Confirm timing of requirement. If not contemporaneous
must have been “known and |with the NRC’s approval, then the compliance exception
established” (i.e., the cannot be used.
requirement cannot be
implied or subjective) at the
time of the NRC'’s approval.

3 The NRC consistently If the NRC’s interpretation was consistently applied at
interpreted and applied the |the time of approval, then state that finding with a
identified requirement. supporting basis. If there-were-inconsistent

interpretation and application_were inconsistent, then it
is much less likely that an error or omission can be
shown to have occurred. Note that conclusion with a
supporting basis.

4 The NRC approved the Note the approval type and date and describe
licensee’s method of supporting information that indicates the NRC'’s
compliance with the interpretation and application of the requirement in its
requirement. approval.

The Error or Omission
Step Action Notes
5 |The NRC has identified [at Describe the error(s) or omission(s).

least one anferroror |
omission—either the NRC'’s
own error, or the omission or
error of the licensee,
fapplicant, or a third party
(e.g., a vendor or another
government agency),
through_any of the following:
e ilncorrect perception or
understanding of the
facts
o fFailure to recognize
flawed analyses
o fFailure to draw direct
inferences from those
facts or analyses

- { Commented [BH213]: Comment 4.7.2
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COMPLIANCE EXCEPTION CHECKLIST (continued)

The Error or Omission

The error(s) or omission(s)
must have occurred at or
before the time that the NRC
found that the NRC
requirement was satisfied
and a regulatory approval
was issued.

Note the time of the error(s) or omission(s)
(e.g.,-.approval date).

The existence of an-the
error(s) or omission(s) must
be determined by standards
and practices that were
prevailing among
professionals or experts in
the relevant area at the time
of the NRC determination
that the NRC requirement or
commitment was satisfied
and a regulatory approval
was issued.

Refer to the requirement noted above and describe why
the NRC now concludes that there was an-at least one
error or omission at the time of approval.

The facts, analyses, or
inferences that are claimed
to be an error are now
properly perceived,
performed, or drawn
(determined).

Describe how fixing the error(s) or considering the
omitted information changes the conclusion previously
drawn by the licensee, fapplicant, or the NRC.

The NRC would likely not
have issued its approval had
it known of the error(s) or
omission(s).

Describe how fixing the error(s) or considering the
omitted information might have caused the NRC to not
grant approval at that time.

The Costs

Step

Action

Notes

10

Costs of the compliance
backfitting are considered in
the NRC’s documented
evaluation of the backfitting
action.

Discuss briefly what the corrective action would cost;
and how long the facility has been in the current
situation.
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FORWARD FITTING WORKSHEET _ - | Commented [KA214]: The staff updated the worksheet

Screening to reflect the elements of a forward fitting assessment,

reflect the revised definitions of “direct nexus” and

Notes “essential,” and to incorporate guidance on communicating

Action

forward fits.

|Ask: Is the NRC reviewing

If the request is not from an affected entity (i.e., an entity

a request for a licensing licensee-or-applicant-is-not-within the scope of the

Commented [KA215]: The staff switched the order of

action from Dees-the-issue

involve-an licensee-affected

entityor-applicant-thatis
P

E thint f. Seope-0 t?e

forward fitting policy (see NUREG-1409, Sections 2.3
and 3.1)), then document this and exit the forward fitting
process because the proposed action is not a forward fit.

If the_request is from an affected entity-licensee-or
applicantis-within-the scope of the forward fitting policy,
then proceed to the next step.

2 |Ask: Is the NRC reviewing |If the answer is “no,” then document this and exit the
an affected forward fitting process because the proposed action is
entitylicensee-initiated not a forward fit.
request?

If the answer is “yes,” then proceed to the next step.

3  |Ask: Is the staffs-NRC’s If the answer is “no,” then document this and exit the |
proposed action either a forward fitting process because the proposed action is
new or changed not a forward fit.
requirement or staff position
interpreting a requirement? |If the answer is “yes,” then proceed to the next step.

4  |Ask: Is the new or changed |If the answer is “no,” then document this and exit the

NRC requirement or
interpretation being imposed
on an affected entitylicensee
as a condition of the NRC'’s
approval of the affected
entitylieensee-initiated
licensing action (i.e., the
affected entitylicensee’s
request did not propose this
requirement or
interpretation)?

forward fitting process because the proposed action is
not a forward fit.

If the answer is “yes,” then proceed to the next step.

R

Steps 1 and 2 to conform with Section 3.2.




FORWARD FITTING WORKSHEET

Commented [KA214]: The staff updated the worksheet
to reflect the elements of a forward fitting assessment,
reflect the revised definitions of “direct nexus” and
“essential,” and to incorporate guidance on communicating
forward fits.

Screening
Step Action Notes
5 |Ask: Will the imposition of |If the answer is “no,” then document this and exit the
the new or changed forward fitting process because the proposed action is
requirement or interpretation |not a forward fit.
result in a modification or
addition to (1) systems, If the answer is “yes,” then proceed to the next step.
structures, components or
design of a facility,
(2) design approval or
manufacturing license for a
facility, or (3) procedures or
organization for designing,
constructing, or operating
the facility?
FORWARD FITTING WORKSHEET (continued)
Justification
Step Action Notes
6 |Ask: Is there a direct nexus |If the answer is “no,” then document this, exit the forward

between the proposed
action and the affected
entitylicensee’s request?

