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Chairman Svinicki's Comments on SECY-18-0049 
Management Directive and Handbook 8.4, "Management of Backfitting, 

Issue Finality, and Information Collection" 

I approve the revision to Management Directive 8.4 and its companion Directive Handbook, 
subject to the attached edits. Substantial efforts have been undertaken by the staff, both in 
response to the Commission's direction in SRM-COMSECY-16-0200, "Revision of Guidance 
Concerning Consideration of Cost and Applicability of Compliance Exception to Backfit Rule" 
and under the staff's own, broader initiative as reflected in the June 2016 tasking from the 
Executive Director for Operations to the Committee to Review Generic Requirements, to assess 
the guidance, training, and knowledge management associated with backfitting and issue finality 
throughout the agency. We learned much in this endeavor: the most revealing lesson being, in 
my view, the need to require training and the demonstration of competency with respect to the 
regulatory paradigms underlying the imposition of new requirements by the NRC staff whose job 
responsibilities require the mastery of those very concepts on a day-to-day basis. This gap has 
now been remedied with agency-wide training for impacted staff and requirements for follow-on, 
refresher training. 

With this lesson in mind, however, I approached my review of the revised Management 
Directive and Handbook with an awareness that both documents - the Handbook most 
especially - best serve the NRC's purposes if they are usable as day-to-day working tools or job 
aids for the agency staff grappling with these complex regulatory determinations. This is best 
achieved if these documents help the staff to navigate the complexity of case-specific issues 
related to the imposition of new requirements, whether that be in the form of backfitting, issue 
finality, or information requests . To that end, I propose that the Policy section of the 
Management Directive emphasize - up front - that the regulatory concepts of stability, informed 
decisionmaking, and transparency, as espoused in the NRC Principles of Good Regulation 
underpin the Backfit Rule and are reflected in the requirements of the Administrative Procedure 
Act. Consistent with that focus, and continuing throughout the documents, I propose further 
edits to reflect the orientation towards a systematic process for assessing the imposition of new 
requirements, in whatever form the facts of the matter present, to allow NRC staff to navigate to 
the appropriate agency process and begin to disposition the issue, consistent with applicable 
policies and practices. 

These are complex matters, to be sure. My aim is to provide the staff with a clear compass that 
can guide them to other references and to other colleagues for further, cross-disciplinary 
discussions, as necessary and appropriate, with the goal of producing regulatory outcomes that 
are stable, informed, and transparent by virtue of being well-documented and supported. If 
successful in this, we will enhance the coherency and replicability of regulatory determinations 
across the agency, as well as the defensibility and rigor of our conclusions. 
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EXECUTIVE SUMMARY 

Management Directive (MD) 8.4, "Management of Backfitting, Issue Finality, and Information 
Collection," is retitled and revised to clarify the agency's roles and responsibilities for 
managem'ent of backfitting, issue finality, and information collectionrequests generically and 
on a facility-specific basis. MD 8.4 describes the roles and responsibilities of various offices 
and provides the policy to direct the U.S. Nuclear Regulatory Commission implementation of 
the backfitting provisions of Title 10 of the Code of Federal Regulations ( 10 CFR) for nuclear 
power reactor facilities licensees and selected nuclear materials facilitieslicensees; aRG-the 
issue finality provisions of 10 CFR Part 52 for nuclear power reactor§ licensees, design 
certification applicants, and holders of related NRG permits and approvals.~ as well asand the 
specific provisions of 10 CFR 50.54(f) and the corresponding requirements in 10 CFR 
Parts 70, 72, and 76, and 10 CFR 2.204 . 

Accordingly, MD 8.4 is .retitled from "Management of Facility-Specific Backfitting and 
Information Collection" to "Management of Backfitting, Issue Finality, and Information 
RequestsCollection" to clarify the intent and the objectives of the program. 

TABLE OF CONTENTS 

I. POLICY .......................................................................................................................... 332 

II. OBJECTIVES ........ ........................................................................................................ 443 

For updates or revisions to policies contained in this MD that were issued after the MD was signed, 
please see the Yellow Announcement to Management Directive index (YA-to-MD index). 
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I. POLICY 

It is the policy of the U.S. Nuclear Regulatory Commission to have an effective program that 
will ensure that backfitting1 of nuclear power reactor facilitieslicensees2 and selected nuclear 
materials licensees and certificate holdersfacilities is appropriately documented and justified 
based on the backfitting provisions of applicable NRC regulations and the Commission's 
backfitting policy and guidance. Additionally, the NRC must justify information requests to 
licensees as required by applicable NRC regulations under 10 CFR 50.54(f), "Conditions of 
licenses.:.," and 2.204 , "Demand for information." 

The backfit evaluation and analysis requirements ensure that the NRC demonstrates, before 
implementing the backfit, that the backfitting action would meet certain standards that vary 
based on the type of facility. In accordance with the NRC Principles of Good Regulation and 
the Administrative Procedure Act, the backfitting rules provide the following: 

(a) Regulatory stability, by ensuring that the changes the NRC makes are necessary 
or provide a substantial safety enhancement; 

In this MD, the NRG uses the terms "backfit" and "backfitting" to mean backfitting as defined in 
10 CFR 50.109, 70.76, 72.62, and 76.76 and violations of issue finality under 10 CFR Part 52. 10 
CFR. Part 52. Parts 50, "Domestic Licensing of Production and Utilization Facilities, " Part 52, Part 70, 
"Domestic Licensing of Special Nuclear Material," Part 72, "Licensing Requirements for the 
Independent Storage of Spent Nuclear Fuel, High Level Radioactive Waste, and Reactor Related 
Greater Than Class C \f\'asto," and Part 76, "Certification of Gaseous Diffusion Plants," are the only 
parts of the NRC's regulations that contain backfitting or issue finality provisions. Backfitting 
provisions implicitly apply, in part, to applicants for a po•Ner reactor rono•Nod license duo to tho 
limitation in scope of the NRC's review under 1 O CFR. Part 54 , "Requirements for Renewal of 
Operating Licenses for flluclear Po'Nor Plants. In Title 10 of the Code of Federal Regulations (10 
CFR), Section 50.109, "Backfitting," backfitting for a nuclear power reactor is defined as 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 
after certain dates. For selected nuclear materials facilities, the backfitting definitions in 10 CFR 
70.76, 72.62, and 76.76 are slightly different. The "issue finality" provisions in 10 CFR Part 52 are 
different from those in 10 CFR 50.109 and the wording and structure between the two groups of 
provisions differ significantly. The term "backfit" is not normally used in discussions relevant to new 
power reactors; the concept of "issue finality" is used rather than "backfit." In this MD, the NRC uses 
the terms "backfit" and "backfitting" to encompass backfits as defined in 10 CFR 50.109, 70.76, 72.62, 
and 76. 76, and issue finality matters under 10 CFR Part 52. 
2 In this MD, the NRG uses the term "nuclear power reactor licensees· to refer to holders of 
10 CFR Part 50 or Part 52 licenses, permits, or approvals, including: early site permits (ESPs), 
standard design approvals (SDAs), combined licenses (COLs), and MLs; design certification (DC) 
applicants whose designs are certified in final DC rules (OCR); applicants for COLs if the application 
references an ESP, OCR., or SD.A.; and applicants for Mls if the application references a OCR or 
SDA. Specific definitions and terminology are included in 10 CFR Parts 50, 70, 72, and 76. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 3 
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(b) Reasoned and informed NRC decisionmaking, by requiring the proposed action 
be properly justified; and 

(c) Transparency of NRC decisionmaking, by requiring that the NRC document and 
make publicly available its analyses and evaluations. 

II. OBJECTIVES 

- Ensure NRC-licensed facilities provide adequate protection of public health and safety, 
promote the common defense and security, and allow for substantial improvements in 
both safety and security, beyond adequate protection, while minimizing avoiding any 
unjustified burden on the NRC, the public, or licensees when implementing a backfitting 
action. 

Ensure that backfitting considerations are applied to the furtherance of substantive 
radiological public health and safety, or common defense and security objectives. 

- Ensure that backfitting applied to a nuclear power reactor licensee facility or nuclear 
materials licensee facility is appropriately justified and documented. 

- Ensure that NRC-proposed changes to previously approved Efil!y_Site Permits (ESP), 
Design Certifications (DC), Standard Design Approvals (SDA), Combined Operating 
Licenses (COL), and Manufacturing Licensesl.M!J (i.e., violations of issue finality under 
10 CFR Part 52) are appropriately justified and documented. 

- Ensure that compliance backfitting justifications include some consideration of costs. 

- Ensure that any documented evaluation or backfit analysis is risk-informed. 

- Ensure all information requests to licensees are justified as required by applicable NRC 
regulations. 

Ill. ORGANIZATIONAL RESPONSIBILITIES AND DELEGATIONS OF AUTHORITY 

A. Executive Director for Operations (EDO} 

1. Responsible for the NRC's backfitting process and ensuring proper implementation 
of the backfitting rules. 

2. Authorizes deviations from this MD when in the public interest and when the 
deviation otherwise complies with applicable Commission policies, NRC regulations, 
public laws, and Executive Orders. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 4 
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3. Delegates facility-specific backfitting authority and actions to the program effi6e 
Office Directors (ODs} and Regional Administrators {RAs}. 

L Delegates information request authority and actions to the program ODs and RAs. 

4.-5. Reviews and modifies any proposed facility-specific backfitting action on his or her 
own initiative or at the appeal of the affected licensee or stakeholders. 

B. Office of the General Counsel {OGC) 

1. Identifies potential backfitting actions. 

2. Advises staff about whether staff's actions meet the applicable definitions of backfit. 

3. Advises staff about oow-whether staff's actions are congruent with issue finality 
provisions in 10 CFR Part 52. 

4. Provides legal advice and assistance during backfitting identification, justification, 
imposition, and licensee appeal processes. 

5. Provides legal advice and assistance for developing backfitting training m 
accordance withregarding backfitting requirements and agency implementation. 

§.,_Provides legal advice and assistance for information collections. 

e-:7 . Maintains a backfitting Community of Practice with office POCs, including a 
backfitting site. 

C. Committee To Review Generic Requirements {CRGR) 

1. Monitors the overall effectiveness of the NRC's generic backfitting management 
process, including the effectiveness of administrative controls for facility-specific 
backfitting. Maintains a Charter that describes the roles, responsibilities, and 
procedures of the CRGR in accordance with applicable regulations. 

2. Selects a sample of proposed backfitting actions for audit under 10 CFR Part 50, 10 
CFR Part 52, 10 CFR Part 70, 10 CFR Part 72 and 10 CFR Part 76, consistent with 
its Charter.I. and ensures the actions are justified in accordance with regulations.I. 
guidance, and Commission policies. · 

3. Reviews potential facility:,-specific backfits as requested by program office 
directorsprogram ODs and RAs. 

4. Uses its discretion in deciding whether any review should require a formal staff 
presentation to the CRGR. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 5 
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5. Periodically assesses the effectiveness of the NRC's backfitting process 
implementation as part of its regulatory effectiveness responsibility and provides a 
report to the EDO. 

e-:-LEnsures consistency among the offices and regions in implementing the provisions 
of the NRC's backfitting rules . The CRGR review focuses on the adequacy of 
backfitting implementation, interoffice coordination for processing backfitting actions, 
and staff training. 

~ Verifies that the responsible staff3 promptly enters backfitting decisions into the 
Agencywide Documents Access and Management System (ADAMS), and makes 
them publicly available, consistent with applicable requirements and guidance. 

&L_Periodically meets with stakeholders to gain stakeholder views and advise the EDO 
when modifications to the backfitting processes should be considered. 

9-:-8----'-Participates in Backfitting Review Panels at the request of the EDO. 

40:-LCoordinates with the Office of the Chief Human Capital Officer (OCHCO). OGC. 
RES. NSIR OE. the regions, and program offices to ensure that Human Resources 
Training and Development (HRTD) provides appropriate training for the NRC staff 
and that individual office procedures and guidance appropriately reflect the 
requirements of this MD and other applicable guidance. 

D. Director, Office of Nuclear Regulatory Research (RES) 

1. Identifies potential backfitting actions. 

2. Supports the offices and regions by implementing pertinent CRGR 
recommendations, EDO decisions, staff lessons_-learned, and Commission 
directives for enhancing the NRC's backfitting program. 

L Provides administrative support for routine CRGR activities. 

M . Ensures appropriate training is provided to the RES staff. 

3 The office or the region that initiated the backfitting action supports the program office (the Office 
of Nuclear Reactor Regulation (NRR), the Office of Nuclear Material Safety and Safeguards (NMSS), 
or the Office of New Reactors (NRO)) that has the obligation to impose the backfit. The program 
office is solely responsible for generic backfitting actions. Regions are responsible for facility-specific 
backfitting actions arising from inspectioni and program offices are responsible for facility-specific 
backfitting actions arising from licensing or other headquarters actions. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 6 
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4. Maintains a backfitting Community of Practice with office POCs, including a 
backfitting SharePoint site. 

E. Director, Office of Enforcement {OE) 

1. Defines and implements appropriate administrative controls to support the office and 
regional staffs in processing compliance backfits that involve enforcement discretion. 

2. If an Order, a notice of violation, or enforcement discretion is necessary in relation to 
a backfitting action, consults with OGC and the responsible office(s) and region{§}, 
on the backfitting action and advises on its imposition, including supporting 
interactions with licensees to establish a schedule for implementing the compliance 
backfit, as applicable. 

Ensures appropriate training is providedavailable to the OE staff and ensures OE staff 
performance is in accordance 1.vith NUREG 1409, "Backfitting Guidelines." with current 
agency policy and guidelines. 

3. Designates an office-level POC to coordinate and resolve backfitting questions or 
concerns from the staff as they relate to the responsibilities of OE. 

F. Director, Office of Nuclear Security and Incident Response {NSIR) 

1. Identifies any potential security related or emergency preparedness related 
backfitting actions. 4 

2. Coordinates all security related backfitting with the program offices and the regional 
offices. 

J.:.LDesignates an NSIR manager (division director or higher) who coordinates with the 
program offices and OGC to request that the program office propose backfitting 
actions on nuclear power reactor and nuclear materials licensees facilities that 
pertain to the common defense and security or emergency preparedness. 

4.-;L_Ensures consistency of security and emergency preparedness inspection procedures 
with regulations and current agency guidelines and policies, and NUREG 1409. 

5A-_,_Consults, coordinates with, and provides support to program ODs, as 
appropriatenecessary, to resolve issues with security-related backfitting actions. The 
Director, NSIR, must support the program ODs and RAs, as appropriate, in 

4 Throughout this MD, security related and emergency preparedness-related backfitting may be 
referred to as security or security related backfitting. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 7 



MD 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved: XX/XX/XX.XX 

processing security-related backfits, including the resolution of licensee backfit 
appeals.a 

e-:-LEnsures appropriate training is available to the NSIR staff and ensures that the NSIR 
staff performance is in accordance with current agency guidelines and 
policiesNUREG 1409. 

1-:-§.,_Designates an office-level POC to coordinate and resolve backfitting questions or 
concerns from staff as they relate to the responsibilities of NSIR. 

8. Makos backfitting decisions publicly available, consistent with applicable 
requirements and guidance. 

G. Director, Office of Nuclear Reactor Regulation (NRR); Director, Office of New 
Reactors (NRO); and Director, Office of Nuclear Material Safety and Safeguards 
(NMSS) 

1. Identify backfitting actions applicable towithin -its-their programs. 

2. Coordinate backfitting actions with OGC, other program offices, NSIR. OE, RES, and 
regional offices to ensure consistency and uniformity. 

3. Provide the CRGR with an opportunity to review any required documented 
evaluation or backfit analysis or any generic communication with backfitting 
concerns. 

4. Request CRGR review of potential facility-:specific backfit, as deemed appropriate. 

5. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the affected entity or entities, e.g. the nuclear power reactor or 
nuclear materials licensee(.§1 of the backfitting action . 

6. Ensure consistency among inspection procedures, regulations, office instructions, 
and current agency guidelines and policiesNUREG 1409. 

7. Consult and coordinate with the regions, NSIR, RES, OE, and OGG, as appropriate, 
to resolve issues with backfitting actions for which the program office has oversight 
responsibility. 

a--The program OD for the affected facilities impos~s facility specific backfitting actions and 
forwards licensee appeals on security related backfitting to the NSIR OD. The NSIR OD will decide 
on the appeal and coordinate with the program OD. If a licensee refuses to implement an imposed 
backfitting action, the appropriate program office must issue an Order. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 8 
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8. Coordinate security related backfitting with the Director, NSIR, and the affected 
regional office and approves the supporting documentation for security related 
backfitting within the program office's areas of responsibility. 

Q.,.L_Decide first-level licensee appeals on the imposition of all backfitting actions within 
the program office's area of responsibility and coordinates any appeals of security 
related backfits with the Director, NSIR 

4-0-:-!L_During the staff's evaluation and backfitting transmittal process, and any subsequent 
licensee appeal process, track each facility-specific backfitting action within the 
affected program office or region. 

4-+,.§L_Ensure entry into ADAMS, as appropriate, of all documents and records related to 
backfitting originating in either the program office or the region (within the program 
office's area of responsibility), including communications, decisionmaking, and the 
outcome of backfitting appeals. Makes the backfitting decisions publicly available, 
consistent with applicable requirements and guidance. 

~~Ensure appropriate training is available to the program office staff and ensure that 
the program office staff performance is in accordance with regulations, and current 
agency guidelines and policiesNUREG 1409. 

~1.1.._Designate an office-level POC to coordinate and resolve backfitting questions or 
concerns from the staff as they relate to the responsibilities of each respective 
program office. 

44-.1L_Ensure information collection requested under 10 CFR 50.54(f) and 2.204 is 
appropriately justified. 

H. Regional Administrators (RAs} 

1. Identify backfitting actions applicable towithin the regions. 

2. Coordinate with OGC, ODs, NSIR and other RAs to ensure consistency in backfitting 
implementation among the regions and program offices. 

3. Provide the CRGR with an opportunity to review any required documented 
evaluation or backfit analysis before final approval. 

4. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the affected entity. e.g. the nuclear power reactor or nuclear 
materials licensee{.§1 of the backfitting action. 

For the latest version of any NRC directive or handbook, see the onl ine MD Catalog. 9 
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5. Coordinate with other regions and either the Division of Inspection and Regional 
Support, NRR, or the Division of Construction Inspection and Operational Programs, 
NRG, as applicable, to ensure consistency among inspection procedures and 
regulations, and NUREG 1409. 

fh§.,__Consult and coordinate with the Director, NSIR; OGG and/or regional counsel; and 
the appropriate program OD to resolve security related, facility specific backfitting 
actions. 

~ Coordinate with the appropriate program office and NSIR, as necessary, to obtain 
the supporting documentation for proposed backfits. 

&L._Support the appropriate program office in processing licensee backfitting appeals 
that are within the regional area of responsibility. 

9-,.!L_Ensure entry into ADAMS, as appropriate ... of all documents and records related to 
backfitting and originating in the region, including communications, decisionmaking, 
and the outcome of backfitting appeals. Makes backfitting decisions publicly 
available, consistent with applicable requirements and guidance. 

4-(hQ,__Ensure appropriate training is available to the regional staff and ensures that the 
regional staff performance is in accordance with regulations and current agency 
guidelines and policiesNUREG 1409. 

-1--1-,.~Designate a regional POC who will be responsible for any specific backfitting 
activities (generic and facility-specific) as needed, including the coordination and 
resolution of any backfitting questions or concerns from the staff as they relate to the 
responsibilities of the respective region. The regional POC also ensures that the 
associated regional staff is proficient in a training program relevant to backfitting 
activities and agency information collection processes. 

I. Chief Human Capital Officer (CHCO) 

1. Develops, maintains, and updates, in consultation with the CRGR and OGC and in 
coordination with other offices and regions, a backfitting training program for the 
NRC staff, including generic and facility-specific backfitting training modules and 
refresher courses. 

2. Consults and coordinates with the appropriate contact in the Office of the Chief 
Information Officer to maintain backfitting training modules onlino. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 10 
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J. Chief Information Officer (CIO) 

1. Maintains a repository for backfitting records in ADAMS. 

2. Advises the offices and regions on implementing administrative controls to ensure 
backfitting information is maintained in accordance with Federal and agency 
recordkeeping requirements. 

3. Consults on the agency review of information collections requests to ensure 
compliance with the Paperwork Reduction Act. 

IV. APPLICABILITY 

The policy in this directive and handbook applies to all NRC employees. 

V. DIRECTIVE HANDBOOK 

For effective regulation of NRG-licensed facilities, it is crucial that the backfitting process be 
well-defined, that staff members clearly understand their obligation for responsibly 
implementing all aspects of the backfitting program, and that managers ensure staff 
performance is in accordance with this MD. Handbook 8.4 explains the components of the 
NRC backfitting management program. NUREG-1409 provides guidance to the staff 
implementing backfitting regulations. 

VI. REFERENCES 

Code of Federal Regulations 

10 CFR Part 2, "Agency Rules of Practice and Procedure." 

1 O CFR 2.202, "Orders." 

10 CFR 2.204 , "Demand for Information." 

10 CFR Part 50, "Domestic Licensing of Production and Utilization Facilities." 

10 CFR 50.2, "Definitions." 

10 CFR 50.12, "Specific Exemptions." 

1 O CFR 50.49, "Environmental Qualification of Electrical Equipment Important to 
Safety for Nuclear Power Plants." 

10 CFR 50.54, "Conditions of Licenses." 

10 CFR 50.59, "Changes, Tests, and Experiments." 

10 CFR 50. 71, "Maintenance of Records; Making of Reports." 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 11 
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10 CFR 50.72, "Immediate Notification Requirements for Operating Nuclear Power 
Reactors." 

10 CFR 50.73, "License Event Report System." 

10 CFR 50.109, "Backfitting." 

10 CFR Part 52, "Licenses, Certifications, and Approvals for Nuclear Power Plants." 

10 CFR 52.7, "Specific Exemptions." 

10 CFR 52.31, "Criteria for Renewal." 

1 O CFR 52.39, "Finality of Early Site Permit Determinations." 

10 CFR 52.59, "Criteria for Renewal." 

10 CFR 52.63, "Finality of Standard Design Certifications." 

10 CFR 52.83, "Finality of Referenced NRC Approvals; Partial Initial Decision on 
Site Suitability." 

10 CFR 52.98, "Finality of Combined Licenses; Information Requests." 

10 CFR 52.145, "Finality of Standard Design Approvals; Information Requests." 

10 CFR 52.171, "Finality of Manufacturing Licenses; Information Requests." 

10 CFR §2.179, "Criteria for Renewal." 

1 O CFR Part 54, "Requirements for Renewal of Operating Licenses for Nuclear 
Power Plants." 

10 CFR 54.30, "Matters Not Subject to a Renewal Review." 

10 CFR Part 70, "Domestic Licensing of Special Nuclear Material." 
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EXECUTIVE SUMMARY 

Management Directive (MD) 8.4, "Management of Backfitting, Issue Finality, and Information 
Collection," is retitled and revised to clarify the agency's roles and responsibilities for 
management of backfitting, issue finality, and information collection generically and on a 
facility specific basis. MD 8.4 describes the roles and responsibilities of various offices and 
provides the policy to direct the U.S. Nuclear Regulatory Commission implementation of the 
backfitting provisions of Title 10 of the Code of Federal Regulations ( 10 CFR) for nuclear 
power reactor facilities licensees; and selected nuclear materials facilities licensees; aH4-the 
issue finality provisions of 10 CFR Part 52 for nuclear power reactor§. licensees, design 
certification applicants, and holders of related NRG permits and approvals,: and as •.vell as the 
specific provisions of 10 CFR 50.54(f) and the corresponding requirements in Pafts.-10 CFR 
Parts 70, 10 CFR 72, and 10 CFR 76, and 10 CFR 2.204 . 

Accordingly, MD 8.4 is retitled from "Management of Facility-Specific Backfitting and 
Information Collection" to "Management of Backfitting, Issue Finality, and Information 
CollectionRequests" to clarify the intent and the objectives of the program. 

TABLE OF CONTENTS 

I. INTRODUCTION TO BACKFITTING AND INFORMATION COLLECTION .. .. .... ............ ... 3 

A. Backfitting .. .... .... ..... ..... ................ ... .. ... ... ... ... .. ..... ....... ........ ..... .... ..... ...... ...... ..... .. ......... 3 

B. Information Collection Requests ................... ....... .. ... ... .......... ... .. ... ... ...... .......... .. ... . 144-0 

C. Coordination and Communication .................... .. .... .... ........ ......... ........ ... .. .. .... .. .. .. ... 141-4 
For updates or revisions to policies contained in th is MD that were issued after the MD was signed, 
please see the Yellow Announcement to Management Directive index (YA-to-MD index). 



DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved: XX/XX/XX.XX 

D. Recordkeeping .............. .. .......... ........ ....... .. .... ..... ....... .... ...... .............. ...... ........ .... .. 1544-

11. BACKFITTING APPLICABILITY ................................................................................. 15.:t-a 

A. Regulatory Changes Subject to the Backfit Rule ..................... ... ....................... ... .. 154-2 

B. Nonapplicable Regulatory Changes ........................... .............. ........... .. .. ....... ........ 1§~ 

Ill. BACKFITTING POLICY ........... .................................................................................... 19-1-S 

A. Adequate Protection Backfitting .............. .... ...... ...................... ... ... ............. ........ ..... jJ!+a 

B. Compliance Backfitting ....... ... ..... .. ... .............. ...... ........... ....... .......... .. .. ................. .. 214-7-

C. Cost-Justified Substantial Increase in Protection Backfitting ....... .... ........ .. ... .. .. .. ..... 27~ 

D. Additional Considerations ....... .......... .......... ... ............................................ .... .... .... . 28~ 

E. Scheduling of Backfitting Implementation .................................................... ..... .. .... 29~ 

F. Appeals of Backfitting Decisions ....... ... ......... .. ......... .. ....... ... ................................ ... 30~ 

G. Exceptions ... .... ...... ... .. ..... ... ... .......... .. .......................... ...... .............. ........ ... ..... ....... 32Y 

H. Assessment of the Overall Effectiveness of the NRC's Backfit 
Management Program ....... .................................................................... ................. 32Y 

IV. INFORMATION COLLECTION PROCESS .................................................................. 322-7 

A. NRC Regulations for Information Collection ...... ....... ............... .......... .... ... ... ... ..... ... 32Y 

B. Justification ......................................................................................................... ... 3328 

V. TRAINING PROGRAMS FOR BACKFITTING AND INFORMATION 
COLLECTION .............................................................................................................. 3429 

A. Backfitting Training ........................................... .. .................................................... 3~ 

B. Backfitting Agencywide Training Coordination ........................................ ... .... ..... ... . 35~ 

C. Information Collection Training ... .. ...... .... .. .. ... ...... ................... ............ .. .................. 35~ 

VI. ACRONYMS ................................ ................................................................................ 3530 

EXHIBITS 

EXHIBIT 1 NRC Internal Backfitting and Issue Finality Flowchart ............ .. ...... ..... ... ...... .. 38~ 

EXHIBIT 2 NRC Internal Backfitting and Issue Finality Flowchart .......... .. ..... ...... ... ....... ... 40~ 

EXHIBIT 3 NRC Backfitting Requirements ...................................................................... 41 J4 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 2 



DH 8.4 MANAGEMENT OF BACKFITIING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved: XX/XX/XXXX 

I. INTRODUCTION TO BACKFITTING AND INFORMATION 
COLLECTIONREQUESTS1 

A. Backfitting 

1. Under 10 CFR 50.109, backfitting is "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." Substantially similar definitions are 
provided in § 70. 76, § 72.62, and § 76. 76. 

LBackfitting is the process by which the U.S. Nuclear Regulatory Commission 
imposes new or revised regulatory requirements or ne•N or revised staff positions on 
nuclear power reactor licensees or selected nuclear materials licensees.2--Backfitting 
is an integral part of the regulatory process and is expected to occur. To ensure that 
proposed changes are adequately justified and defined, a backfitting action is 
implemented only after formal and systematic review. Backfitting normally occurs ifl 
one of two ways:when the agency imposes a new or changed regulation or 
requirement imposed upon g_licensees facility or facilities fthrough rulemaking or 
orderh Backfitting concerns also arise when the agency communicatesGf a new or 
changed staff position interpreting applicable regulationsguirements imposed on 
facilitieslicensees. A new or changed staff position may arise in a number of 
regulatory contexts including facility inspections, license amendment reviews, or 
issuance of guidance documents. In this Directive Handbook (DH), the terms 
"backfit" and "backfitting" mean backfitting as defined in 10 CFR 50.109, "Backfitting," 
70.76, "Backfitting," 72.62, "Backfitting," and 76.76 "Backfitting ," and violations 

1 This section provides a high-level overview of the backfit process, and as such, may simplify some 
concepts for introductory purposes. If a provision of this section conflicts with a provision in a later 
section, the later section is controlling. 

2 For purposes of this DH, the term "licensees" includes the holders of power reactor construction 
permits (CPs) and operating licenses (Obs) under 10 CFR Part 50, "Domestic Licensing of Production 
and Utilization Facilities;" holders of licenses, permits or approvals under 1 O CFR Part 52, "Licenses, 
Certifications, and Approvals for Nuclear Power Plants;" holders of licenses for fuel facilities under 
10 CFR Part 70, "Domestic Licensing of Special Nuclear Material," Subpart H, "Additional 
Requirements for Certain Licensees Authorized to Possess a Critical Mass of Special Nuclear 
Material;" holders of licenses for spent fuel and radioactive waste storage facilities under 
10 CFR Part 72, "Licensing Requirements for the Independent Storage of Spent Nuclear Fuel, High 
Level Radioactive 1Naste, and Reactor Related Greater Than Class C VVaste;" and certificate holders 
for gaseous diffusion plants under 10 CFR Part 76, "Certification of Gaseous Diffusion Plants." 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 3 



DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved: XX/XX/XXXX 

3 

efchanges affecting issue finality under 1 O CFR Part 52, "Licenses, Certifications, 
and Approvals for Nuclear Power Plants." The only parts of the NRC's regulations 
that contain backfitting or issues finality provisions are 10 CFR Part 50, 
10 CFR Part 52, 10 CFR Part 70, 10 CFR Part 72, and 10 CFR Part 76. TAe 
backfitting provisions typically do not apply to license applicants. Thero is no 
backfitting provision in 10 CFR Part 54, "Requirements for Renewal of Operating 
Licenses of Nuclear Pmvor Plants," however tho scope of the NRC's reviei.v under 
10 CFR Part 54 is limited. The protections in the backfitting provisions further NRC 
compliance with the requirements of the Administrative Procedure Act regarding 
reasoned decisionmaking. 

3. The backfit evaluation and analysis requirements ensure that the NRC 
demonstrates, before implementing the backfit, that the backfitting action meets 
certain standards that vary based on the type of facility. In accordance with the NRC 
Principles of Good Regulation and the Administrative Procedure Act, the backfitting 
rules provide the following: 

(a) Regulatory stability, by ensuring that the changes the NRC makes are necessary 
or provide a substantial safety enhancement; 

(b) Reasoned and informed NRC decisionmaking, by requiring that the proposed 
action be properly justified; and 

(c) Transparency of NRC decisionmaking, by requiring that the NRC document and 
make publicly available its analyses and evaluations. 

+A_,_ There are three principal types of backfitting that may be considorodjustifications the 
agency relies on to impose a backfit: adequate protection backfitting , compliance 
backfitting, and §_Cost-justified substantial increase3 in protection backfitting.4 If the 
NRC is considering a backfitting action, it must first consider whether regulatory 
action is necessary to ensure adequate protection of public health and safety, and if 
so whether there is an imminent threat to public health and safety. If regulatory 
action is not necessary to ensure adequate protection, then the NRC needs to 
determine if the proposed action satisfies the compliance backfit criteria . If the 

See 50 FR 38097, September 20, 1985. 

4 The issue finality provisions of 10 CFR Part 52 include additional backfitting actionsjustifications 
for certain types of approval holders. For example, 10 CFR 52.63, "Finality of 2&tandard g_Qesign 
_gGertifications," also allows backfitting to, among other things, correct material errors in the 
certification information for a design certification (DC) or to contribute to the increased standardization 
of the DC. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 4 
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proposed action does not satisfy the compliance backfit criteria, then the NRC must 
consider a cost-justified substantial increase in protection backfit. 

&-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 
(APA), unless Congress has indicated otherwise, an agency's decisionmaking 
calculus should include at least some consideration of the cost placed on a licensee 
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 Atomic Energy Act of 1954 (AEA), as amended, no 
further explanation, including consideration of cost, is necessary. Otherwise, the 
APA's reasoned decision making requirement compels some consideration of cost. 

~LRegulations in 10 CFR 50.109, define the term backfitting for pO'tver reactors under 
10 CFR Part 50 (i.e. , construction permit (GP) holders and operating license (Ob) 
holders) as the modification of or addition to systems, structures, components 
(SSCs); or design of a facility; or the design approval or manufacturing license (ML) 
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 staff position interpreting the 
Commission's regulations that is either now or different from a previously applicable 
staff position after certain specified dates.a Provisions of 10 CFR 50.109 can also 

5 Applicable NRG action may be considered backfitting under 10 CFR 50.109 if the agency action 
occurs after the follOY.'ing: 

• the issuance of the GP for the facility (for facilities with CPs issued after October 21 , 1985), 

• 6 months before the date of docketing of the Ob application for the facility (for facilities 'Nith 
CPs issued before October 21 , 1985), 

• the issuance of the OL for the facility (for facilities having an Ob on October 21 , 1985), 

• the iss1.1ance of the design approval under Subpart E, "Standard Design Approvals. " of 
10 CFR Part 52, 

• the issuance of a an ML under Subpart F, "Manufacturing Licenses," of 10 CFR Part 52, 

• the iss1.1ance of the first CP for a duplicate design under Appendix N, "Standardization of 
Nuclear Power Plant Designs: Permits To Construct and Licenses to Operate t>luclear Power 
Reactors of Identical Design at Multiple Sites," of 10 CFR Part 50, or 

• the issuance of a COL under Subpart C, "Combined Licenses," of 10 CFR Part 52. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 5 
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apply to power reactor licensees under 10 CFR Part 52, 0 but 10 CFR 50.109 is not 
applicable to non power production or utilization facilities licensed under 
10 CFR Part 50. 