1. The affected entity’s

fitting process, and do not take the proposed action
because the proposed action would be an unjustified
forward fit._However, the staff could consider taking the

proposed action in accordance with the backfitting

guidance in Chapter 2 of NUREG-1409.

requested change would
create a safety or security
issue or a non-compliance
with a requirement that is
already in the affected
entity’s licensing basis or a
new requirement the
affected entity proposed in
its requested change that
would not exist but for NRC
approval of the requested
change without a condition.;
and

2. The NRC'’s proposed
action would address the
issue or non-compliance.

If the answer is “yes,” then proceed to the next step.




7 |Ask: Is the proposed action |If the answer is “no,” then document this, exit the forward
essential to the staffNRC’s  [fitting process, and do not take the proposed action
approval of the request because the proposed action would be an unjustified
(i.e., is it necessary to make |forward fit._However, the staff could consider taking the
the NRC'’s safety or security |proposed action in accordance with the backfitting and
findingweuld-the-staff-deny |issue finality guidance in Chapter 2 of NUREG-1409.
nottaken)? If the answer is “yes,” then proceed to the next step.

8 |Obtain licensing and If approved, then proceed to the next step.
technical division director
approval to discuss with the |If not approved, then address the division directors’
affected entity the NRC’s concerns and reseek approval. If still not approved, then
issue with the application document the basis for the division directors’ decision,
and the NRC'’s proposed place a note to file in ADAMS, exit the forward fitting
action (i.e.,- the NRC’s process, and do not take the proposed action.
proposed option for
addressing the issue).

9 Using the guidance in If the affected entity voluntarily supplements its

Section 5.1.4 of this
NUREG, communicate the

application to address the NRC’s issue, and the
supplement is acceptable, then exit the forward fitting

NRC's issue with the
application and the NRC’s

proposed option for
addressing the issue with

process.

If the affected entity either does not respond or does not
respond in a manner that addresses the staff’'s concerns,

the affected entity.

then the staff must decide if it wishes to deny the
application or pursue the forward fit.

If the staff decides to pursue the forward fit, then proceed
to the next step.




FORWARD FITTING WORKSHEET (continued)

Cost Consideration

Step Action Notes
810 |Obtain Office of Nuclear Using Guide 4 in NUREG-1409, Appendix C, prepare the
Reactor Regulation (NRR) |following for the NRR-erNMSS-Ooffice Bdirector:
or Office of Nuclear Material
Safety or Safeguards e Tthe responses to the first seven-nine steps of this
(NMSS) NRR-erNMSS Wworksheet-
Office Director approval to  |e lif readily available, descriptions of any safety, risk, or
expend resources on cost-benefit insights-
developing-and
documenting-the-full If approved, then proceed to the next step.
iustificationcost
considerations for the If not approved, then address the NRR-er NMSS-Ooffice
p_roposed aCtl_Oﬂ Ddirector’s concerns and re-seek approval. If still not
(i.e.,- completing the forward |approved, then document the basis for the Ooffice
fit analysisassessment). Ddirector’s decision, place a note to file in ADAMS, exit
the forward fitting process, and do not take the proposed
action.
11 |Using Section 3.5 of this Compare the costs of all methods of implementing the

NUREG, perform a cost

forward fit. The least costly alternative should be

consideration.

selected. When there is only one method to implement
the forward fit, evaluate the incremental cost of the
forward fit.

Describe any impacts of the cost considerations on the
decision to take the proposed forward fit.




FORWARD FITTING WORKSHEET (continued)

Completing the Forward Fitting Assessment

Step Action Notes
912 |Prepare the forward fit Referto NUREG-1409;-Section-3-3and-uUse Guide 4 in
analysis-assessment and NUREG-1409, Appendix C, to fully develop-the

submit it to the NRR or
NMSS Office Director for
approval to offer the
Committee to Review
Generic Requirements

responses-in steps 6-and 7, includingdescribe the
cellednas

ow the forward fit definition is met, how the direct nexus
definition is met, how the essential definition is met,

(CRGR) the opportunity to
review the package.

rBevelop-risk insights associated with the staff's
proposed forward fitting action:, costs associated with the
proposed forward fit, and the staff's consideration of
those costs in its decision on whether to proceed with thg
forward fit.

If approved, then proceed to the next step.

If not approved, then address the NRR-erNMSS-Ooffice
Bdirector’s concerns and re-seek approval. If still not
approved, then document the basis for the Ooffice
Bdirector’s decision, place a note to file in ADAMS, exit
the forward fitting process, and do not take the proposed
action.
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If the CRGR agrees to
review the package, then
follow the procedures for
submitting documents to the
CRGR.

Prepare the materials for the CRGR as specified in the
CRGR Charter and Procedures. Afterwards, address
any issues identified by the CRGR.

Proceed to the next step.

Submit the final forward fit
analysis-assessment to the
NRR or NMSS Office
Director for approval.

If approved, then proceed with the prepesed-actionnext
step.

If not approved, then address the NRR-er NMSS-Ooffice
Bdirector’s concerns and re-seek approval. If still not
approved, then document the basis for the decision,
place a note to file in ADAMS, exit the forward fitting
process, and do not take the proposed action._Do not
proceed to the next step.