4.-Lln 10 CFR Part 52, power reactor licensees are granted "issue finality"7 exists with 
respect to prior-tRelf NRC approvals, which prevents the NRC from making changes 
to the approvals without meeting certain criteria as provided in the applicable issue 
finality regulation. The issue finality requirements are intended to accomplish the 
same objective as the backfitting requirements by limiting changes to final 
Commission decisions made as part of the 1 O CFR Part 52 licensing process. TRe 
standards vary for making changes to renewed and previously approved early site 
permits (ESPs) (10 CFR 52.31, "Criteria for Renewal," and 10 CFR 52.39, "Finality of 
Early Site Permit Determinations"), renmved and previously approved design 
certification rules (DCRs) (10 CFR 52.59, "Criteria for Renewal," and 10 CFR 52.63, 
"Finality of standard design certifications), previously approved combined operating 
licenses (COLs) (10 CFR 52.83, "Finality of Referenced NRG Approvals; Partial 
Initial Decision on the Site Suitability," and 10 CFR 52.98, "Finality of Combined 
Licenses; Information Requests"), previously approved standard design approvals 
(SDAs) (10 CFR 52.145, "Finality of Standard Design Approvals; Information 
Requests"), and renewed and previously approved Mbs (10 CFR 52.179, "Criteria for 
Rene'i.•1al," and 10 CFR 52.171, "Finality of Manufacturing Licenses; Information 
Requests"). The backfitting provisions in 10 CFR 50.109 apply to ESPs, DCs, COLs, 
SDAs, and Mls to the extent that they do not overlap the applicability of 
10 CFR Part 52 issue finality provisions. 

&.-L__Section 70.76 of 10 CFR defines the term backfitting for materials licensees 
authorized to possess greater than a critical mass of special nuclear material as the 
modification of, or addition to, SSCs of a facility; or to the procedures or organization 
required to operate a facility. Either of these may result from a new or amended 
provision in the Commission rules or the imposition of a regulatory staff position 

° For purposes of this DH, the term "10 CFR Part 52 power reactor licensees" refers to holders of 
early site permits (ESPs), standard design approvals (SDAs), combined licenses (COLs), and MLs; 
DC applicants whose designs are certified in final DC rules (DC Rs); applicants for COLs if the 
application references an ESP, OCR, or SD.A.; and applicants for MLs if the application references a 
DCR or SDA. 

7 Within this DH, the term "issue finality" encompasses the language of the regulations from 10 
CFR 52.39 "Finality of Early Site Permit Determinations," 10 CFR 52.63, "Finality of standard design 
certifications," 10 CFR 52.83, "Finality of Referenced NRC approvals; Partial Initial Decision on Site 
Suitability," 10 CFR 52.98, "Finality of Combined Licenses; Information Requests," 10 CFR 52.145, 
"Finality of Standard Design Approvals; Information Requests," 10 CFR 52.171 "Finality of 
Manufacturing Licenses; Information Requests," and any other applicable discussion of finality in part 
52. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 6 
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interpreting the Commission rules that is either new or different from a previous NRG 
staff position. 

&.-8_,_Section 72.62 of 10 CFR defines the term backfitting as the addition, elimination, or 
modification, after the license has boon issued, of SSCs offer an independent spent 
fuel storage installation (ISFSI) or monitored retrievable storage (MRS), or the 
procedures or organization required to operate an ISFSI or MRS. 

7-a-LSection 76.76 of 10 CFR defines the term backfitting as the modification of, or 
addition to, SSCs oforf a gaseous diffusion plant, or to the procedures or 
organization required to operate a plant, any of which may result from a new or 
amended provision in the Commission rules or the imposition of a regulatory staff 
position interpreting tho Commission rules that is either nei.·.' or different from a 
previous NRG staff position. 

Sections 50.109(a)(4)(i) and (a)(?), 70.76(a)(4)(ii) and (a)(?), 72.62(b), 
and 76.76(a)(4)(i) of 10 CFR require compliance v.1ith "written commitments" and, in 
the case of 10 CFR 76.76(a)(7), '\witten Corporation commitments." Within the 
scope of backfitting, these written commitments mean those commitments that have 
been incorporated into the license as a means necessary to demonstrate compliance 
with requirements. 

The ticensing basis (LB) for power reactors under Parts 50, 52, and 54 is determined 
on a case by case basis and is commonly referred to as the set of NRG 
requirements applicable to a specific facility and that licensee's written commitments 
for ensuring compliance with applicable NRG requirements in the LB and the facility 
specific design bases (including all modifications and additions over the life of tho 
license). 

8. Commitments that have been included in a licensee's updated final safety analysis 
report (UFSAR) that describe a method for complying with regulations or 
requirements are not enforceable unless they are part of the license. Commitments 
documented outside of the license only represent acceptable approaches for 
complying with the governing requirements. 

1.Q,_lf a licensee voluntarily submits a license amendment request (LAR) or license 
rene, .... al application (LRA), the NRG, as a condition of its approval, may require that 
the licensee modify its submittal or adopt new or revised guidance, provided that 1) 
the new or re>.1ised guidance relates to the licensee's request, and 2) the subject 
matter of the guidance is essential to the NRG staff's determination of the 
acceptability of the licensee's request. This would not constitute backfitting. It is the 
licensee's burden to show that tho submitted application enables the NRG to make 
the appropriate findings (e.g.; in accordance with 10 CFR 50.40, 50.57, 50.92, or the 
other applicable regulations). A forward fit is defined as the imposition of a new or 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 7 
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modified requirement or regulatory staff interpretation of a requirement that results in 
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 as a 
condition of approval by the NRC of a licensee-initiated request for a licensing action 
when the underlying request did not propose to comply with the new or revised 
requirement or interpretation. Such licensing actions may include a license 
amendment or a license renewal, although the normal application of the process in 
10 CFR Part 54, "Requirements for Renewal of Operating Licenses for Nuclear 
Power Plants," does not generally constitute forward fitting. The NRC may condition 
its approval of such a licensing action on the use of a new or modified regulatory 
staff position if there is a direct nexus to the licensee's request and 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 licensee's request. In deciding 
whether a forward fit is appropriate, the NRC staff should also take the following 
factors into account: 

a) As noted in paragraph 1.A.5, when the NRC imposes new requirements or 
regulatory staff position interpreting requirements not needed to ensure 
adequate protection, the APA requires some consideration of cost. Thus, if 
the forward fit is unrelated to adequate protection, the NRC must consider 
cost before implementing the new or modified requirement or interpretation. 

b) In establishing or modifying the requirement or regulatory staff position 
interpreting the requirement, the NRC staff had the opportunity to consider 
whether the resulting position should be imposed as a backfit on existing 
licensees. Under the mandatory backfitting provisions of§§ 50.109(a)(5), 
70. 76(a)(5). and 76. 76(a)(5), and the portions of 72.62(b) regarding 
backfitting necessary to assure adequate protection of public health and 
safety, if such a change were necessary to ensure adequate protection of 
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 for cases where a 
forward fit is being considered, it is unlikely that a change could be justified to 
be necessary to ensure adequate protection of public health and safety. 

c) NUREG/BR-0058, "Regulatory Analysis Guidelines of the U.S. Nuclear 
Regulatory Commission, " provides the following guidance on the 
development of regulatory staff positions: 

The NRC performs regulatory analyses to support numerous NRC 
actions affecting reactor and materials licensees. Executive Order 
12866 requires that a regulatory analysis be prepared for all 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 8 
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significant regulatory actions. The NRC requires regulatory 
analyses for a broader range of regulatory actions than for 
significant rulemakings as defined in E.0.12866. In general, each 
NRC office should ensure that all mechanisms used by the NRC 
staff to establish or communicate generic requirements, guidance, 
requests or staff positions that would affect a change in the use of 
resources by its licensees include an accompanying regulatory 
analysis. This requirement applies to actions initiated internally by 
the NRC or by a petition to the NRC. These mechanisms include 
rules, bulletins, generic letters, regulatory guides, orders, standard 
review plans, branch technical positions and standard technical 
specifications. 

If the regulatory analysis developed in support of the new or modified 
requirement or regulatory staff position (e.g., a revision to regulatory 
guidance) resulted in an agency decision that the prior regulatory staff 
position should remain available for use by current licensees and not be 
withdrawn, the decision on whether to forward fit the new or modified 
regulatory staff position on an applicant for a licensing action should be 
informed by a site-specific regulatory analysis. 

d) If a licensee believes that the staff has incorrectly followed this process in 
imposing a forward fit, the licensee may use the backfitting appeals process 
described in Section 111.F of this Management Directive to challenge the 
forward fit, as contemplated by the Statement of Considerations for the 1985 
Revision of Backfitting Process for Power Reactors.8 

e) Forward fits generally do not include instances when an applicant files an 
initial licensing application for a new facility. However, for light-water reactor 
(LWR)facilities, § 50.34(d), § 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," (the SRP) that applicants should be anticipated 
to reasonably rely upon in the development of their applications. Any change 
in requirements or regulatory staff positions from that version of the SRP 
interpreting the Commission's requirements should follow the same reasoned 
decisionmaking process as a forward fit. 

9. Under 10 CFR 50.40 Common standards, "in determining that a construction permit 
or Ob in this part, or early site permit, combined license, or ML in Part 52 of this 
chapter 'Nill be issued to an applicant, the Commission will be guided by the following 

8 50 FR 38097, 38101, September 20, 1985. 
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considerations: (a) Except f.or an early site permit or manufacturing license, the 
processes to be performed, the operating procedures, the facility and equipment, the 
use of the facility, and other technical specifications, or the proposals, in regard to 
any of the foregoing collectively pro•;ide reasonable assurance that the applicant will 
comply •.vith the regulations in this chapter, including the regulations in Part 20 of this 
chapter, and that the health and safety of the public will not be endangered." 

10. A key aspect of 10 CFR 50.40 is the "collectively" aspect. The licensing (and 
amendment) finding allows consideration of the collective aspect of the proposed 
change. For example, if a licensee proposes longer outage time for SSC A, then the 
staff could rely on 50.40 to say that less outage time f.or SSC B is needed to give the 
overall collective reasonable assurance, and doing so is not necessarily a backfit. 

The backfitting rules generally do not apply to voluntary licensee changes, whore 
"voluntary" is defined as any action by the licensee that was made of its own accord, 
without tho f.orco of a legally binding requirement or NRG representation of further 
licensing or enforcement action. The licensee must not be compelled by the NRG 
staff to make the change. The NRG staff's requirement that the licensee adopt new 
or revised guidance that does not directly pertain to the licensee's voluntary request 
would constitute backfitting. Unless required by the NRG, confirmatory orders that 
are the result of participation in the alternative dispute resolution (ADR) process, 
LARs, and LRAs are considered voluntary, and the NRG review process and 
approval of an ADR, LAR, or LRA generally is not considered backfitting. 
Furthermore, the backfitting rules do not apply to NRG suggested actions with •.vhich 
licensees are not required to comply, but decide to voluntarily implement. The 
backfitting rules do not apply to any voluntarily initiated licensee installation of 
updated (or additional) equipment to the existing plant, to expand the plant, improve 
efficiencies, delay its obsolescence, or extend its capabilities. 

Backfitting does not apply to actions that do not have a direct link to, and do not 
further a substantive radiological public health and safety, or common defense and 
security, objective. Nevertheless, the NRG must have legal authority to justify taking 
such actions. 

11. For backfitting purposes, staff positions are documented interpretations of the 
regulations, already specifically imposed upon a licensee or "class" of licensees at 
the time of the identification of the proposed backfitting and may be contained in 
documents such as the Statement of Considerations f.or a final rule, Standard 
Review Plan (SRP), NUREG, interim staff guidance (ISG), and branch technical 
position (BTP). A licensee's commitment to guidance, such as regulatory guides 
(RGs) or NRG endorsed industry topical reports (TRs), through a licensing action is 
considered a voluntary action. However, RGs and NRG endorsed TRs do represent 
staff positions. Generally, the issuance of or revision to a staff position is considered 
forward fitting and the revisions to staff positions do not, in isolation, impose 
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anything, and are therefore not (in isolation) backfits. The applicable staff positions 
for each facility license application, L1\R, or LRA includes the safety evaluation 
reports (SER)9 and any NRG approvals based on licensees' docketed responses to 
requests for information. A change in tho applicable staff position is referred to as a 
new or revised staff position. 

~1.L_ The NRC's backfitting actions can be either generic or facility-specific. 10 

@l_ Generic backfitting actions affect a class or classes of licensees and can include 

the imposition of new or revised regulations or requirements f through rulemaking or 
Orders1 or new or revised staff positions interpreting NRC regulations. Generic 

backfitting actions can be initiated in a number of 1.vays, such as by tho staff in 

rulomaking, tho Commission through a staff requirements memorandum (SRM), and 
the public through a petition for rulemaking. Regardless of 1.vhether a generic 

backfitting action is the result of rulemaking or a new or changed staff interpretation, 

the new or changed regulation or staff position must be documented, and 
stakeholders must have had an opportunity to review and provide comments in 

response to a Federa.' Register (FR) notice. l=fowever, time sensitive, safety 

significant, or security significant NRG actions, such as Orders or Bulletins, do not 
require public notice and opportunity to comment. In addition, not all previously 

issued staff positions were provided to the public for comment. 

{Ql_Facility-specific backfitting issues typically arise through the NRC's inspection or 

licensing process. In these circumstances, the NRC's regional or headquarters staff 

may find that a change to a facility's licensing basis (LB) is appropriate. Facility 

specific backfitting actions are normally a change in a staff position (tho applicable 
SE) for a specific facility, based on an error or omission in the analysis (compliance 

backfit) for the implementation of that facility's LB, but they could also be a change to 

the facility specific L~ deemed necessary to ensure that the facility provides 
adequate protection. For po\•JOr reactors, in addition to single unit sites, 

facility specific backfitting actions may apply to sites that have multiple units, sites 

that share a UFSAR, or sites that may have more than one reactor type but share 
common sections of a UFSAR Any reference in this DH or in NU REG 1409, 

9-- Historically, tho ~JRC has used two terms to describe tho document approving a license, 
amendment, or license renewal: SER or safety evaluation (SE). Throughout this DH , the use of SE 
will indicate tho SER (usually used fer approving initial licensing or relicensing actions) or tho SE 
(usually used for approving license amendments). 
10 Hereafter, the term "facility" will be used to mean a nuclear power reactor; an ESP, OCR, COL, 
SDA, or ML for a power reactor; or a materials facility such as an ISFSI, fuel facil ity, gaseous diffusion 
plant, or an MRS installation. 
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"Backfitting and Issue Finality Guidance," to facility specific backfitting pertains to 
facility specific backfitting actions in this context. 

Unless an exception as described in Section I.A.19 applies, to justify a backfit under 
10 CFR 50.109, 10 CFR 70.76, 10 CFR 76.76, and generally 10 CFR 72.62, or, in 
many cases, to justify a violation of issue finality under 10 CFR Part 52, the NRG 
must perform and document a backfit analysis in accordance with NUREG 1409 that 
shows the following : 

The backfitting would result in a substantial increase44 in overall protection of public 
health and safety or the common defense and security, and 

The direct and indirect costs of implementing the backfitting are justified in view of 
the increased protection. 

The backfitting provisions generally contain three exceptions to the backfit analysis 
requirement described above, such that the analysis is not necessary when the 
backfitting action 

Is required for adequate protection, 

Defines or redefines the level of protection that should be regarded as adequate, or 

is necessary to bring a facility into compliance v,ith applicable requirements in the 
licensing basis, or into conformance with its written commitments. 

13. Adequate protection back-fitting, whether used to ensure that adequate protection is 
maintained or to define or redefine the level of protection that should be regarded as 
adequate, does not require a finding of substantial safety or security improvement, 
nor does it require that costs be considered . If a backfitting action is deemed 
necessary for adequate protection, it must be implemented, as required by 
Section 161 of the Atomic Energy Act of 1954, as amended (AEA). Compliance 
backfitting does not require a finding of substantial safety or security improvement, 
but does require some consideration of costs. Use of the adequate protection or 
compliance exception must be explained in a risk informed, documented evaluation. 

14. The backfit analysis requirement, and the exceptions to that requirement, restrict the 
ability of the NRG to conduct backfitting by requiring the NRG to demonstrate, before 
implementing the backfit, that the backfitting action would meet certain standards 

++- As noted in the Statements of Consideration f:or the 1985 backfitting final rule (50 FR 38097; 
September 20, 1985), a "substantial" increase in protection means "important or significant in a large 
amount, extent, or degree." Under such a standard, the Commission would not ordinarily expect to 
justify backfitting plant improvements that result in an insignificant or small benefit to public health and 
safety or the common defense and security, regardless of costs. 
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that vary based on tho typo of facility. In this way, the backfitting rules pro,,ide tho 
follov.iing: 

(a) Regulatory stability, by limiting the changes the NRG can make; 

(b) Reasoned and informed NRG docisionmaking, by requiring the proposed action 
to be properly justified; and 

(c) Transparency of NRG docisionmaking, by requiring tho NRG to document and 
make publicly available its analyses. 

4-a-,.~ This MD and DH reflect NRC policy direction and provide the process for 
implementing that policy. The MD and DH list the regulations and guidance 
documents that govern backfitting and describe how the NRC implements those 
regulations. Backfitting guidance for the NRC staff is available in NUREG-1409. 
Office or region-specific guidance is not required or desired. Consistency of 
implementation is assured by the staff's use of NUREG-1409. 

4--&.-.1.~.!-_Any change to an NRC staff position that the NRC intends to communicate to a 
licensee(s) as being applicable to their facility by any means 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, generic 
communications, or staff interactions with licensee personnel. The NRR, NRO or 
NMSS office director (OD) or regional administrator (RA) responsible for the staff 
position and affected facility or facilities will make the determination as to whether the 
new or revised staff position constitutes backfitting and whether the backfit should be 
imposed on the licensee(s). 

4-7:-1..£._ln support of the Commission's probabilistic risk assessment (PRA) policy 
statement12 of August 1995, which encourages 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," risk insights must be considered, to 
the extent practical, as part of all backfitting actions. Risk information should be 
integrated in a manner that complements traditional regulatory approaches and 
supports the defense-in-depth philosophy, which would improve the technical basis, 
increase efficiency, and enhance effectiveness. All backfitting actions must be risk
informed. 

~jLExhibits 1 and 2 in this handbook are flowcharts that illustrate the NRC's program for 
processing backfits and backfit appeals. 

12 Use of Probabilistic Risk Assessment Methods in Nuclear Regulatory Activities; Final Policy 
Statement (60 FR 42622; August 16, 1995). 
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B. Information Collection Requests 

1. The provisions of 10 CFR 2.204, "Demand for Information," require that a licensee 
respond to information requests from the Commission for the purpose of determining 
if an Order under 10 CFR 2.202, "Orders," should be issued, or whether other 
actions should be taken. 

2-,-1,_The provisions of 10 CFR 50.54(f) require power reactor licensees to respond to 
information requests from the staffNRC to enable the determination of whether a 
license should be modified, suspended or revoked . This rule stipulates that, except 
for information sought to verify licensee compliance with the facility's LB, the NRC 
must prepare the reasons for the information request to ensure that the burden 
imposed on licensees is justified based on the potential safety or security 
significance of the issue to be addressed. For additional information regarding 
appropriate use of 10 CFR 50.54{f), see Section IV, Information Requests. 

~LRequests for information for power reactors to be licensed under 10 CFR Part 52 will 
be in accordance with the administrative requirements in 10 CFR 50.54(f), and as 
stated in 10 CFR 52.39(f), 10 CFR 52.98(9), 10 CFR 52.145(c), or 
10 CFR 52.171 ( c), as applicable. The information collection requirements for 
selected materials licensees are contained in 10 CFR 70.22(d), 10 CFR 72.62(d), 
and 10 CFR 76.?0(e). 

4.-L This MD and DH reflects the policy for aU-requests for information under these 
provisions. 

C. Coordination and Communication 

For effective implementation of the NRC's backfitting and information collection request 
programs, the ODs and the RAs must ensure the following: 

1. Effective communication and coordination are maintained between their counterparts 
and among the responsible technical staff within the headquarters and regional 
offices. 

2. Processes, procedures, and programmatic and administrative controls are written in 
plain English. 

3. Formal feedback from the Committee to Review Generic Requirements (CRGR) 
provided during the review of a proposed rule involving backfitting is addressed as 
part of the rulemaking package before its submittal to the Executive Director of 
Operations (EDO). 

4. No backfitting actions will be communicated to a licensee unless the appropriate OD 
or RA has determined whether the position involves backfitting and, if so, has 
ensured that the position is identified as backfitting, the appropriate material (i.e., 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 14 



DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTIONREQUESTS 

Date Approved: XX/XX/XX.XX 

documented evaluation or backfit analysis) has been prepared and approved, the 
CRGR was offered an opportunity to review the documentation, and written feedback 
was considered. NRR shall ensure backfitting actions are consistently implemented 
throughout the regions. 

D. Recordkeeping 

Offices and regions directly involved in backfitting or information collection requests are 
responsible for tracking and maintaining associated records originating in that office or 
region. Documentation of the justification for backfitting or use of a backfit analysis 
exception is required by 10 CFR 50.109, 10 CFR 70.76, 10 CFR 72.62, and 
10 CFR 76. 76. Documentation of the justification for information requests under 10 
CFR Parts 50 and 52 are required by 10 CFR 50.54{f), 10 CFR 52.39(f), 
10 CFR 52.98(g), 10 CFR 52.145(c). or 10 CFR 52.171(c), as applicable. 

1. The office or region proposing information collections requests or backfitting actions 
must administratively manage each collection request or action by maintaining all 
related records. Records must be maintained in accordance with NUREG-0910, 
"NRC Comprehensive Records Disposition Schedule," issued March 2005. 

2. Backfitting records placed in the Agencywide Documents Access and Management 
System (ADAMS) must be accessible to all stakeholders by being profiled as publicly 
available when appropriate, consistent with agency guidance on the release of 
information to the public. 

II. BACKFITTING APPLICABILITY 

A. Regulatory Changes Subject to the Backfit Rule 

1. As defined in Section I.A, a6n NRC action is considered backfitting when the NRC 
changes any requirements through rulemaking, aA-OQrder, or the-imposesitieR of-a 
new or modified staff position that interprets requirements and would result in the 
modification or addition to SSCs, or the design of a facility, or the design approval or 
ML for a facility, or the procedures or organization required to design, construct, or 
operate a facility, after the dates defined in the backfitting requirements. 

2. 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., RGs or NRG-endorsed industry TRs) that is not already within the bBlicensing 
basis for the identified purpose, then the staff's communication of that expectation 1§ 
may be considered backfitting. As discussed above. in section I.A.11, forward fits do 
not constitute backfits but must meet additional, specified criteria and are subject to 
the backfit appeals process.Since there is generally more than one w-ay to achieve 
compliance with a license or the rules or orders of the Commission, or with written 
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lioensee commitments, or there may be more ways to reaoh a level of proteotion that 
is adequate, the applioant or lioensee is ordinarily free to choose the way v.ihioh best 
suits its purposes. However, this does not apply during the review and oonsideration 
of any voluntarily submitted lioense applioation, LAR, or LR"., provided the issue in 
question is somehow assooiated 1.vith, and is within the scope of, the lioense 
applioation, LAR, or LRA under oonsideration. 

3. A relaxation is the modification of a regulatory requirement or staff position that 
reduces requirements the obligations of plaoed on a licensee or class of licensees. A 
relaxation may provide licensees the option of continuing as previously licensed 
(status quo), or adhering to the new "relaxed" regulatory requirement or staff 
position. If a relaxation does not provide for the status quo option, it is mandatory, 
and the relaxation is considered backfitting. However, if the implementation of the 
relaxation is voluntary for the lioensee, in that it does provide for the status quo 
option, then the relaxation is not baokfitting, even if the lioensee decides to 
implement the relaxed requirement. 

B. Nonapplicable Regulatory Changes 

1. The NRC's baokfitting rules do not apply to the following regulatory actions generally 
do not meet the definition for backfitting: 

(a) Confirmatory action letters (CALs), because CALs involve voluntary actions a 
licensee commits to take, which are agreed to between the licensee and the 
NRC; 

(b) Changes mandated by statute or other Congressional action that preclude 
agency discretion in their implementation; 

(c) Changes required by other Federal agencies that preclude agenoy NRC 
discretion in their implementation; 

(d) Voluntary licensee submittals of an LAR or LRA or subsequent lioense renewal 
(SLR) request.~-subject to the limitations discussed above in Section 1.A.1 Q4, 
and the NRC's prooess (requests for information, lioensee engagement, or 
modifioations to the submittal) used during the review and consideration of tho 
LAR, LR.A., or SLR request; 

(o) A lioensee's voluntary implementation of NRG rooommondod aotions that do not 
oonstitute tho basis for resolution of a safety, soourity, or regulatory issue (e.g., a 

.;. The scope of the NRC's review of an LR or SLR and, thus, the backfitting of these applicants, is 
limited by the regulations in 10 CFR 54.30, "Matters Not Subject to a Renewal Review." 
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licensee's decision to follow an NRG RG, or an NRG endorsed TR, or to make 
changes based on an NRG Information Notice); 

(f)(e) Issuance of a notice of violation for an improper change Overturning of an 
improper change implemented under 1 O CFR 50.59, "Changes, Tests, and 
Experiments" resulting in a modification to ta facility; 

(fil{f) Licensee changes or plant modifications that expand the plant capabilities 
or improve plant efficiencies or performance that are not mandated by the NRC; 

fRt_(g_) __ Non-mandatory relaxations of staff positions or regulations; 

(i) New or changes to requirements that do not have a direct link to, and do not 
further a substantive radiological public health and safety or common defense 
and security objective, such as_reporting and recordkeeping requirements (e.g., 
10 GFR 50.71 , 50.72, "Immediate Notification Requirements for Operating 
Nuclear Power Reactors") or appeals processes (e.g., 10 GFR 26.39, "Review 
Process for Fitness For Duty Policy Violations," 10 GFR 73.56(1), "Review 
Procedures"); 

ffi(h) Changes or updates to American Society of Mechanical Engineers Boiler 
and Pressure Vessel (ASME) Code, Section XI, that are incorporated into 
10 CFR 50.55a, "Codes and Standards~"-;-

~(i) Plant or procedural changes to comply with industry or professional 
standards not mandated by the NRC; 

~(j) Current and future applications for an NRC license, with two exceptions 
described in Section 11.B.2_4 below; 

~ Voluntary changes made to a plant based on national or international 
operating experience, including any changes as a direct result of NRC 
Information Notices; 

~ .... {I .... ) __ Changes as a result of a licensee's commitment management program; 

(G)(m) Licensee changes to its plant under 10 CFR 50.59 or other existing 
change control requirements (see Section II.B.2_J below); and 

~(n) Plant or procedural corrective actions to restore the LB or adherence to 
the license and thereby provide compliance with governing requirementsj 

2. The issuance of new or updated NRG RGs, as RGs are forward fitting, provided the 
RGs are not imposed on licensees; 

3. The endorsement of new or updated industry submitted TRs, because TRs are 
forv1ard fitting and not imposed by the NRG; and 
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4. The staff use of documents, such as NUREGs, ISGs, and BTPs, during the review 
and consideration of any LAR or LRA, as the submission of the LAR or LRA. is a 
voluntary action by a licensee applying for a change to its license, subject to the 
limitations discussed in Sections I.A.11 and I.A.14. 

5. If an existing licensee voluntarily requests a license amendment or change, and 
(1) the NRG staff's consideration of the request involves a regulatory issue directly 
relevant to an NRG guidance document (such as an RG) and (2) the specific subject 
matter of the guidance document is an essential consideration in the staff's 
determination of the acceptability of the licensee's request, then the staff may 
request that the licensee either follow that guidance or provide an equivalent 
alternative process that demonstrates compliance with the underlying NRG 
regulatory requirements in tho licensing basis. This is not considered backfitting. 

6. Power reactor licensee implementation of changes to its facility under 10 GFR 50.59 
are not subject to the backfitting rules. The NRG has established a prooess under 
10 GFR 50.59 that provides a lioonsee the authority to make oertain ohanges •.vithout 
NRG approval if tho ohange meets certain specified oritoria. Unless tho NRG 
determines that tho lioensee inoorreotly used the 10 GFR 50.59 prooess, the lioensoo 
reasonably can implement the change •.uithout the NRG taking enforcement aotion. 
This is consistent •.vith the underlying premise of regulatory stability established 
1.vithin the backfitting rules and the principles of good regulation. However if, during 
any inspeotion or rovio•.v of licensee actions implemented in accordance with 
10 GFR 50.59, the staff determines that 10 GFR 50.59 'Nas not properly 
implemented, tho staff shall issue a finding or violation in accordance •.vith 
regulations, and tho licensee may be required to «revert" to the previous plant or 
procedural configuration, or otherwise ohange the faoility to a oonfiguration 
aooeptable to tho NRG. This would not be considered backfitting. 

h-Lln general, backfitting provisions do not apply to current and future applicants for an 
NRC license. Backfitting is not intended to apply to every NRC action that 
substantially changes the expectations of current and future license applicants. 
There are two exceptions to this general principle. The first exception occurs when a 
10 CFR Part 52 license applicant references a 10 CFR Part 52 license (e.g., an ESP) 
or NRG regulatory approval (e.g ., a OCR), or both, with specified issue finality 
provisions. The second exception occurs when a 10 CFR Part 50 power reactor OL 
applicant holds a CP or limited work authorization (LWA). Section 50.109 would 
apply to the matters covered by the CP or LWA. See also the discussion on the use 
of the SRP for review of LWR applications in Section I.A.11 of this DH. 

8. Actions proposed or voluntarily implemented by a licensee are not backfits, even 
though such aotions may result from routine discussions between the staff and tho 
licensee concerning an issue, provided that those disoussions did not include an 
NRG expectation that the licensee must implement tho aotion. 
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Ill. BACKFITTING POLICY 

A. Adequate Protection Backfitting 

1. For all matters of potential backfitting, including forward fitting, the staff must first 
consider whether the issue is one of adequate protection. 14 If the NRC staff 
determines that it must impose a backfitting action to ensure that a facility provides 
adequate protection to public health and safety and is in accord with the common 
defense and security, or if the Commission decides that it needs to define or redefine 
the appropriate level of protection of public health and safety or the common defense 
and security that should be considered as adequate, then the AEA requires that the 
backfitting action be implemented. A backfit analysis to justify the determination that 
a backfitting action is necessary for adequate protection and a consideration of costs 
are not required (unless the NRC staff identifies more than one means for 
implementing the new requirement, in which case costs could be considered in 
deciding which approach is appropriate). Whenever adequate protection is invoked, 
the NMSS, NRO or NRR OD must approve a risk-informed, documented evaluation 
of the type discussed in 10 CFR 50.109(a)(6), 10 CFR 70.76(a)(6), and 10 CFR 
76.76(a)(6), with a finding that the action is necessary to define or redefine adequate 
protection or to ensure adequate protection of public health and safety or the 
common defense and security. 15 The risk-informed, documented evaluation must 
include a statement of the objectives, the reasons for the action, the basis for 
invoking adequate protection, and the safety or security risk if action is not taken. 
The NMSS, NRO or NRR staff should seek advice from the Office of General 
Counsel (OGC) on the imposition of all adequate protection actions, including the 
licensee's proposed implementation schedule. NUREG-1409 contains detailed 
guidance on how to prepare the documented evaluation. For generic backfitting 
actions that are part of rulemakings, the documented evaluation is provided as part 
of the rulemaking package that the Commission approves. Generally, adequate 

14 Instances of adequate protection forward fitting should be extremely rare. This is because the NRG 
takes into account the potential for the imposition of backfits necessary for adequate protection under 
its mandatory backfitting provisions((§§ 50.109(a)(5), 70.76(a)(5), and 76.76(a)(5), and the portions 
of 72.62(b) regarding backfitting necessary to assure adequate protection of public health and safety) 
when regulatory staff positions interpreting the Commission's requirements are developed. Once a 
new or revised regulatory staff position interpreting the Commission's requirements is finalized . the 
potential for backfitting that is necessary for adequate protection of public health and safety would 
have been considered and accomplished as appropriate. 

15 It is the policy of the NRG that backfitting actions under 10 GFR 72.62 that are similarly justified must 
be documented in a manner similar to those under 10 CFR 70.76(a)(6), and 10 GFR 76.76(a)(6). 
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protection backfits are not included in rulemakings, and instead, result from the 
issuance of an Order. The rulemaking will subsequently be issued to include the 
previously imposed adequate protection backfits, given consideration to public 
comments provided on the proposed rule and to lessons learned through the 
implementation of the previous Order requirements. 

L To issue the license, the Commission found that operating in accordance with the 
license would provide reasonable assurance of adequate protection of public health 
and safety and reasonable assurance that the licensee would meet the regulations. 
Therefore, licensee compliance with its LB is presumed to provide reasonable 
assurance of adequate protection of public health and safety and the common 
defense and security. Thus, for the NRC to impose new or changed requirements on 
a licensee that are intended to provide for adequate protection of public health and 
safety or the common defense and security, the NRC must provide, within the 
documented evaluation, a clear explanation of why, despite the licensee's 
compliance with the applicable existing regulatory framework (LB), there is not (or 
will not be) reasonable assurance of adequate protection. This evaluation must 
include appropriate consideration of risk insights. Typically, a clear basis for invoking 
the adequate protection exception can be established when the NRC has new 
information regarding a safety or security issue that creates undue risk to public 
health and safety that is not addressed through compliance with the current 
regulatory framework. If the NRC can show that it must take action to provide 
reasonable assurance of adequate protection of public health and safety and the 
common defense and security, then the AEA requires the NRC to impose the new or 
changed requirements. 

2-,.3. Upon determining that a backfit is necessary for adequate protection of public health 
and safety, the NRC must then consider whether the underlying safety issue 
presents an imminent threat to public health and safety. If so, the agency must take 
immediate action. 

~ ___,___It is the NRC's position.P2!1£l16 that the agency cannot allow licensees to address 
issues of adequate protection by a voluntary initiative. Instead, the AEA requires the 

16 In SRM-SECY-99-063, "The Use by Industry of Voluntary Initiatives in the Regulatory Process," 
dated March 2May 27, 1999 (ADAMS Accession No. ML003752062QQ2810068) the Commission 
approved the staff's recommendation agreed that relying on voluntary industry initiatives to ensure 
adequate protection would be inappropriate "since they would be based on commitments rather than 
requirements." 
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NRC to establish requirements that provide reasonable assurance of adequate 

protection of public health and safety and the common defense and security. 

4. L Under 10 CFR 50 109(a)(5), 70.76(a)(5), ~and 76.76(a)(5), the Commission 
requires the imposition of a backfit if it finds that the backfit is necessary to ensure 

adequate protection of occupational or public health and safety. 

5. Under 10 CFR 72.62, the Commission requires the imposition of a backfit if it finds 
that the backfit is necessary to ensure adequate protection of occupational or public 

health and safety. 

· B. Compliance Backfitting 

1 . Compliance backfitting 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. New or modified interpretations of what constitutes compliance do not 
fall within the exception. 