Provide the proposed
forward fit to the affected

If the affected entity does not submit an MD 8.4 appeal,
then proceed with the forward fit.

entity for an opportunity to
submit an MD 8.4 appeal.

If the affected entity submits an MD 8.4 appeal, then

complete the appeal process before or in lieu of issuing
the forward fit, consistent with Chapter 4 and Section
5.1.4 of NUREG-1409.
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APPENDIX C — GUIDES

INSTRUCTIONS FOR USING GUIDES

These guides provide instructions to the U.S. Nuclear Regulatory Commission (NRC) staff on
how to develop a documented evaluation, backfit analysis, or forward fit aralysisassessment.
The staff can use Eeach guide’s organization of topics ean-be-used-in individual licensing and
enforcement actions, as well as the issuance of regulations and guidance. NOTE: The
guidance text provided under each topic should not be included in the document evaluation,
backfit analysis, or forward fit analysisassessment.

Although the NRC's various backfitting provisions in Title 10 of the Code of Federal Regulations
(10 CFR) Chapter | refer to a “documented evaluation” to support an NRC decision to use the
adequate protection or compliance exceptions, the NRC may also use these guides to develop
a documented evaluation that states the bases for a staff recommendation or NRC decision that
the exceptions may not be used. Similarly, although a documented evaluation and backfit
analysis can be used to justify a proposed backfitting action, they can also establish the basis
for not taking the proposed backfitting action. Documentation of a decision not to proceed with
the use of an exception or the backfitting action itself may be as important as documenting the
basis for a determination that an exception may be used or the backfitting action can be taken.

on the nature of the proposed NRC action, the language of these guides may have to be
modified to refer to a “change affecting issue finality” in addition to or instead of “backfit” and
“backfitting-” if the proposed NRC action involves regulatory approvals under 10 CFR Part 52,
“Licenses, certifications, and approvals for nuclear power plants.” For the purposes of this
appendix, “affected entity” comprises the entities listed in Section 2.3 of this NUREG.

In a rulemaking, the format of the documented evaluation or backfit analysis should conform to
the format of the rulemaking’s supporting documents. If the documented evaluation or backfit
analysis can be included in the proposed or final rule Federal Register notice, then the staff
should revise the documented evaluation or backfit analysis format to reflect the Office of the
Federal Register’s notice format.
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DOCUMENTED EVALUATION FOR USING
THE ADEQUATE PROTECTION EXCEPTIONS
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pages.

DOCKET NOS.
CONTENTS
A table of contents is recommended when the documented evaluation is longer than 3-three
INTRODUCTION
BACKGROUND

VI

VII.

VIII.

DOCUMENTED EVALUATION

TITLE OF PROPOSED BACKFITTING

AFFECTED ENTITYLICENSEE NAME

FACILITY NAME

PROPOSED BACKFITTING

ADEQUATE PROTECTION EXCEPTION APPLICABILITY

IMMINENT THREAT ANALYSIS

ALTERNATIVE METHODS FOR ACHIEVING ADEQUATE PROTECTION
A. Alternatives

B. Cost Considerations

C. Summary

CONCLUSION

REFERENCES
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I INTRODUCTION [NUREG-1409, Revision 1, “Backfitting Guidelines,” Section 2.5.1.3]

Summarize the proposed backfitting action (a more detailed description will be provided later)
and the staff’'s conclusion. Describe the enforcement, licensing, or rulemaking context.

Il BACKGROUND
Concisely describe the historical and procedural facts that led to the proposed NRC backfitting.
Summarize the entity’s or entities’ licensing bases and the safety or security context for the
proposed backfitting action.
M. PROPOSED BACKFITTING [NUREG-1409, Revision 1, Sections 2.3; and 2.4]
Describe the proposed backfitting. The description should include the following:

o the key substantive elements of the proposed backfitting and its purpose;

o the entities upon whichem the proposed backfitting would be imposed;

e risk insights;

¢ the regulatory method (e.g., order, adoption of final regulation) by which the backfitting
would be imposed;-and

o the expected time, event, or occurrence by which implementation of the proposed
backfitting must be completed-

V. ADEQUATE PROTECTION EXCEPTION APPLICABILITY [NUREG-1409, Revision 1,
Section 2.5.1]

Describe the basis for invoking one or both of the adequate protection exceptions from the
requirement to perform a backfit analysis, including why compliance with existing applicable
requirements does not or will not provide reasonable assurance of adequate protection (i.e., a
condition of undue risk to public health and safety’ exists despite compliance with requirements)
and how the backfitting action addresses the condition of undue risk. If the staff determines that
it cannot invoke one or both of the adequate protection exceptions, describe the basis for that
determination and skip to Section VII.

V. IMMINENT THREAT ANALYSIS [NUREG-1409, Revision 1. Section 5.1.1.2.1]

If there is a basis for invoking one or both of the adequate protection exceptions, then describe
the basis for determining whether an imminent threat exists that warrants an immediate agency
action.

1 For materials licensees that are the subject of 10 CFR 70.76, “Backfitting,” this also includes the potential
effects of hazardous chemicals produced from licensed material. For licensees that are the subject of
10 CFR 72.62, “Backfitting,” occupational health and safety is an explicit criterion for use of the adequate
protection exception (10 CFR 72.62(b)).