2. Before the staff uses the compliance exception, the staff must determine whether the 
conditions represent an issue of adequate protection. If the issue does not involve 
adequate protection, then the staff should determine whether the backfitting action is 
necessary to ensure compliance with regulatory requirements in the licensing basis, 
or written commitments on how the licensee will comply with a requirement that were 
in place at the time of the decision at issue. If the backfitting action ensures 
compliance, a backfit analysis is not required . Instead, tihe appropriate program 
office or region prepares a risk-informed. documented evaluation of the type 
discussed in 10 CFR 50.109(a)(6), 10 CFR 70. 76(a)(6), and 1 O CFR 76. 76(a)(6), 
with a finding that the action is necessary to ensure compliance as the result of an.R 
error or omission or mistake of fact. The documented evaluation must include a 
statement of the objectives, the reasons for the action, the basis for invoking the 
compliance exception, and the safety or security risk if action is not taken . NUREG-
1409 contains detailed guidance on how to prepare this documented evaluation. The 
responsible office staff shall seek OGC and the Office of Enforcement (OE) advice 
on the imposition of all compliance backfitting actions, including the licensee's 
proposed implementation schedule. The NRC staff's compliance backfitting 
documentation should include risk insights, including safety margin,17, to provide the 

17 Safety margin may not be quantifiable. For example, meeting environmental qualification (EQ) 
requirements in 10 CFR 50.49 "Environmental qualifications of electrical equipment important to 
safety for nuclear power plants." results in safety margin. but this margin is not readily quantifiable. 
particularly with regard to public health and safety (i.e .• the equipment is robust for performing under 
events that are important to plant risk and are less severe than the environmental qualifications 
envelop). 
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staff sufficient information to determine an acceptable schedule for the licensee to 
implement the backfit. These risk insights may also indicate that it is appropriate to 
terminate consideration of a backfitting action as discussed in item 9 of this section. 

4-c.;L_ The phrase "written commitments," as used within the backfitting provisions, refers to 
those commitments that have been submitted to the NRC on the docket, have 
become part of the LBbeen incorporated into the license, and directly relate to the 
means by which the licensee complies with a requirement. 

~LUnder 10 CFR 72.62, the Commission will require the imposition of a backfit if it finds 
that the backfit is necessary to bring an ISFSI or MRS into compliance with a license 
or the Commission's Orders or rules. Under 72.62(b), "The Commission will require 
backfitting of an ISFSI or MRS if it finds that such action is necessary to assure 
adequate protection to occupational or public health and safety, or to bring the ISFSI 
or MRS into compliance 'Nith a license or the rules or orders of the Commission, or 
into conformance \•.iith written commitments by a licensee." · 

3-:-LBecause a compliance backfitting action does not require a backfit analysis, the staff 
need not demonstrate that the direct and indirect costs of implementation are 
justified in view of the increased protection from the backfit. However, As noted in 
paragraph I.A.5, when the NRC imposes new requirements not needed to ensure 
adequate protection, the APA requires some consideration of cost. Thus. the staff 
must include at least some consideration of costs in its documented evaluation.,. for a 
compliance backfit performed under 50.109(a)(4), 70.76(a)(4), or 76.76(a)(4). 
Although the extent of the consideration required will necessarily be fact- and site
specific, one of the factors that may be relevant is the amount of time that has 
elapsed since the approval that is now claimed to be the subject of a mistake or 
omission. When the potential for compliance backfitting is identified relatively soon 
(within approximately 2 years) after the licensing decision or the imposition of a 
regulatory requirement, likely all that will be necessary is a simple estimate of the 
cost of imposing the backfitting action that does not quantify benefits or perform any 
balancing beyond that which was originally considered. However, when many years 
have passed (typically more than 10) before the staff determines that a regulation or 
requirement is not satisfied, identifying the benefits of compliance and comparing 
them to the cost of implementation will likely be appropriate to ensure that costs have 
been adequately considered. The staff is afforded a high degree of substantial 
flexibility, in accordance with Commission direction, to determine how much cost 
consideration is appropriate based on the specifics of each case and the identified 
risk. 

4-§.,_Use of the compliance exception is limited to the following situations that define 
"omission or mistake of fact" : 
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(a) The NRC staff, whether by its own error or by licensee or third-party error or 
omission at or before the time of its determination that a known and established 
standard of the Commission was satisfied, (1) incorrectly perceived facts, (2) 
performed or failed to recognize flawed analyses, or (3) failed to properly draw 
inferences from those facts or analyses, 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, and 

(b) Those facts, analyses, or inferences have now been properly perceived, 
performed, or drawn. 

(c) The error or omission may have been committed by any involved party and must 
be traced to-

(i) The original LB or to a change to the LB, and 

(ii) The regulations contained reflected in the LB at the time of implementation 
that were applicable to the particular licensee whose LB is at issue, and 

(iii) Any standards and practices in existence at the time the original 
determination was made. 

The understanding for 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 industry or professional standards and practices in existence 
at the time the original determination was made. 

a:-L_ The compliance exception should not be applied to the following: 

(d) Failure of the NRC staff to extrapolate conclusions from facts, analyses, and 
direct inferences in ways that were not commonly recognized under such 
prevailing professional standards and practices at the time of the NRC 
determination; or 

(e) Recharacterizations of whether a particular set of otherwise understood 
circumstances satisfies the standard at issue based upon professional standards 
and practices developed or accepted after the time of the determination. 

e-:-!L_ The following policy concerns the use of the compliance exception to mandate 
consistency with the general design criteria (GDC). 

(a) The GDC are located in Appendix A, "General Design Criteria for Nuclear Power 
Plants," to 10 CFR Part 50 and 10 CFR Part 72, Subpart F, "General Design 
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Criteria." Those design criteria help formulate a plant's design basis, and the 
design basis is reflected in the plant's final engineering dra>l.'ings. The design 
basis must be documented in the UFSAR. 

(b) The GDG establish "minimum requirements" for the development of the principal 
design criteria (PDG). The GDG are intended to provide guidance in establishing 
the PDG. The licensing process requires approval of an applicant's POG as a 
condition for granting a GP. Before an Ob is issued, and as a basis for its finding 
of reasonable assurance of adequate protection of public health and safety and 
the common def.ense and security, the Commission must find that the facility has 
been built in accordance with the PDG and any NRG approved changes. Thus, 
for 10 GFR Part 50 licensees with GPs issued since 1971 (when the GOG were 
promulgated), the Commission has already necessarily reached the conclusion 
that the design basis of the plant, as reflected in the POG, meets or e~meeds the 
minimum criteria set forth in the GDG. The 1992 SRM approved the SECY that 
concluded that no GDG backfitting 'Nas needed, and that all pre GOG plants 
meet the intent of the GOG.~ 

~(a) The NRC must not rely on the GDC requirements for pre-GDC licensing 
actions (those licenses or CPs issued before the issuance of the GDC (before 
1971 )), unless the NRC has made the GDC a requirement for that licensee. 

(d) Under the provisions of 10 GFR 50.34, "Contents of Applications; Technical 
Information," an application for a GP must include the PDG for a proposed 
facility. Under the provisions of 10 GFR 52.47, "Contents of Applications; 
Technical Information," 10 GFR 52.79, "Contents of Applications; Technical 
Information in Final Safety Analysis Report," 10 GFR 52.137, "Contents of 
Applications; Technical Information," and 10 GFR 52.157, "Contents of 
Applications; Technical Information in Final Safety Analysis Report," an 
application for a DC, COL, SDA, or ML, respectively, must include the PDG for a 
proposed facility. The PDG establish the necessary design, fabrication, 
construction, testing, and performance requirements for SSGs important to 
saf.ety; that is, SSGs that provide reasonable assurance that the facility can be 
operated without undue risk to the health and safety of the public. 

{ej(b) The license approval process will typically yield more specific 
requirements than those set forth in the GDC. However, the NRC is not 

ls SRM was in response to SECY 92 223 "Resolution of Deviations Identified During the Systematic 
Evaluation Program" and is dated September 18, 1992 (ML122569290). 
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precluded from reliance on GDC as the source of a "requirement" for purposes of 
invoking the compliance exception in those cases •.vhere a GDC provides more 
than just a performance standard and has not been superseded through the 
approval of the POC, and requirements derived from those POG that are clearly 
meant to address the GOG at issue. Thus, a GOG can be regarded as a 
requirement in those circumstances in which when the GDC is prescriptive in 
nature and the technical specifications and other licensee requirements derived 
from the PDC do not speak to the matter in question. 

(f) In some cases, conditions not in accordance ·.vith the GDC can be properly 
resolved as a matter of adequate protection if the matter creates undue risk to 
public health and safety or the common defense and security, without the need to 
invoke the compliance exception. The extent to which regulatory action is 
necessary to ensure adequate protection should be evaluated before invoking 
the compliance exception based on a requirement set forth in the GOG. 

Use of the compliance exception to support a backfit should not be confused with 
routine inspection activities related to the LB, as determined by the reactor 
oversight process or other inspection activities. NRC inspections assess 
compliance with the requirements in the licensing basis, whereas compliance 
backfitting is pertinent to those issues where the staff has determined that it is 
necessary to modify the approved LB because of an error or omission. Thus, it is 
not expected that findings or violations documented as part of the NRC's 
inspection activities would result in compliance backfitting. However, the NRC 
staff must evaluate each circumstance to ensure the issue is properly assessed 
against the LB and resolved. For example, the NRC would take enforcement 
action when a licensee is not in compliance with the NRG-approved method of 
meeting a requirement, whereas compliance backfitting would occur when a 
licensee is in compliance with an NRC-approved method but the NRC 
subsequently determines that the licensee's method does not result in 
compliance with the requirement because of an error or omission or mistake of 
fact at the time of approval. 

7.L_ Tl=le MRC staffs G0m~liaR€ie 0aGl'JittiR~ €l0€iw~eRtati0R sl=l01a1l€l iRGlw€le risk iRsi~l=lts, 
iRGlw€liR~ safety mar~iR.w, t0 ~rnvi€le tl=le staff swffiGieRt iRformati0R t0 €letermiRe aR 
8€i€ie~ta0le &€il=le€lwle for tl=le liGeRsee t0 i~~le~eRt tl=l0 0a€il~fit. 

~ Safety margin may not be quantifiable. For example, meeting environmentsl:!! qualification (EQ) 
requirements in 10 CFR 50.49 "Environmental qualifications of electrical equipment important to 
safety for nuclear power plants, " results in safety margin, but this margin is not readily quantifiable, 
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~LAt any point during the process, the responsible program office or the region, in 
consultation with other appropriate offices, including OGC and OE, may decide not to 
proceed with the backfitting action because further effort is likely to show either of the 
following: 

(a) Compliance backfitting would not provide any increase in safety or security as 
compared to the status quo. This is not to say that the increase in safety or 
security must be substantial, only that there must be some attributable increase. 

(b) An exemption from compliance with the Commission's regulation for which 
compliance is sought may be· granted under 1 O CFR 50.12, "Specific 
gexemptions;" 10 CFR 52.7, "Specific gExemptions;" 10 CFR Part 70 Subpart B, 
"Exemptions;" 10 CFR 72.7, "Specific gExemptions;" or 10 CFR 76.23, "Specific 
gExemptions." 

8-,.~ OF;--i!n consultation with OE, the OD or RA may determine that enforcement 
discretion should be granted to enable the licensee to prepare a systematic and 
planned approach for implementing a backfitting action. If the OD or RA and OE 
conclude that enforcement discretion is appropriate or necessary, based on a 
risk-informed analysis and in consideration of licensee outages and maintenance 
schedules, OE, with the OD or RA, will normally issue an enforcement guidance 
memorandum or seek Commission approval for an interim enforcement policy for 
multifacility compliance backfitting actions, as appropriate. 

(a) An enforcement guidance memorandum is usually the appropriate enforcement 
discretion for generic or industrywide compliance backfits. 

(b) For individual facility- or site-specific compliance backfitting actions, the exercise 
of enforcement discretion may be addressed in the Order associated with the 
compliance backfit. 

10. If adequate proteotion is not involved, then a determination must be made to verify 
there is adequate safety margin with respect to the regulatory requirements. 
Therefore, consideration of cost is relevant in determining if a backfit is needed to 
recover the lost safety margin . 

11. If, after careful consideration of the issue, risk to public health and safety or the 
common defense and security, safety margin, and licensee costs for implementation 
of the compliance backfit, the NRC determines that compliance should not be 

particularly i.•1ith regard to public health and safety (i.e., the equipment is robust for performing under 
events that are important to plant risk and are less severe than the environmental qualifications 
envelop). 
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required, then the NRC will normally grant enforcement discretion until such time as 
the NRC initiates and issues an exemption in accordance with 10 CFR 50.12, an 
amendment in accordance with 10 CFR 50.90, a relaxation of an order, or other 
action as appropriate. 

C. Cost-Justified Substantial Increase in Protection Backfitting 

For all backfitting that does not satisfy the adequate protection exception or compliance 
exception criteria, the NRC should determine whether to perform impose a backfit 
analysis by applying the facts of the proposed backfitting against the backfit standard as 
described below. 

1. Backfit or Issue Finality Standard 

The backfitting provisions require, first, that the proposed action result in a 
substantial increase in the overall protection of public health and safety or the 
common defense and security. If either criterion is met, the standard then requires 
that the direct and indirect costs are shown to be justified in light of the substantial 
increase in overall protection. If the proposed action is not shown to result in a 
substantial increase in safety or security, or the costs are not justified, then the 
backfit cannot be imposed (unless the Commission exempts itself from the 
backfitting rule; although as noted in paragraph I.A.5, when the NRC imposes new 
requirements not needed to ensure adequate protection, the APA requires some 
consideration of cost. ). · 

In the statement of considerations for the 1985 reactor backfitting rule, the 
Commission said the following: 

Substantial means "important or significant in a large amount, extent, or 
degree." Under such a standard the Commission would not ordinarily 
expect that safety improvements would be required as backfits that result 
in an insignificant or small benefit to public health and safety or common 
defense and security, regardless of costs. On the other hand, the 
standard is not intended to be interpreted in a manner that would result in 
disapprovals of worthwhile safety or security improvements having costs 
that are justified in view of the increased protection that would be 
provided. 

2. Backfit Analysis 

All backfit analyses must be performed in accordance with 10 CFR 50.109 or other 
applicable regulations and NUREG-1409. 
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(a) Once the NRC determines that backfitting fffiffit--should be pursued, and 
adequate protection or compliance backfitting are not appropriate, the NRC staff 
must develop a backfit analysis. 

(b) The staff must demonstrate and document that the backfit standard is met. The 
staff must consider available quantitative and qualitative data in making this 
determination. If necessary, relevant, and consistent with SRM SECY 14 0087, 
"Staff Requirements SECY 14 0087 Qualitative Consideration of Factors in the 
Development of Regulatory Analyses and Back-fit ,A,nalyses," dated March 4, 
2015, qualitative considerations may be used to demonstrate a cost justified 
increase in protection. As directed, qQualitative factors should be used in a 
judicious and disciplined manner to inform decisionmaking, in limited cases, 
when quantitative analyses are not possible or practical (i.e., due to lack of 
methodologies or data). Accordingly, an analysis should be informed by 
applicable risk information, including a PRA, to the extent it is available and can 
be considered without undue use of NRC resources. The staff will also consider 
information available concerning any of the factors listed in 10 CFR 50.109( c), as 
may be appropriate, and any other information relevant and material to the 
proposed backfitting, including NUREG/BR-0058, "Regulatory Analysis 
Guidelines of the U.S. Nuclear Regulatory Commission." 

(c) Relaxations may not show a substantial increase in safety or security; 
consequently, implementation of these relaxations are voluntary for the 
licensees. In most cases, relaxations involve alternative regulatory approaches 
that licensees can choose to implement, may involve small decreases in safety 
or security, and are not backfitting actions if options for implementation are 
offered to the licensees. When such options are offered, the NRC verifies that 
compliance with the licensee's LB, including the relaxation (if it involves a small 
decrease in safety or security), continues to provide reasonable assurance of 
adequate protection. 

L Under 10 CFR 72.62, the Commission can require the backfitting of an ISFSI or MRS 
installation if it finds that the backfitting action would result in a substantial increase 
in protection to the occupational or public health and safety whose costs are justified 
in light of the increased protection. 

D. Additional Considerations 

1. For all backfitting actions, additional procedural factors required by the CRGR 
Charter for justification must be used if they apply to the issue. Furthermore, as 
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additional administrative controls, the offices or regions may use reviews by special 
internal panels, and OE and OGC review and concurrence, as appropriate. 

2. The NRC staff should recommend terminating a proposed agency action that would 
constitute backfitting when the staff concludes that the proposed action is not 
necessary for adequate protection; the compliance exception to the backfit analysis 
requirement does not apply; the backfitting action is not likely to result in a 
substantial increase in safety or security; or, if a substantial increase in safety or 
security can be demonstrated, the direct and indirect costs of implementation are not 
likely to be justified. The responsible program OD or RA may approve closing the 
issue with appropriate notice sent to all applicable parties and recorded in ADAMS. 

3. During the course of dispositioning a proposed finding, violation, or licensing action, 
a licensee may raise concerns that the proposed action is backfitting. The staff will 
inform divisional management of the concern, before the proposed action is taken, 
with ensuing discussions considering previous regulatory staff positions and 
enforcement precedence. A lack of historical staff position could be indicative of a 
new staff position and therefore subject to backfitting provisions. Informing divisional 
management and researching historical positions ensures appropriate consideration 
of licensee concerns and supports agency operation as a stable and reliable 
regulator. 

E. Scheduling of Backfitting Implementation 

1. After the appropriate OD (NMSS, NRO, or NRR) or RA has approved a facility
specific documented evaluation or backfit analysis, the responsible division director 
or above must issue the backfitting requirement to the licensee. The licensee may 
choose to implement the backfitting action or appeal the decision to the program OD 
or RA. 

2. Implementation of a facility-specific backfitting action should be accomplished on a 
schedule based on the safety or security significance and overall risk of the issue.:., 
i.vith the exception of any a~dequate protection backfits that should must be 
expeditiously imposed if the NRC finds that an imminent threat to public health and 
safety exists. Upon determining that a backfit is necessary for adequate protection to 
public health and safety, the NRC should prepare an imminent threat analysis that 
determines whether immediate action is necessary. The staff should consult with its 
regional and program office counterparts and OE to establish the implementation 
schedule, identify the implementation actions, and determine if and when 
enforcement action is appropriate. The responsible OD or RA, in collaboration with 
OE, must determine whether enforcement discretion is appropriate, and how it will be 
addressed in the facility specific backfit action . 
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3. In aooordanoe with the baokfitting provisions (e.g., 10 CFR 50.1 OQ(o)), soheduling 
oriteria will inoludo tho importanoe of the baokfitting aotion (i.e., safety or seourity 
signifioanoo, inoluding risk) relative to other safety or soourity related aotivities 
underway, suoh as planned construction, outages, or other maintonanoe. 

4.-LFor generic backfitting actions that are part of rulemaking, schedule considerations 
are addressed as part of the rulemaking process, and are typically included in the 
new regulations as implementation or scheduling provisions. 

&:4---'--A facility-specific backfitting action may be imposed by Order before completing any 
of these procedures if the OD who authorized the backfitting action determines that 
immediate imposition is necessary to ensure public health and safety or the common 
defense and security. In such cases, the appropriate OD must promptly notify the 
EDO of the action and, if possible, the staff must prepare a documented evaluation in 
time to be issued with the Order. If the documented evaluation cannot be issued with 
the Order, the evaluation must be completed as soon as possible after issuance of 
the Order and made publicly available. 

F. Appeals of Backfitting Decisions 

1. By NRC policy, the NRC affords licensees an opportunity to appeal any staff action 
that does not comport with agency's backfit rules baokfitting aotion at two levels: a 
First-Level Appeal to the OD or RA and a Second-Level Appeal to the EDO. 

2. The appeal process applies to the following two situations: 

(a) An applicable staff position that the NRC staff determined was not backfitting, but 
the licensee believes is backfitting, or 

(b) An applicable staff position that the NRC staff determined was backfitting, but the 
licensee believes was not properly justified, inoluding an appeal to modify or 
withdraw a baokfitting action for which a backfit analysis was conducted or an 
appeal that a baokfitting action justified by the adequate protootion or compliance 
oxooption in fact must be justified through a baokfit analysis. 

3. If at any time during an appeal process, the NRC determines the proposed action is 
unjustified backfitting, the responsible OD or RA, or designee, must document the 
decision and inform the licensee. 

4. The First-Level Appeal process must be carried out before the Second Level Appeal 
process. In the event a licensee addresses its initial appeal of a staff action to a level 
above the OD or RA, the appeal should be assigned to the OD of the program office 
that oversees the subject of the backfit, who will then oversee the First-Level Appeal 
process. VVhilo a program OD or an RA oan issue baokfitting aotions, a811 backfitting 
appeals are overseen by a program OD, who will coordinate the review with the RA 
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overseeing the affected facility, and the OD for emergency preparedness or security 
issues, in the Office of Nuclear Security and Incident Response (NSIR~. 

5. First-Level Appeal: 

(a) The licensee may send a backfitting appeal in writing to the OD or RA whose 
staff proposed or issued the action. The program OD is responsible for deciding 
the appeal. This constitutes a First-Level Appeal. 

(b) During the review process, the OD may designate a panel to consider the 
appeal. A public meeting must be offered at which the licensee may discuss the 
appeal to ensure the NRC has a full understanding of the appeal. No 
determinations will be made at this public meeting. 

(c) During the review process and following any public meeting With the licensee, a 
meeting with the originating staff must be offered to discuss the backfitting action 
and supporting documentation to ensure a full understanding of the initial action 
in question. 

(d) After appropriate interoffice coordination and management review of the 
licensee's appeal, the program OD, working with the responsible RA and the 
NSIR OD, as applicable, must decide on the appeal. This process should be 
completed within 90 days of the date the NRC accepts the appeal. 

( e) The applicable Deputy EDO responsible for the issuing office must be informed 
of the decision before the program OD informs the licensee of the decision in 
writing. 

(f) If the backfitting action is determined to be tho correct regulatory path for11ard, 
following tho written decision of the appropriate program 0Dsustained, the 
licensee may implement the action or submit a Second-Level Appeal. 

6. Second-Level Appeal: 

(a) If the licensee does not agree with the outcome of a First-Level Appeal, the 
licensee may file a second and final appeal to the EDO. 

(b) The EDO may designate a panel to consider the Second-Level Appeal. A public 
meeting with the licensee must be offered to discuss the licensee's appeal 
documentation and allow for a full understanding of the licensee's position. 

(c) The EDO's designated panel must consider all supporting staff analyses, 
submitted licensee analyses, and supplemented staff analyses, as well as any 
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other information that is relevant and material to the appeal. Meetings with the 
staff involved in the original action in question and those involved in the First
Level Appeal must be offered to allow a full understanding of the staff position. 

(d) If the EDO determines that the action subject to a backfitting appeal is not 
considered backfitting, the action must not be treated further within the context of 
backfitting, but will be processed commensurate with the normal licensing or 
inspection appeal process. 

(e) If the EDO denies the appeal, the licensee must implement the action. If the 
licensee fails to implement the backfitting action, the appropriate OD must issue 
an Order. Once an Order is issued, whether or not it is immediately effective, 
MD 8.4 no longer applies. At this point, appeals are governed by the provisions 
of 1 O CFR Part 2, "Agency Rules of Practice and Procedure," Subpart B, 
"Procedure for Imposing Requirements by Order, or for Modification, Suspension, 
or Revocation of a License, or for Imposing Civil Penalties." 

G. Exceptions 

The NRC staff is not required to make facility-specific backfitting findings when generic 
backfitting actions on the same issue(s) are, or have been, approved by the CRGR and 
EDO. This is also true for generic backfitting actions approved before November 1981, 
unless the EDO determines that significant facility-specific backfits were not considered 
during the prior reviews. 

H. Assessment of the Overall Effectiveness of the NRC's Backfit Management 
Program 

The CRGR assesses, typically every 5 years, the effectiveness of the NRC's 
administrative controls for backfitting, as part of its regulatory effectiveness 
responsibility, and provides a report to the EDO. 

IV. INFORMATION COLLECTION PROCESSREQUESTS 

A. NRC Regulations for Information ColleotionReguests 

1. Demands for Information concerning alleged violations or potentially ha2ardous 
conditions or other facts are made pursuant to 10 CFR 2.204. Under Section 2.204 , 
tho NRG can require a licensee to respond for tho purposes of determining if an 
Order under 10 CFR 2.202 should be issued, or •nhother other actions should be 
takefi,. 

2-,...-lnformation requests to power reactor licensees are made pursuant to 
10 CFR 50.54(f). Under 10 CFR 50.54(f), the NRC can require request its licensees 
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to provide information to enable the Commission to determine whether or not a 
license should be modified, suspended, or revoked. This rule requires the NRC staff 
to justify these information requests with supporting analysis that demonstrates that 
the burden to be imposed on licensees is justified in view of the potential safety 
significance of the issue for which the information is requested. _The exceptions to 
this requirement to prepare a justification are as follows: 

3. No supporting analysis is required whenever there is reason to believe that public 
health and safety or the common def.ense and security may not be adequately 
protected, and information is needed to determine if this is the case and to take any 
necessary corrective actions. 

4. No supporting analysis is necessary if the staff seeks information of a type routinely 
sought as a part of the standard procedures for the revimv of applications for 
licenses or license amendments for facilities under construction, or the conduct of 
inspection activities for facilities under construction. l=iowever, if the request is not 
part of a routine licensing review (for example, if the staff seeks information to 
develop a new staff position), then the supporting analysis must include the reasons 
for the request and justify the estimated burden imposed on the licensee before 
issuance. 

a-a-L_No Sllpporting analysis is necessary for licensing reviews or inspection activities for 
operating facilities, or for information requests sought to verify licensee compliance 
with the requirements in the LB for the facility. Requests for information made in 
connection with fact-finding reviews, inspections, and investigations of accidents or 
incidents are not usually made, pursuant to 10 CFR 50.54(f). Furthermore, such 
requests are not normally considered within the scope of the backfitting rules. 

&-L The requirements for information collection requests for selected materials licensees 
are contained in 10 CFR 70.22(d), 10 CFR 72.62(d), and 10 CFR 76.?0(e). 

~L_ The requirements for information collection requests for power reactor licensees 
under 10 CFR Part 52 are contained in 10 CFR 52.39(f), 10 CFR 52.98(g), 10 CFR 
52.145(c), and 10 CFR 52.171(c). 

~L The information request sent to the licensee should document the staff's evaluation 
of the applicable information collection requirements for the request. 

B. Justification 

1. The program OD and the RAs must ensure that the staff establishes a reasonable 
basis for all information requests (except in cases that do not require justification). 
Specifically, the responsible OD or RA must do the following: 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 33 



DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved: XX/XX/XX.XX 

(a) Ensure that the staff has evaluated the request to determine whether the burden 
imposed on the licensee by the information request is justified, commensurate 
with the potential safety or security significance of the issue to be addressed. 
Such justification should consider the following: 

(i) Whether the NRC already has the information being requested, 

(ii) Whether the NRC can readily obtain the information absent a formal 
information request (for example, is the information available in the public 
domain), 

(iii) How to minimize the population of entities from whom information is being 
requested, and 

(iv) How to obtain the necessary information while minimizing the burden on 
requested entities. 

(b) Approve the information request and the staff evaluation before transmittal of the 
request for information to a licensee. 

2. The NRC staff's evaluations to demonstrate that an information request is justified 
must include at least the following elements: 

(a) A statement of the problem describing the need for the requested information in 
terms of its potential safety benefit, 

(b) The licensee actions required and an estimate of the burden on the licensee to 
develop a response to the information request, and 

(c) An anticipated schedule for the NRC to analyze and act on the information. 

V. TRAINING PROGRAMS FOR BACKFITTING AND INFORMATION 
COLLECTION REQUESTS 

A. Backfitting Training 

The NRC ODs and RAs, informed by consultation with OGC and agency backfitting 
POCs, must plan for backfitting training for their staff that incorporates, at a minimum, 
the agency backfitting training program discussed below. NRC ODs and RAs may also 
provide additional backfit training that provides additional detail in areas pertinent to the 
region or office. Tlcle a~eRe~· 0eel(fittiR~ traiRiR~ ~re~ram slcl01s1le iRel1s1ee 0e~iRRer aRe 
eeveReee levels, as 1.vell as refreslcler e01s1rses. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 34 



DH 8.4 MANAGEMENT OF BACKFITIING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTIONREQUESTS 

Date Approved: XX/XX/XXXX 

B. Backfitting Agencywide Training Coordination 

The Office of the Chief Human Capital Officer (OCHCO) must maintain and update a 
backfitting training program for the NRC staff. OCHCO will develop the backfitting 
training modules in consultation with OGC, CRGR,-aoo program ODs, OE, RES, and 
NSIR. OCHCO will also consult and coordinate with the appropriate contact in the Office 
of the Chief Information Officer to ensure backfitting training modules are available 
online. The agency backfitting training program should include beginnerintroductory...and. 
advanced levels, as well as refresher courses. 

C. Information Collection Training 

The NRC program offices should maintain information collection training and 
qualification for project managers with support from OGC. Regional inspection 
procedures and qualification do not apply to this training requirement. 

VI. ACRONYMS 

10 CFR 

ADAMS 

AEA 

BTP 

CAL 

COL 

CP 

CRGR 

DC 

OCR 

DEDO 

DH 

EDO 

ESP 

GDC 

ISFSI 

Title 10 of the Code of Federal Regulations 

Agencywide Documents Access and Management System 

Atomic Energy Act of 1954, as amended 

Branch Technical Position 

Confirmatory Action Letter 

Combined License 

Construction Permit 

Committee To Review Generic Requirements 

Design Certification 

Design Certification Rule 

Deputy Executive Director for Operations 

Directive Handbook 

Executive Director for Operations 

Early Site Permit 

General Design Criterion/criteria 

Independent Spent Fuel Storage Installation 
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LAR 

LB 

LR 

LRA 

LWA 

MD 

ML 

MRS 

NMSS 

NRC 

NRO 

NRR 

NSIR 

NUREG 

NUREG/BR 

OCHCO 

OD 

OE 

OGC 

OL 

PDC 

POC 

PRA 

RA 

RES 

RG 

SDA 

License Amendment Request 

Licensing Basis 

License Renewal 

License Renewal Application 

Limited Work Authorization 

Management Directive 

Manufacturing License 

Monitored Retrievable Storage 

Office of Nuclear Material Safety and Safeguards 

U.S. Nuclear Regulatory Commission 

Office of New Reactors 

Office of Nuclear Reactor Regulation 

Office of Nuclear Security and Incident Response 

NRC Technical Report Designation 

NUREG Brochure 

Office of the Chief Human Capital Officer 

Office Director 

Office of Enforcement 

Office of the General Counsel 

Operating License 

Principal Design Criteria 

Point of Contact 

Probabilistic Risk Assessment 

Regional Administrator 

Office of Nuclear Regulatory Research 

Regulatory Guide 

Standard Design Approval 
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SE Safety Evaluation 

SECY Office of the Secretary 

SER Safety Evaluation Report 

SLR Subsequent License Renewal 

SRM Staff Requirements Memorandum 

SSC Structure, system, and component 

TR Topical Report 

UFSAR Updated Final Safety Analysis Report 

Date Approved: XX/XX/XX.XX 
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EXHIBITS 

EXHIBIT 1 NRC Internal Backfitting and Issue Finality Flowchart 
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Revise "Exit from backftting process consider using other . ." to "Issue dropped: document 
outcome" 

Applicant, 
licensee, or NRC 

staff identifies 
potential 

backfitting or issue 
finality concern 

... 
I 
I 
I 
I 
I 
I 
I 

Necessary to 
ensure adequate 

protection 

·- - - -

NRC staff 
reviews 
potential 

backfitting or 
issue finality 

concern 

Office or Region 
determines 

whether issue is 
a backfit 

Not a 
backfit 

Exit from backfitting 
process, consider 

using other agency 
process (e.g ., 
enforcement) 

Yes, a 
backfit 

Characterize the backfitting type (consider 
adequate protection then compliance then 

cost-justified), engage backfit staff and 
attorneys, enter backfitting process 

Defining or 
redefining 
adequate 
protection 

Necessary for 
compliance 

Substantial 
increase in 

safety or security 

Documented 
Evaluation 

Backfit Analysis 

Justification of the Backfit 

Provide opportunity for 
CRGR review of backfit 

documentation 

No 

Office Director approval , 
issuance of backfit, EDO 

informed 

Facility raises backfitting or 
issue finality concern and 
initiates appeal process 

Facility does 
not contest 

Exit from backfitting 
process , consider 

using other agency 
process (e.g. generic 

comm., reg guide) 

Facility/facilities 
implement the 

backfit 
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EXHIBIT 2 NRC Internal Backfitting and Issue Finality Flowchart 

Revise octagon on far left to read "Issue dropped: document outcome." 

Issue dropped, 
consider using 

otherNRC 
process (e.g., 

generic comm., 
rea auide) 

Facility raises backfitting or 
issue finality concern and 
initiates appeal process 

I a 
I 
I 
I 
I 
I deried but faciity 

appeals NRC decision L-----------

1 Licensee 
appeal accepted 

Licensee appeal denied 
but faciity does not 

1 implement proposed action 
L-----------

Licensee appeal I 
denied and I 

facility accepts I 
decision I 

I 
FIRST LEVEL 

APPEAL 1 

-----------· 
-----------1 

I 
Licensee appeal I 

denied and 
facility accepts 

decision 
I 
I 
I 

SECOND LEVEL I 

APPEAL 1 

-----------' 
Program office 
issues Order 
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EXHIBIT 3 NRC Backfitting Requirements 

Affected Entities 

Power Reactors (licensed under 1 O CFR Part 50) 

Power Reactors (permitted, certified, licensed or 
approved under 10 CFR Part 52) 

Early Site Permit (ESP) 

Standard Design Certification Rule (DCR) 

Combined License (COL) 

Standard Design Approval 

Manufacturing License (ML) 

Licensees authorized to possess special nuclear 
material above a critical mass 

Independent Spent Fuel Storage Installation 

Gaseous Diffusion Plant 

Date Approved: XX/XX/XXXX 

Backfitting/lssue Finality Regulation 

10 CFR 50.109 

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

10 CFR 52.39 (term of ESP) 

10 CFR 52.31 (renewal) 

10 CFR 52.63 (term of DCR) 

10 CFR 52.59 (renewal) 

10 CFR 52.83 (referenced NRC 
approvals) 

10 CFR 52.98 (term of COL) 

10 CFR 52.145 

10 CFR 52.171 (term of ML) 

10 CFR 52.179 (renewal) 

10 CFR 70. 76, Subpart H 

10 CFR 72.62 

10 CFR 76.76 
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Commissioner Saran's Comments on SECY-18-0049, 
"Management Directive and Handbook 8.4, 'Management of Backfitting, Issue Finality, 

and Information Collection"' 

The NRC staff has provided a recommended revision to the existing NRC guidance on 
the backfit rule. 

I see two main reasons to update the guidance. First, the guidance should make clear 
that, for a potential backfit, the staff should determine as a threshold matter whether the 
potential regulatory action is necessary to ensure adequate protection of public health and 
safety. This change rightly puts the focus of the staff's analysis on safety. Moreover, it ensures 
that the staff does not consider costs when it is impermissible to do so. 