C-6
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VI. ALTERNATIVE METHODS FOR ACHIEVING ADEQUATE PROTECTION

A. Alternatives [NUREG-1409, Revision 1, Section 2.5.1.3]

Describe the NRC’s method (including selection criteria) for identifying reasonable alternatives

to the p

roposed backfitting for achieving adequate protection. If a regulatory analysis was

prepared to identify such alternatives, then—

State that a regulatory analysis was prepared to identify alternatives.

Provide the title, date, and the applicable Agencywide Documents Access and
Management System (ADAMS) accession number of the regulatory analysis.

Summarize the regulatory analysis’s approach (including selection criteria) for-to
identifying reasonable alternatives to the proposed backfitting for providing adequate
protection.

Describe the reasonable alternative backfitting actions te-the-proposed-backfitting-action-that
were considered, irrespective of costs. Also describe the alternatives to the proposed
backfitting that were determined not to be reasonable or feasible, irrespective of costs, and

provide
B.

If there

a basis for this determination.
Cost Considerations [NUREG-1409, Revision 1, Section 2.6.2]

are multiple ways to implement the action and the NRC prescribes one to comply with

requirements or to achieve adequate protection, then the documented evaluation should
describe the overall approach for considering costs;. _This description should includeirg how th¢

staff de

termined the level of detail provided, categories of entities for which costs were

estimated or determined, and whether quantitative information was used (and if not, why not). If

only one method of achieving adequate protection is identified, then discuss the reason for this

and truncate the documented evaluation by removing Section C.

The cost considerations section must describe the following:

the costs for the proposed backfitting and each identified reasonable alternative,
identifying each cost input or element that was integrated to develop the overall cost
estimate;

uncertainties in each cost input or element;

sensitivity of results to changes to cost inputs or elements:and

overall conclusion on cost considerations, limited to a determination that the proposed
backfitting is either— of the following:

o the least costly of the identified alternatives for achieving reasonable assurance

of adequate protection;-or

o comparable in cost to the identified alternatives for achieving reasonable
assurance of adequate protection-

C-7
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Include a table organizing the cost results for each identified alternative and showing major
categories or elements of costs if it will help the reader to understand the NRC’s consideration

of costs.

Proposed Backfitting
Alternatives for

Present Value of Costs

L <description of first <description of Aggregate Cost for
AChIeg:g?e';?oer?uate class of affected second class of Entire Population of
entities> affected entities> Affected Entities
Alternative A (TOTAL) $<MEAN VALUE> $<MEAN VALUE> | $<MEAN VALUE>
<90% confidence <90% confidence <90% confidence
interval> interval> interval>
<cost activity 1> | $ $ $

<cost activity 2>

Alternative B (TOTAL)

<cost activity 1>

$
$
$
$

D A | AP
D P || r

<cost activity 2>

C. Summary

Document the basis for the NRC’s determination that the proposed backfitting is the most
cost-effective method of achieving this protection. If one of the alternatives is the most
cost-effective, then explain why that alternative is not being pursued.

VIl.  CONCLUSION

If the NRC determines that one or both of the proposed-or final-backfitting-involves-adequate
protectlon exceptlons applies to the proposed backflttmq act|onmaeeerdaﬂeew|t#the

and state that the NRC has not prepared a backfit analysis to support ort the proposed backﬂttmg

When multiple methods of achieving adequate protection are available, document the basis for
the NRC’s determination that the proposed backfitting is the most cost-effective method of
achieving this protection.

If the NRC has determined that the adequate protection exceptlons do not apply to the
proposed backfitting actiondee B
provisions, then document this deC|S|on and its basis.

VIIl.  REFERENCES

List the sources referenced in the documented evaluation.
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DOCUMENTED EVALUATION
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I. BACKGROUND
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A. Description of the Cost Consideration Approach
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C. Benefits of the Proposed Backfitting

VIl.  CONCLUSION

VIIl.  REFERENCES
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l. INTRODUCTION [NUREG-1409, Revision 1, “Backfitting Guidelines,” Section 2.5.2.3]
Summarize the proposed backfitting action (a more detailed description will be provided later),
the requirement with which NRC seeks licensee compliance, and the staff’s conclusion. Briefly
describe the enforcement, licensing, or rulemaking context.

Il BACKGROUND

Concisely describe the historical and procedural facts that led to the proposed NRC backfitting.
Summarize the entity’s or entities’ licensing bases and the safety or security context for the
proposed backfitting action.

M. PROPOSED BACKFITTING [NUREG-1409, Revision 1, Sections 2.3, 2.4]

Describe the proposed backfitting, and why this is considered backfitting. The description will
include the following:

¢ the key substantive elements of the proposed backfitting and its purpose;
o the entities upon whichem the proposed backfitting would be imposed:
e risk insights;

o the regulatory method (e.g., order, adoption of final regulation) by which the backfitting
would be imposed;anéd

o the expected time, event, or occurrence by which implementation of the proposed
backfitting must be completed-

V. ADEQUATE PROTECTION EXCEPTION APPLICABILITY [NUREG-1409, Revision 1,
Sections 2.5.1.2 and 2.5.1.3]

Describe why the adequate protection exceptions do not apply to the proposed backfitting action

does-notinvolve-adequate-protection. _ - { commented [KA217}: Comment 4.2.19

V. COMPLIANCE EXCEPTION APPLICABILITY [NUREG-1409, Revision 1,
Sections 2.5.2.1 and 2.5.2.2]

A. Requirement
1. Applicable Requirement

Describe the NRC requirement with which the NRC seeks the licensee’s compliance. Cite the
source of the requirement.

2. Timing of Requirement

Document whether the requirement existed and was known by the NRC and licensee and
established at the time of the NRC’s approval.



O©CoONOURWN-=

3. Application and Interpretation of the Requirement

Document whether the NRC consistently interpreted and applied the identified requirement at
the time of the NRC'’s approval. Provide a concise and clear history of the NRC’s interpretation
and application of the NRG-requirement.

4, Approval

Describe the NRC’s approval of the licensee’s method of compliance with the requirement.
Describe when and in which NRC documents the NRCG-agency approved the licensee’s
compliance. If there were any limitations or caveats to the NRC’s approval that are relevant and
necessary to understand the nature and scope of the NRC’s-original approval, then document |
those with the explanation for the limitations or caveats.

B. Error or Omission

1. Description of Error or Omission

Describe the NRC’s error and, if applicable, the licensee’s or third party’s error or omission

leading to the NRC'’s error. [More than one error or omission may have occurred. |Also describd - { Commented [BH218]: Comment 4.7.2.

when the error occurred. The description of the NRC’s error must document the following:
e the NRC’s incorrect perception or understanding of the facts; |
¢ the NRC’s flawed analyses or failure to recognize flawed analyses;-er |
o the NRC'’s failure to draw direct inferences from those facts or analyses- |

Document the basis showing that the omission or error occurred either at the time of the NRC’s
approval-or before the NRC’s approval (e.g., the licensee or third party made the error while
preparing its flawed analyses).

2. Applicability of Standards and Practices

Document the basis showing that the staff’s error would have been deemed an error as judged
by the methodologies, standards, and practices that-were-prevailing among professionals or
experts in the relevant area at the time of the NRC’s approval. Also note whether the staff's
error occurred while the staff was using standards and practices that, at the time of the original
NRC determination, were not commonly recognized as the prevailing professional standards
and practices. In that case, the staff cannot invoke the compliance exception.

3. Relationship of Error to Approval

Explain why the NRC would not have issued its approval if it had known of the error or omission.
Demonstrate that the facts, analyses, or inferences that are claimed to be an error are now
properly perceived, performed, or drawn, and the error or omission is directly and substantially
responsible for the NRC approval that the NRC now regards as incorrect.
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C. Summary

Document whether it is appropriate to invoke the compliance exception to performing a backfit
analysis based on the discussion above.

VI. COST CONSIDERATIONS [NUREG-1409, Revision 1, Sections 2.5.2.2 and 2.6.2]
A. Description of the Cost Consideration Approach

Summarize the NRC’s overall approach to considering cost as part of this documented
evaluation. If costs are not quantified, explain why they are not, and indicate any additional
factors and considerations that will be addressed to put the cost consideration in an appropriate
perspective.

B. Cost of the Proposed Backfitting

Document the methodology for considering costs with respect to the timing of the NRC’s
approval (e.g., the level of cost consideration increases from minimal consideration involving
issues with very recent NRC approvals to a more thorough consideration of costs for issues with
NRC approvals that occurred a significant time ago). Discuss the quantitative data and
information for costs, then provide a qualitative consideration of costs of the proposed action
and the factors affecting the costs, such as the following:

o the overall magnitude of costs imposed on the licenseeregulated-entities;

o the availability of cost information and the costs of obtaining information if the NRC does
not have the information;

¢ the time between the original NRC decision and the imposition of the backfitting and the
NRC and licensee’sregulated-entities’ experience with the costs of current compliance (if
applicable)-and

o stakeholder feedback associated with the proposed compliance backfitting-
C. Benefits of the Proposed Backfitting

Discuss the quantitative and qualitative information in Section 1VI.B of this guide as it relates to
the benefits of the proposed action.

VIl.  CONCLUSION

If the NRC determines that the proposed erfinat-backfitting is needed to ensure compliance with
the applicable regulations or provisions, then document this decision; and a summary of its
basis, and state that the NRC has not prepared a backfit analysis to support the proposed
backfitting.

If the NRC has determined that the proposed backfitting is not necessary for compliance under
the applicable backfitting provisions, then document this decision and its basis.
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List the sources referenced in the documented evaluation.
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VIIl.  CONCLUSION

IX. REFERENCES
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I INTRODUCTION [NUREG-1409, Revision 1, “Backfitting Guidelines,” Section 2.6.3]

Summarize the proposed backfitting action (a more detailed description will be provided later)
and the staff's conclusion. Briefly describe the enforcement, licensing, or rulemaking context.

Il BACKGROUND

Concisely describe the historical and procedural facts that led to the proposed NRC backfitting.
Summarize the entity’s or entities’ licensing bases and the safety or security context for the
proposed backfitting action.

If the NRC is issuing a proposed rule, then describe its-the proposed rule’s purpose.