Second, in light of the Supreme Court's decision in Michigan v. EPA and the subsequent 
federal court cases interpreting that decision, the guidance must explain that, when applying the 
compliance exception to the backfit rule, the staff's evaluation must include at least some 
consideration of costs. 

For these reasons, I approve the revised guidance, subject to the attached edits. 
propose several substantive edits to improve the revised guidance. 

One edit relates to the new statement that a potential compliance backfitting action must 
include some consideration of costs. As the Supreme Court explained, "some consideration of 
cost" does not require an agency to conduct a formal cost-benefit analysis. I propose an edit to 
make the guidance clear on this point. 

Given that the compliance exception has only been used a handful of times during the 
last decade and will likely be used even less frequently with the new threshold for an initial 
adequate protection determination, I propose striking the guidance language that would further 
limit the use of the compliance exception. 

For the first time, the revised guidance also would require the evaluations supporting the 
use of the adequate protection or compliance exception to be risk-informed. While I agree that 
it often makes sense to take a risk-informed approach to a decision about whether to establish a 
new regulatory requirement, there are a number of areas where risk information may be limited 
or unavailable. For example, detailed risk-informed evaluations may be challenging for 
regulatory decisions regarding physical security, cybersecurity, radiation protection, emergency 
preparedness, materials licensees, or fuel cycle facilities. I propose to clarify that adequate 
protection and compliance backfit evaluations should consider risk insights to the extent 
practical. 

Finally, the revision is littered with statements about the need to "justify" the imposition of 
regulatory "burdens." Using this language in this way represents a significant departure from 
the actual backfit regulations, which do not use the term "burdens" to characterize the costs of 
complying with a regulatory requirement. How the agency talks about backfitting matters. 
Including this kind of language in the revised guidance could suggest an inappropriate bias 
against regulatory action. As the independent safety and security regulator, NRC should be 
thoughtful and transparent when determining whether to establish a new regulatory requirement 
or when making a regulatory decision, but it should not hesitate to act when necessary to 
protect the public. I propose more neutral, balanced language throughout the revised guidance 
documents. 
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EXECUTIVE SUMMARY 

Management Directive (MD) 8.4, "Management of Backfitting, Issue Finality, and Information 
Collection," is retitled and revised to clarify the agency's roles and responsibilities for 
management of backfitting, issue finality, and information collection. MD 8.4 describes the 
roles and responsibilities of various offices and provides the policy to direct the U.S. Nuclear 
Regulatory Commission implementation of the backfitting provisions of Title 10 of the Code of 
Federal Regulations (10 CFR) for nuclear power reactor licensees and selected nuclear 
materials licensees; and the issue finality provisions of 1 O CFR Part 52 nuclear power reactor 
licensees, design certification applicants, and holders of related NRC permits and approvals, 
as well as specific provisions of 10 CFR 50.54(f) and the corresponding requirements in 
10 CFR Parts 70, 72, and 76, and 10 CFR 2.204. 

Accordingly, MD 8.4 is retitled from "Management of Facility-Specific Backfitting and 
Information Collection" to "Management of Backfitting, Issue Finality, and Information 
Collection" to clarify the intent and the objectives of the program. 

TABLE OF CONTENTS 

I. POLICY .............................................................................................................................. 2 

II. OBJECTIVES .. ......................... ......................................................................................... 3 

For updates or revisions to policies contained in this MD that were issued after the MD was signed, 
please see the Yellow Announcement to Management Directive index (YA-to-MD index). 
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I. POLICY 

It is the policy of the U.S. Nuclear Regulatory Commission to have an effective program that 
will ensure that backfitting 1 of nuclear power reactor licensees2 and selected nuclear 
materials licensees and certificate holders is appropriately documented and 
analyzed justified based on the backfitting provisions of applicable NRC regulations and the 

In this MD, the NRC uses the terms "backfit" and "backfitting" to mean backfitting as defined in 
10 CFR 50.109, 70. 76, 72.62, and 76. 76 and violations of issue finality under 10 CFR Part 52. 10 
CFR Part 52. Parts 50, "Domestic Licensing of Production and Utilization Facilities," Part 52, Part 70, 
"Domestic Licensing of Special Nuclear Material, " Part 72, "Licensing Requirements for the 
Independent Storage of Spent Nuclear Fuel, High-Level Radioactive Waste, and Reactor-Related 
Greater Than Class C Waste," and Part 76, "Certification of Gaseous Diffusion Plants," are the only 
parts of the NRC's regulations that contain backfitting or issue finality provisions. Backfitting 
provisions implicitly apply, in part, to applicants for a power reactor renewed license due to the 
limitation in scope of the NRC's review under 10 CFR Part 54, "Requirements for Renewal of 
Operating Licenses for Nuclear Power Plants. 
2 In th is MD, the NRC uses the term "nuclear power reactor licensees" to refer to holders of 
10 CFR Part 50 or Part 52 licenses, permits, or approvals, including: early site permits (ESPs), 
standard design approvals (SDAs), combined licenses (COLs), and MLs; design certification (DC) 
applicants whose designs are certified in final DC rules (OCR); applicants for COLs if the application 
references an ESP, OCR, or SDA; and appl icants for MLs if the application references a OCR or 
SDA. Specific definitions and terminology are included in 10 CFR Parts 50, 70, 72, and 76. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 2 
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Commission's backfitting policy and guidance. Additionally, the NRC must provide a 
reasonable basis forjtl-Stffy information requests to licensees as required by applicable NRC 
regulations under 50.54(f), "Conditions of licenses," and 2.204, "Demand for information." 

II. OBJECTIVES 

- Ensure NRG-licensed facilities provide adequate protection of public health and safety, 
promote the common defense and security, and allow for substantial improvements in 
both safety and security, beyond adequate protection, while minimizing any unnecessary 
costunjustified burden on the NRC, the public, or licensees when implementing a 
backfitting action. 

- Ensure that backfitting considerations are applied to the furtherance of substantive 
radiological public health and safety, or common defense and security objectives. 

- Ensure that backfitting applied to a nuclear power reactor licensee or nuclear materials 
licensee is appropriately analyzed justified and documented. 

- Ensure that NRG-proposed changes to previously approved ESPs, DCs, SDAs, COLs, 
and MLs (i.e. , violations of issue finality under 10 CFR Part 52) are appropriately 
analyzed justified and documented. 

- Ensure that compliance backfitting analysesjustifications include some consideration of 
costs. 

- Ensure that any documented evaluation or backfit analysis is risk-informed , to the extent 
practical. 

- Ensure all information requests to licensees are appropriate justified as required by 
applicable NRC regulations. 

Ill. ORGANIZATIONAL RESPONSIBILITIES AND DELEGATIONS OF AUTHORITY 

A. Executive Director for Operations (EDO) 

1. Responsible for the NRC's backfitting process and ensuring proper implementation 
of the backfitting rules. 

2. Authorizes deviations from this MD when in the public interest and when the 
deviation otherwise complies with applicable NRC regulations, public laws, and 
Executive Orders. 

3. Delegates facility-specific backfitting authority and actions to the program office ODs 
and RAs. 

4. Delegates information request authority and actions to the program ODs and RAs. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 3 
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B. Office of the General Counsel (OGC) 

1. Identifies potential backfitting actions. 

2. Advises staff about whether staff's actions meet the applicable definitions of backfit. 

3. Advises staff about how staff's actions are congruent with finality provisions in 1 O 
CFR Part 52. 

4. Provides legal advice and assistance during backfitting identification, 
analysis justification, imposition, and licensee appeal processes. 

5. Provides legal advice and assistance for developing backfitting training in 
accordance with backfitting requirements and agency implementation. 

6. Provides legal advice and assistance for information collections. 

C. Committee To Review Generic Requirements (CRGR) 

1. Maintains a Charter that describes the roles, responsibilities, and procedures of the 
CRGR in accordance with applicable regulations. 

2. Selects a sample of proposed backfitting actions under 10 CFR Part 50, 10 CFR Part 
52, 10 CFR Part 70, 10 CFR Part 72 and 10 CFR Part 76, consistent with its Charter 
and ensures the actions are analyzed justified in accordance with regulations. 

3. Reviews potential facility specific backfits as requested by program office directors. 

4. Uses its discretion in deciding whether any review should require a formal staff 
presentation to the CRGR. 

5. Periodically assesses the effectiveness of the NRC's backfitting process 
implementation as part of its regulatory effectiveness responsibility and provides a 
report to the EDO. 

6. Ensures consistency among the offices and regions in implementing the provisions 
of the NRC's backfitting rules. The CRGR review focuses on the adequacy of 
backfitting implementation, interoffice coordination for processing backfitting actions, 
and staff training. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 4 
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7. Verifies that the responsible staff3 promptly enters backfitting decisions into the 
Agencywide Documents Access and Management System (ADAMS), and makes 
them publicly available, consistent with applicable requirements and guidance. 

8. Periodically meets with stakeholders to gain stakeholder views and advise the EDO 
when modifications to the backfitting processes should be considered. 

9. Participates in Backfitting Review Panels at the request of the EDO. 

10. Coordinates with the Office of the Chief Human Capital Officer (OCHCO) to ensure 
that Human Resources Training and Development (HRTD) provides appropriate 
training for the NRC staff. 

D. Director, Office of Nuclear Regulatory Research (RES) 

1. Identifies potential backfitting actions. 

2. Supports the offices and regions by implementing pertinent CRGR 
recommendations, EDO decisions, staff lessons-learned, and Commission directives 
for enhancing the NRC's backfitting program. 

3. Provides administrative support for routine CRGR activities. 

4. Maintains a backfitting Community of Practice with office POCs, including a 
backfitting SharePoint site. 

E. Director, Office of Enforcement (OE) 

1. Defines and implements appropriate administrative controls to support the office and 
regional staffs in processing compliance backfits that involve enforcement discretion. 

2. If an Order; a notice of violation, or enforcement discretion is necessary in relation to 
a backfitting action, consults with OGC and the responsible office(s) and region, on 
the backfitting action and advises on its imposition, including supporting interactions 
with licensees to establish a schedule for implementing the compliance backfit, as 
applicable. 

3 The office or the region that initiated the backfitting action supports the program office (the Office 
of Nuclear Reactor Regulation (NRR), the Office of Nuclear Material Safety and Safeguards (NMSS), 
or the Office of New Reactors (NRO)) that has the obligation to impose the backfit. The program 
office is solely responsible for generic backfitting actions. Regions are responsible for facility-specific 
backfitting actions arising from inspection and program offices are responsible for facility-specific 
backfitting actions arising from licensing or other headquarters actions. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 5 
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3. Ensures appropriate training is available to the OE staff and ensures OE staff 
performance is in accordance with NUREG-1409, "Backfitting Guidelines." 

4. Designates an office-level POC to coordinate and resolve backfitting questions or 
concerns from the staff as they relate to the responsibilities of OE. 

F. Director, Office of Nuclear Security and Incident Response (NSIR) 

1. Identifies any potential security-related or emergency preparedness-related 
backfitting actions. 4 

2. Coordinates all security-related backfitting with the program offices and the regional 
offices. 

3. Designates an NSIR manager (division director or higher) who coordinates with the 
program offices and OGC to request that the program office propose backfitting 
actions on nuclear power reactor and nuclear materials licensees that pertain to the 
common defense and security or emergency preparedness. 

4. Ensures consistency of security and emergency preparedness inspection procedures 
with regulations, and NUREG-1409. 

5. Consults, coordinates with, and provides support to program ODs, as appropriate, to 
resolve issues with security-related backfitting actions. The Director, NSIR, must 
support the program ODs and RAs, as appropriate, in processing security-related 
backfits, including the resolution of licensee backfit appeals.5 

6. Ensures appropriate training is available to the NSIR staff and ensures that the NSIR 
staff performance is in accordance with NUREG-1409. 

7. Designates an office~level POC to coordinate and resolve backfitting questions or 
concerns from staff as they relate to the responsibilities of NSIR. 

8. Makes backfitting decisions publicly available, consistent with applicable 
requirements and guidance. 

4 Throughout this MD, security-related and emergency preparedness-related backfitting may be 
referred to as security or security-related backfitting. 
s The program OD for the affected facilities imposes facility-specific backfitting actions and 
forwards licensee appeals on security-related backfitting to the NSIR OD. The NSIR OD will decide 
on the appeal and coordinate with the program OD. If a licensee refuses to implement an imposed 
backfitting action, the appropriate program office must issue an Order. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 6 
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G. Director, Office of Nuclear Reactor Regulation (NRR); Director, Office of New 
Reactors (NRO); and Director, Office of Nuclear Material Safety and Safeguards 
(NMSS) 

1. Identify backfitting actions applicable to its programs. 

2. Coordinate backfitting actions with other program offices and regional offices to 
ensure consistency and uniformity. 

3. Provide the CRGR with an opportunity to review any required documented 
evaluation or backfit analysis or any generic communication with backfitting 
concerns. 

4. Request CRGR review of potential facility specific backfit, as deemed appropriate. 

5. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the nuclear power reactor or nuclear materials licensee of the 
backfitting action. 

6. Ensure consistency among inspection procedures, regulations, and NUREG-1409. 

7. Consult and coordinate with the regions, NSIR, RES, OE, and OGC, as appropriate, 
to resolve issues with backfitting actions for which the program office has oversight 
responsibility. 

8. Coordinate security-related backfitting with the Director, NSIR, and the affected 
regional office and approves the supporting documentation for security-related 
backfitting within the program office's areas of responsibility. 

9. Decide first-level licensee appeals on the imposition of all backfitting actions within 
the program office's area of responsibility and coordinates any appeals of security
related backfits with the Director, NSIR. 

10. During the staff's evaluation and backfitting transmittal process, and any subsequent 
licensee appeal process, track each facility-specific backfitting action within the 
affected program office or region. 

11. Ensure entry into ADAMS, as appropriate, of all documents and records related to 
backfitting originating in either the program office or the region (within the program 
office's area of responsibility), including communications, decisionmaking, and the 
outcome of backfitting appeals. Makes the backfitting decisions publicly available, 
consistent with applicable requirements and guidance. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 7 



MD 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION COLLECTION 

Date Approved: XX/XX/XX.XX 

12. Ensure appropriate training is available to the program office staff and ensure that 
the program office staff performance is in accordance with regulations, and NUREG-
1409. 

13. Designate an office-level POC to coordinate and resolve backfitting questions or 
concerns from the staff as they relate to the responsibilities of each respective 
program office. 

14. Ensure information collection under 10 CFR 50.54(f) and 2.204 is appropriately 
justified. 

H. Regional Administrators (RAs) 

1. Identify backfitting actions applicable to the regions. 

2. Coordinate with ODs and other RAs to ensure consistency in backfitting 
implementation among the regions and program offices. 

3. Provide the CRGR with an opportunity to review any required documented 
evaluation or backfit analysis before final approval. 

4. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the nuclear power reactor or nuclear materials licensee of the 
backfitting action. 

5. Coordinate with other regions and either the Division of Inspection and Regional 
Support, NRR, or the Division of Construction Inspection and Operational Programs, 
NRO, as applicable, to ensure consistency among inspection procedures and 
regulations, and NUREG-1409. 

6. Consult and coordinate with the Director, NSIR; OGC and/or regional counsel; and 
the appropriate program OD to resolve security-related, facility-specific backfitting 
actions. 

7. Coordinate with the appropriate program office and NSIR, as necessary, to obtain 
the supporting documentation for proposed backfits. 

8. Support the appropriate program office in processing licensee backfitting appeals 
that are within the regional area of responsibility. 

9. Ensure entry into ADAMS, as appropriate of all documents and records related to 
backfitting and originating in the region, including communications, decisionmaking, 
and the outcome of backfitting appeals. Makes backfitting decisions publicly 
available, consistent with applicable requirements and guidance. 
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10. Ensure appropriate training is available to the regional staff and ensures that the 
regional staff performance is in accordance with regulations and NUREG-1409. 

11. Designate a regional POC who will be responsible for any specific backfitting 
activities (generic and facility-specific) as needed, including the coordination and 
resolution of any backfitting questions or concerns from the staff as they relate to the 
responsibilities of the respective region. The regional POC also ensures that the 
associated regional staff is proficient in a training program relevant to backfitting 
activities and agency information collection processes. 

I. Chief Human Capital Officer (CHCO) 

1. Develops, maintains, and updates, in consultation with OGC and in coordination with 
other offices and regions, a backfitting training program for the NRC staff, including 
generic and facility-specific backfitting training modules and refresher courses. 

2. Consults and coordinates with the appropriate contact in the Office of the Chief 
Information Officer to maintain backfitting training modules online. 

J. Chief Information Officer (CIO) 

1. Maintains a repository for backfitting records in ADAMS. 

2. Advises the offices and regions on implementing administrative controls to ensure 
backfitting information is maintained in accordance with Federal and agency 
recordkeeping requirements. 

3. Consults on the agency review of information collections to ensure compliance with 
the Paperwork Reduction Act. 

IV. APPLICABILITY 

The policy in this directive and handbook applies to all NRC employees. 