M. PROPOSED BACKFITTING [NUREG-1409, Revision 1, Sections 2.3, 2.4]

Describe the proposed backfitting, why this is considered backfitting, and the applicable
backfitting regulation (e.g., 10 CFR 50.109(a)(1), 10 CFR 70.76(a)(1);ete:). The description will
include the following:

o the key substantive elements of the proposed backfitting and its purpose;

o the entities upon whichem the proposed backfitting would be imposed;

e risk insights;

¢ the regulatory method (e.g., order, adoption of final regulation) by which the backfitting
would be imposed;anéd

o the expected time, event, or occurrence by which implementation of the proposed
backfitting must be completed.

For rulemaking involving the adoption of new regulations or revisions to existing regulations,
describe the specific provisions in the proposed regulation(s) falling within the definition of
“backfitting” and the action or prohibition in the identified regulatory provision(s). Also explain
why the provisions constitute backfitting under the applicable backfitting definition.

For generic actions such as imposition of positions given in a guidance document, identify the
specific provision(s) of the proposed guidance falling within the definition of “backfitting,” and
describe the recommended action or prohibition in that provision of the guidance. Explain why
the provisions constitute backfitting under the applicable backfitting definition. For a guidance
document, explain the manner in which the “guidance? is to be imposed on the relevant entities.

For facility-specific action such as an order, identify the specific provisions of the order falling
within the definition of “backfitting,” and describe the required action or prohibition in that
provision of the order. Then, explain why the order’s provisions constitute backfitting under the
applicable backfitting definition.
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V. BASIS FOR NOT PERFORMING A DOCUMENTED EVALUATION [NUREG-1409,
Revision 1, Section 2.5]

Describe why the proposed backfitting action does not involve the adequate protection or the
compliance exceptions to the requirement to perform a backfit analysis.

V. BENEFITS [NUREG-1409, Revision 1, Section 2.6.2]

Describe the benefits of the proposed backfitting action. Document that the NRC identified
quantitative and qualitative benefits of the proposed backfitting action, if applicable.

The benefits discussion should reflect a consideration of the nine factors in 10 CFR 50.109(c)(1)
through (9); 10 CFR 70.76(b)(1) through (9); and 10 CFR 76.76(b)(1) through (9), as applicable.
If the staff prepared a separate discussion of each of the nine factors as an attachment to the
backfit analysis, then the attachment should be referenced at each appropriate point in the
benefits discussion to demonstrate how the information developed in response to those nine
factors was ultimately reflected in the discussion of benefits.

If the backfit analysis does not show a substantial increase in benefits, then document the basi
for this finding; and do not include the guide’s sections on cost and the cost- justification in the
backfit analysis.

A. Quantitative Benefits

Describe the present value of the quantified benefits to public health and safety? or the common
defense and security that would be realized if the proposed backfitting is implemented. List and
describe each of the quantitative benefits. Section VII of this guide describes the
characterization of the quantitative benefits as a substantial increase. If the backfit analysis
does not include a quantitative evaluation of benefits, then this section of the backfit analysis
must explain why such a quantitative evaluation was not performed.

To the extent that the backfitting will achieve markedly different benefits for different kinds or
classes of affected entities, the quantitative discussion of benefits should reflect those
differences, including an explanation of why the benefit differs between the different classes of
entities.

Summarize the limitations of whatever quantitative information is used. Discuss the uncertainty
of quantitative benefits. Usually, this will be a summary of the uncertainty discussion in the
regulatory analysis and a presentation of the numerical range of uncertainty in the cost figures if
the backfitting is in the context of a rulemaking.

Quantitative benefits should be presented in a table to facilitate the reader’s understanding of
each benefit element and the overall integration of benefits for the proposed backfitting. Table 1
is an example of such a table, although other formats may be more appropriate.

2 For materials licensees that are the subject of 10 CFR 70.76, this also includes the potential effects of |
hazardous chemicals produced from licensed material. For licensees that are the subject of 10 CFR 72.62,
occupational health and safety is an explicit criterion for a backfit analysis (10 CFR 72.62(c)).
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Table 1. Quantitative Benefits of the Proposed Backfitting

Safety or Security Benefits
<by individual or groups of
related elements or sections
of the proposed backfitting,

Present Value of Benefits

<description of
first class of
affected entities>

<description of
second class of
affected entities>

Aggregate
Benefits for Entire
Population of

if possible> Affected Entities
<description of benefit for $<MEAN VALUE> | $ $
Backfit Element A> <90% confidence

interval>

<description of benefit for $ $ $
Element B>
<description of benefit for $ $ $
Element C>
TOTAL (MEAN) $<MEAN VALUE> | $<MEAN VALUE> | $<MEAN VALUE>

AND 90% confidence
interval

<90% confidence
interval>

<90% confidence
interval>

<90% confidence
interval>

B. Qualitative Benefits

Mention that the NRC assessed the qualitative benefits were-assessed-using the methods
described in Appendix A to NUREG/BR-0058, “Regulatory Analysis Guidelines of the U.S.

Nuclear Regulatory Commission.” Describe the qualitative benefits to public health and safety®

or the common defense and security that would be realized if the proposed backfitting is
implemented. List and describe each of the qualitative benefits. Section VII of this guide
describes the characterization of the qualitative benefits as a substantial increase.

Qualitative benefits should be presented in a table to facilitate the reader’s understanding of
each benefit element and the overall integration of benefits for the proposed backfitting.

Table 2, below, is an example of such a table, although other formats may be more appropriate.

3 For materials licensees that are the subject of 10 CFR 70.76, this also includes the potential effects of

hazardous chemicals produced from licensed material. For licensees that are the subject of 10 CFR 72.62,

occupational health and safety is an explicit criterion for a backfit analysis (10 CFR 72.62(c)).
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Table 2. Qualitative Benefits of the Proposed Backfitting

Safety or Security Benefits Description of Qualitative Benefits
<by individual or groups of | <description of first class of | <description of second class
related elements or affected entities> of affected entities>

sections of the proposed
backfitting, if possible>

<description of benefit for
Backfit Element A>

<description of benefit for
Element B>

<description of benefit for
Element C>

VI COSTS [NUREG-1409, Revision 1, Section 2.6.2]

Document that the NRC identified quantitative costs (i.e., costs that are amenable to
quantitative evaluation) and qualitative (i.e., non-quantifiable) costs, if applicable, that would be |
incurred if the proposed backfitting were implemented.

The cost discussion should reflect a consideration of the nine factors in 10 CFR 50.109(c)(1)
through (9); 10 CFR 70.76(b)(1) through (9); and 10 CFR 76.76(b)(1) through (9), as applicable.
If the staff prepared a separate discussion of each of the nine factors as an attachment to the
backfit analysis, then the attachment should be referenced at each appropriate point in the cost
discussion to demonstrate how the information developed in response to those nine factors was
ultimately reflected in the discussion of costs.

A. Quantitative Costs

Document the NRC'’s estimates for the costs of implementing the proposed backfitting

(e.g., document a range in dollars and any discount rate percentages). If the backfit analysis
does not include a quantitative evaluation of costs, then this section of the backfit analysis must
explain why a quantitative evaluation was not performed. List and describe the costs, which
may be organized according to their nature efthe-cests-or theirrelative magnitude.

To the extent that the backfitting will impose markedly different costs for different kinds or
classes of affected entities, the quantitative discussion of costs should reflect those differences,
including an explanation of why the cost differs between the different classes of entities.

Summarize the limitations of whatever quantitative information is used, including a discussion of
the uncertainty of quantitative costs. Usually, this will be a summary of the uncertainty
discussion in the regulatory analysis and a presentation of the numerical range of uncertainty in
the cost figures if the backfitting is in the context of a rulemaking.

Quantitative costs should be presented in a table to facilitate the reader’s understanding of each

cost element and the overall integration of costs. Table 3, below, is an example of such a table,
although other formats may be more appropriate.
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Table 3. Quantitative Costs of the Proposed Backfitting

Individual Elements of the

Present Value of Costs

Proposed Backfitting, and <description of first <description of Aggregate Cost for
Cost Activities for Each class of affected second class of Entire Population
Element entities> affected entities> | of Affected Entities
Backfit Element A (TOTAL) $<MEAN VALUE> |$ $
<90% confidence
interval>
<cost activity 1> $ $ $
<cost activity 2> $ $ $
<cost activity 3> $ $ $
Backfit Element B (TOTAL) | $ $ $
<cost activity 4> $ $ $
<cost activity 5> $ $ $
Backfit Element C (TOTAL) |$ $ $
<cost activity 6> $ $ $
TOTALS $<MEAN VALUE> | $<MEAN VALUE> | $<MEAN VALUE>
<90% confidence <90% confidence <90% confidence
interval> interval> interval>
B. Qualitative Costs

Mention that the NRC assessed the qualitative costs were-assessed-using the methods
described in Appendix A to NUREG/BR-0058. Describe the qualitative costs to public health
and safety* or the common defense and security that would be realized if the proposed
backfitting is implemented. List and describe each of the qualitative costs.

Qualitative costs should be presented in a table to facilitate the reader’s understanding of each
qualitative cost element and the overall consideration of qualitative costs for the proposed
backfitting. Table 4, below, is an example of such a table, although other formats may be more

appropriate.

4 For materials licensees that are the subject of 10 CFR 70.76, this also includes the potential effects of
hazardous chemicals produced from licensed material. For licensees that are the subject of 10 CFR 72.62,
occupational health and safety is an explicit criterion for a backfit analysis (10 CFR 72.62(c)).
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VII.

Table 4. Qualitative Costs of the Proposed Backfitting

Safety or Security Costs
<by individual or groups of
related elements or
sections of the proposed
backfitting, if possible>

Description of Qualitative Benefits

affected entities>

<description of first class of

<description of second class
of affected entities>

<description of qualitative
cost for Backfit Element A>

<description of qualitative
cost for Element B>

<description of qualitative
cost for Element C>

COST-JUSTIFICATION DETERMINATION

Document whether the NRC finds that the proposed backfitting provides a cost-justified
substantial increase in overall protection. Describe the rationale for the conclusion, which must
reference and discuss the quantitative and qualitative benefit and cost information presented

above.

Document whether the quantitative and qualitative benefits constitute a substantial increase in
overall protection, and whether the costs of implementing the proposed backfitting are justified
given the substantial increase in overall protection to the public health and safety® or the
common defense and security attributable to the proposed backfitting. Describe the rationale
for the conclusion that the costs of the backfitting are justified, which refers to Table 5 below, a
comparison of costs and benefits.

Table 5. Overall Integration of Quantitative Costs and Benefits

Costs and Benefits

<description of first
class of affected

<description of
second class of

Net, Aggregated
for Entire

entities> affected entities> Population of
Affected Entities
BENEFITS (range) $<MEAN VALUE> | $<MEAN VALUE> | $<MEAN VALUE>

<90% confidence
interval>

<90% confidence
interval>

<90% confidence
interval>

COSTS (range)

$<MEAN VALUE>

<90% confidence
interval>

$<MEAN VALUE>

<90% confidence
interval>

$<MEAN VALUE>

<90% confidence
interval>

NET

$<MEAN VALUE>

<90% confidence
interval>

$<MEAN VALUE>

<90% confidence
interval>

$<MEAN VALUE>

<90% confidence
interval>

For materials licensees that are the subject of 10 CFR 70.76, this also includes the potential effects of
hazardous chemicals produced from licensed material. For licensees that are the subject of 10 CFR 72.62,

occupational health and safety is an explicit criterion for a backfit analysis (10 CFR 72.62(c)).
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VIIl.  CONCLUSION

If the backfit analysis determines that there is a cost-justified substantial increase in the overall
protection of the public health and safety or the common defense and security for the proposed
backfitting, then document this conclusion and summarize the basis for it, using the analysis
above. Cite the applicable backfitting provision.

If the backfit analysis determines that there is no substantial increase in the overall protection of
the public health and safety or the common defense and security for the proposed backfitting,
then document this conclusion and summarize the basis for it, using the analysis above, and
state that, accordingly, the NRC concludes that the proposed backfitting is not justified.

If the backfit analysis determines that there is a substantial increase in the overall protection of
the public health and safety or the common defense and security for the proposed backfitting,
but that the costs are not justified, then document this conclusion and summarize the basis for
it, using the analysis above. Document that the NRC concludes that the proposed backfitting is
not justified.

IX. REFERENCES

List the documents referenced in the backfit analysis.

X. ATTACHMENT

Consider including an attachment containing the evaluation of factors in 10 CFR 50.109(c)(1)
through (9), 10 CFR 70.76(b)(1) through (9), and 10 CFR 76.76(b)(1) through (9), as applicable.
This optional attachment is-eptional-and-may be included at the discretion of the staff. The staff

may instead choose to integrate the information required to be addressed by these provisions
into the applicable discussion in the backfit analysis.
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FORWARD FIT ASSESSMENTNALYSIS

TITLE OF PROPOSED FORWARD FITTING

AFFECTED ENTITYLICENSEE NAME

FACILITY NAME
DOCKET NOS.
CONTENTS
A table of contents is recommended when the decumented-evaluationassessment is longer tha
3three- pages.
l. INTRODUCTION
Il BACKGROUND

M. PROPOSED FORWARD FITTING

A. Forward-Fitting DefinitionScreening

B. Justification
1. Direct Nexus
2. Essential to the NRC’s Determination

3C. Cost Consideration
V. CONCLUSION

V. REFERENCES
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I INTRODUCTION [NUREG-1409, Revision 1, “Backfitting Guidelines,” Section 3.1]

In the first paragraph, reference the licensing action, summarize its subject, and list related
correspondence.

In the next paragraph, concisely describe the proposed forward fitting action (a more detailed
description will be provided later) and the staff's conclusion.

Il BACKGROUND
Concisely summarize the historical and procedural facts that led to the proposed forward fitting.

Include a more detailed discussion (than in the introduction) of the staff’'s concerns about
applicable-aspests-of-the requested licensing action-with-which-the-staff took-issue.

M. PROPOSED FORWARD FITTING

A. Forward-Fitting Definition-Screening [NUREG-1409, Revision 1, Section 3.2]

Describe in detail the key elements of the proposed staff action meeting the definition of a
“forward fitting,” explained in a manner that makes it clear why the proposed staff action, if
adopted and imposed, meets the definition of a “forward fitting.” The definition must be
identified by citation of Management Directive 8.4, “Management of Backfitting, Forward Fitting,
Issue Finality, and Information Requests,” Directive Handbook Section 1.B.1, dated

September 20, 2019.

1. Direct Nexus

Describe how the proposed staff action meets the definition of “direct nexus."is-directhyrelated

2. Essential to the NRC’s Determination

Describe how the proposed staff action meets the definition of “is-essential.”-to-the NRC’s

determination-of the-acceptability-of the licensee’srequest:

Costs are considered only for purposes of informing the decision whether to take the forward
fitting action. Compare the costs of all methods of implementing the forward fit. The least costly
alternative should be selected. When there is only one method to implement the forward fit,
then evaluate the incremental cost of the forward fit. If the affected entity has already incurred
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costs associated with its request, then exclude those costs from the cost estimate for the
forward fit.

A reqgulatory analysis may be used to demonstrate the staff's cost consideration.
NUREG/BR--0058, “Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory
Commission,” provides guidance on the preparation of a regulatory analysis.

impose a generic staff position on the affected en‘utv (| e.a staff position that is not within that
affected entity’s licensing basis), then perform the facility-specific the-staff-should-have
performed-a-regulatory analysis using the generic requlatory analysis done by the staff when ths
staﬁlt |ssued the generlc new—epmed+f+ed—staff posmon that—repfaeed—the—pﬁer—staff—pesmen—

o

V. CONCLUSION

Document whether the analysis-assessment above justifies a forward fit and the basis for that |
conclusion.

V. REFERENCES

List the documents referenced in this analysisassessment.
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