V. DIRECTIVE HANDBOOK 

For effective regulation of NRC-licensed facilities, it is importantcrucial that the backfitting 
process be well-defined, that staff members clearly understand their roles in the process 
obligation f:or responsibly implementing all aspects of the backfitting program, and that 
managers ensure staff performance is in accordance with this MD. Handbook 8.4 explains 
the components of the NRC backfitting management program. NUREG-1409 provides 
guidance to the staff implementing backfitting regulations. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 9 



MD 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION COLLECTION 

VI. REFERENCES 

Code of Federal Regulations 

Date Approved: XX/XX/XX.XX 

10 CFR Part 2, "Agency Rules of Practice and Procedure." 

10 CFR 2.202, "Orders." 

10 CFR 2.204, "Demand for Information." 

10 CFR Part 50, "Domestic Licensing of Production and Utilization Facilities. " 

10 CFR 50.2, "Definitions." 

1 O CFR 50.12, "Specific Exemptions." 

10 CFR 50.49, "Environmental Qualification of Electrical Equipment Important to 
Safety for Nuclear Power Plants." 

10 CFR 50.54, "Conditions of Licenses." 

10 CFR 50.59, "Changes, Tests, and Experiments." 

10 CFR 50.71 , "Maintenance of Records; Making of Reports. " 

10 CFR 50. 72, ,ilmmediate Notification Requirements for Operating Nuclear Power 
Reactors. " 

10 CFR 50.73, "License Event Report System." 

10 CFR 50.109, "Backfitting." 

10 CFR Part 52, "Licenses, Certifications, and Approvals for Nuclear Power Plants." 

10 CFR 52.7, "Specific Exemptions." 

10 CFR 52. 31 , "Criteria for Renewal. " 

10 CFR 52.39, "Finality of Early Site Permit Determinations." 

10 CFR 52.59, "Criteria for Renewal. " 

10 CFR 52.63, "Finality of Standard Design Certifications." 

10 CFR 52.83, "Finality of Referenced NRC Approvals; Partial Initial Decision on 
Site Suitability." 

10 CFR 52.98, "Finality of Combined Licenses; Information Requests." 

10 CFR 52.145, "Finality of Standard Design Approvals ; Information Requests." 

10 CFR 52.171 , "Finality of Manufacturing Licenses; Information Requests." 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 10 



MD 8.4 MANAGEMENT OF BACKFITIING, ISSUE 
FINALITY, AND INFORMATION COLLECTION 

Date Approved: XX/XX/XXXX 

10 CFR 2.179, "Criteria for Renewal." 

1 O CFR Part 54, "Requirements for Renewal of Operating Licenses for Nuclear 
Power Plants." 

10 CFR 54.30, "Matters Not Subject to a Renewal Review. " 

10 CFR Part 70, "Domestic Licensing of Special Nuclear Material. " 

10 CFR 70, Subpart B, "Exemptions." 

10 CFR 70.22, "Contents of Applications." 

10 CFR 70.76, "Backfitting." 

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 Waste." 

10 CFR 72.7, "Specific Exemptions." 

10 CFR 72.62, "Backfitting." 

10 CFR Part 76, "Certification of Gaseous Diffusion Plants. " 

1 O CFR 76.23, "Specific Exemptions." 

10 CFR 76.76, "Backfitting. " 

Nuclear Regulatory Commission Documents 

Charter of the Committee To Review Generic Requirements. 

Letter to Ellen Ginsberg from Stephen Burns discussing applicability of the 
Backfit Rule to NRC interpretive guidance, July 14, 2010 (ADAMS Accession 
No. ML 101960180). 

Memorandum to Edwin Hackett from Andrew Averbach, "Summary of 
COMSECY-16-0020, Recommendation on Revision of Guidance Concerning 
Consideration of Cost and Applicability of Compliance Exception to Backfit 
Rule," December 20, 2016 (ADAMS Accession No. ML 16355A258). 

Memorandum to James M. Taylor and William C. Parler from Samuel J. Chilk, 
"SECY-93-086, Backfit Considerations," June 30, 1993 (ADAMS Accession No. 
ML003760758). 

Memorandum from Luis A. Reyes, Executive Director for Operations, NRR to Those 
on the Attached List, "Implementation of an ADAMS-Based Record Access System 
for Facility-Specific Backfits," February 22, 2006 (ADAMS Accession No. 
ML05272014 7). 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 11 



MD 8.4 MANAGEMENT OF BACKFITIING, ISSUE 
FINALITY, AND INFORMATION COLLECTION 

Date Approved: XX/XX/XXXX 

NUREG-0910, "NRC Comprehensive Records Disposition Schedule." 

NUREG-1409, "Backfitting Guidelines." 

NUREG/BR-0058, Revision 5, "Regulatory Analysis Guidelines of the U.S. Nuclear 
Regulatory Commission," and all Appendices. 

SECY-99-063, "The Use by Industry of Voluntary Initiatives in the Regulatory 
Process," dated March 2, 1999 (ADAMS Accession No. ML992810068). 

Staff Requirements Memorandum, COMSECY-16-0020, "Staff Requirements 
- COMSECY-16-0020 - Revision of Guidance Concerning Consideration of 
Cost and Applicability of Compliance Exception to Backfit Rule," November 
29, 2016 (ADAMS Accession No. ML 16334A462). 

Staff Requirements Memorandum, SECY-98-185, Proposed Rulemaking, 
"Revised Requirements for the Domestic Licensing of Special Nuclear Material," 
December 1, 1998 (ADAMS Accession No. ML991880012). 

Staff Requirements Memorandum, SECY-14-0087, "Staff Requirements
SECY - 14- 0087-Qualitative Consideration of Factors in the Development of 
Regulatory Analyses and Backfit Analyses," dated March 4, 2015 (ADAMS 
Accession No. ML 15063A568). 

"Use of Probabilistic Risk Assessment Methods in Nuclear Regulatory Activities; 
Final Policy Statement," 60 FR 42622, August 16, 1995. 

United States Code 

Atomic Energy Act of 1954, as amended (42 U.S.C. 2011 et seq.). 

Energy Reorganization Act of 1974, as amended (42 U.S.C. 5801 et seq.). 

Paperwork Reduction Act of 1995 (44 U.S.C. 3501 et seq.). 

For the latest version of any NRG directive or handbook, see the online MD Catalog. 12 



JMB edits 

U.S. NUCLEAR REGULATORY COMMISSION DIRECTIVE HANDBOOK (DH) 

DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION 
COLLECTION 

Volume 8: Licensee Oversight Programs 

Approved By: [Name and Title of Approving Official] 

Date Approved: Month X, 200X [Date of Final Approval] 

DT-XX-XX 

Cert. Date: NIA, for the latest version of any NRC directive or handbook, see the online 
MD Catalog .] 

Issuing Office: Office of Nuclear Reactor Regulation 
Division of Inspection and Regional Support 

Contact Name: Timothy Reed 

EXECUTIVE SUMMARY 

Management Directive (MD) 8.4, "Management of Backfitting, Issue Finality, and Information 
Collection," is retitled and revised to clarify the agency's roles and responsibilities for 
management of backfitting, issue finality, and information collection. MD 8.4 describes the 
roles and responsibilities of various offices and provides the policy to direct the U.S. Nuclear 
Regulatory Commission implementation of the backfitting provisions of Title 10 of the Code of 
Federal Regulations (10 CFR) for nuclear power reactor licensees; and selected nuclear 
materials licensees; and the issue finality provisions of 10 CFR Part 52 nuclear power reactor 
licensees, design certification applicants, and holders of related NRC permits and approvals, 
as well as the specific provisions of 1 O CFR 50.54(f) and the corresponding requirements in 
Parts 10 CFR 70, 10 CFR 72, and 10 CFR 76, and 10 CFR 2.204. 

Accordingly, MD 8.4 is retitled from "Management of Facility-Specific Backfitting and 
Information Collection" to "Management of Backfitting, Issue Finality, and Information 
Collection" to clarify the intent and the objectives of the program. 
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I. INTRODUCTION TO BACKFITTING AND INFORMATION COLLECTION 

A. Backfitting 

1. Backfitting is the process by which the U.S. Nuclear Regulatory Commission 
imposes new or revised regulatory requirements or new or revised staff positions on 
nuclear power reactor licensees or selected nuclear materials licensees.1 Backfitting 
is an integral part of the regulatory process and is expected to occur. To ensure that 
proposed changes are adequately analyzed justified and defined, a backfitting action 
is implemented only after formal and systematic review. Backfitting normally occurs 
in one of two ways: a new or changed regulation or requirement imposed upon 
licensees (through rulemaking or order), or a new or changed staff position 
interpreting applicable regulations imposed on licensees. In this Directive Handbook 
(DH), the terms "backfit" and "backfitting" mean backfitting as defined in 

I 

10 CFR 50.109, "Backfitting," 70.76, "Backfitting ," 72.62, "Backfitting," and 76.76 
"Backfitting ," and violations inconsistencies efwith issue finality under 
1 O CFR Part 52, "Licenses, Certifications, and Approvals for Nuclear Power Plants. ".l 
The only parts of the NRC's regulations that contain backfitting or issues finality 
provisions are 10 CFR Part 50, 10 CFR Part 52, 10 CFR Part 70, 10 CFR Part 72, 
and 1 O CFR Part 76. The backfitting provisions typically do not apply to license 
applicants. There is no backfitting provision in 10 CFR Part 54, "Requirements for 
Renewal of Operating Licenses of Nuclear Power Plants.:.," however the scope of the 
NRC's review under 1 O CFR Part 54 is limited. 

2. There are three principal types of backfitting that may be considered: adequate 
protection backfitting, compliance baokfitting , and cost justified substantial increase3 

For purposes of this DH, the term "licensees" includes the holders of power reactor construction 
permits (CPs) and operating licenses (OLs) under 10 CFR Part 50, "Domestic Licensing of Production 
and Utilization Facilities; " holders of licenses, permits or approvals under 10 CFR Part 52, "Licenses, 
Certifications, and Approvals for Nuclear Power Plants;" holders of licenses for fuel facilities under 
10 CFR Part 70, "Domestic Licensing of Special Nuclear Material, " Subpart H, "Additional 
Requirements for Certain Licensees Authorized to Possess a Critical Mass of Special Nuclear 
Material ;" holders of licenses for spent fuel and radioactive waste storage facilities 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 Waste;" and certificate holders 
for gaseous diffusion plants under 1 O CFR Part 76, "Certification of Gaseous Diffusion Plants." 

2 The issue finality provisions of 10 CFR Part 52 include additional backfitting actions for certain 
types of approval holders . For example, 10 CFR 52.63, "Finality of Standard Design Certifications, " 
also allows backfitting to, among other things, correct material errors in the certification information for 
a design certification (DC) or to contribute to the increased standardization of the DC. 

a See 50 FR 38097, September 20, 1985. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 3 



DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION COLLECTION 

Date Approved: XXIXX/XXXX 

in protection backfitting.4-lf the NRC is considering a backfitting action, it must first 
consider whether regulatory action is necessary to ensure adequate protection. If 
regulatory action is not necessary to ensure adequate protection, then the NRC 
needs to determine if the proposed action satisfies the compliance backfit criteria . If 
the proposed action does not satisfy the compliance backfit criteria, then the NRC 
must consider a cost-justified substantial increase§ in protection backfit. 

3. Regulations in 10 CFR 50.109, define the term backfitting for power reactors under 
10 CFR Part 50 (i.e., construction permit (CP) holders and operating license (OL) 
holders) as the modification of or addition to systems, structures, components 
(SSCs); or design of a facility; or the design approval or manufacturing license (ML) 
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 staff position interpreting the 
Commission's regulations that is either new or different from a previously applicable 
staff position after certain specified dates.6 Provisions of 10 CFR 50.109 can also 

4 The issue finality provisions of 10 CFR Part 52 include additional backfitting actions for certain 
types of approval holders. For example, 10 CFR 52.63, "Finality of Standard Design Certifications, " 
also allows backfitting to, among other things, correct material errors in the certification information for 
a design certification (DC) or to contribute to the increased standardization of the DC. 

5 See 50 FR 38097, September 20, 1985. 

6 Applicable NRC action may be considered backfitting under 10 CFR 50.109 if the agency action 
occurs after the following: 

• the issuance of the CP for the facility (for facilities with CPs issued after October 21 , 1985), 

• 6 months before the date of docketing of the OL application for the facility (for facilities with 
CPs issued before October 21, 1985), 

• the issuance of the OL for the facility (for facilities having an OL on October 21 , 1985), 

• the issuance of the design approval under Subpart E, "Standard Design Approvals." of 
10 CFR Part 52, 

• the issuance of a an ML under Subpart F, "Manufacturing Licenses," of 10 CFR Part 52, 

• the issuance of the first CP for a duplicate design under Appendix N, "Standardization of 
Nuclear Power Plant Designs: Permits To Construct and Licenses to Operate Nuclear Power 
Reactors of Identical Design at Multiple Sites," of 10 CFR Part 50, or 

• the issuance of a COL under Subpart C, "Combined Licenses," of 10 CFR Part 52. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 4 



DH 8.4 MANAGEMENT OF BACKFITTING, ISSUE 
FINALITY, AND INFORMATION COLLECTION 

Date Approved: XX/XX/XX.XX 

apply to power reactor licensees under 1 O CFR Part 52, 7 but 1 O CFR 50.109 is not 
applicable to non-power production or utilization facilities licensed under 
10 CFR Part 50. 

4. In 1 O CFR Part 52, power reactor licensees are granted "issue finality"8 with their 
NRC approvals, which prevents the NRC from making changes to the approvals 
without meeting certain criteria as provided in the applicable issue finality regulation. 
The issue finality requirements are intended to accomplish the same objective as the 
backfitting requirements by limiting changes to final Commission decisions made as 
part of the 10 CFR Part 52 licensing process. The standards vary for making 
changes to renewed and previously approved early site permits (ESPs) 
(10 CFR 52.31 , "Criteria for Renewal," and 10 CFR 52.39, "Finality of Early Site 
Permit Determinations"), renewed and previously approved design certification rules 
(DCRs) (10 CFR 52.59, "Criteria for Renewal," and 10 CFR 52.63, "Finality of 
standard design certifications), previously approved combined operating licenses 
(COLs) (10 CFR 52.83, "Finality of Referenced NRC Approvals; Partial Initial 
Decision on the Site Suitability, " and 10 CFR 52.98, "Finality of Combined Licenses; 
Information Requests"), previously approved standard design approvals (SDAs) 
( 10 CFR 52.145, "Finality of Standard Design Approvals; Information Requests"), 
and renewed and previously approved MLs (1 O CFR 52.179, "Criteria for Renewal ," 
and 1 O CFR 52.171 , "Finality of Manufacturing Licenses; Information Requests"). 
The backfitting provisions in 10 CFR 50.109 apply to ESPs, DCs, COLs, SDAs, and 
MLs to the extent that they do not overlap the applicability of 10 CFR Part 52 issue 
finality provisions. 

5. Section 70. 76 of 1 O CFR defines the term backfitting for materials licensees 
authorized to possess greater than a critical mass of special nuclear material as the 
modification of, or addition to, SSCs of a facility; or to the procedures or organization 
required to operate a facility. Either of these may result from a new or amended 
provision in the Commission rules or the imposition of a regulatory staff position 

7 For purposes of this DH, the term "10 CFR Part 52 power reactor licensees" refers to holders of 
early site permits (ESPs), standard design approvals (SDAs), combined licenses (COLs), and MLs; 
DC applicants whose designs are certified in final DC rules (DCRs); applicants for COLs if the 
application references an ESP, DCR, or SDA; and applicants for MLs if the application references a 
DCR or SDA. 

8 Within this DH, the term "issue finality" encompasses the language of the regulations from 10 
CFR 52.39 "Finality of Early Site Permit Determinations," 10 CFR 52.63, "Finality of standard design 
certifications," 10 CFR 52.83, "Finality of Referenced NRC approvals; Partial Initial Decision on Site 
Suitability," 10 CFR 52.98, "Finality of Combined Licenses; Information Requests, " 10 CFR 52.145, 
"Finality of Standard Design Approvals; Information Requests," 10 CFR 52.171 "Finality of 
Manufacturing Licenses; Information Requests," and any other applicable discussion of finality in part 
52. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 5 
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interpreting the Commission rules that is either new or different from a previous NRC 
staff position. 

6. Section 72.62 of 10 CFR defines the term backfitting as the addition, elimination, or 
modification, after the license has been issued, of SSCs of an independent spent fuel 
storage installation (ISFSI) or monitored retrievable storage (MRS), or the 
procedures or organization required to operate an ISFSI or MRS. 

7. Section 76.76 of 10 CFR defines the term backfitting as the modification of, or 
addition to, SSCs of a gaseous diffusion plant, or to the procedures or organization 
required to operate a plant, any of which may result from a new or amended 
provision in the Commission rules or the imposition of a regulatory staff position 
interpreting the Commission rules that is either new or different from a previous NRC 
staff position . 

8. Sections 50.109(a)(4)(i) and (a)(7), 70.76(a)(4)(ii) and (a)(7), 72.62(b), 
and 76.76(a)(4)(i) of 10 CFR require compliance with "written commitments" and, in 
the case of 10 CFR 76. 76(a)(7), "written Corporation commitments. " Within the 
scope of backfitting, these written commitments mean those commitments that have 
been incorporated into the license as a means necessary to demonstrate compliance 
with requirements . 

9. The licensing basis (LB) for power reactors under Parts 50, 52, and 54 is determined 
on a case-by-case basis and is commonly referred to as the set of NRC 
requirements applicable to a specific facility and that licensee's written commitments 
for ensuring compliance with applicable NRC requ irements in the LB and the facility
specific design bases (including all modifications and additions over the life of the 
license). 

10. Commitments that have been included in a licensee's updated final safety analysis 
report (UFSAR) that describe a method for complying with regulations or 
requirements are not enforceable unless they are part of the license. Commitments 
documented outside of the license only represent acceptable approaches for 
complying with the governing requirements. 

11 . If a licensee voluntarily submits a license amendment request (LAR) or license 
renewal application (LRA), the NRC, as a condition of its approval , may require that 
the licensee modify its submittal or adopt new or revised guidance, provided that 1) 
the new or revised guidance relates to the licensee's request, and 2) the subject 
matter of the guidance is essential to the NRC staff's determination of the 
acceptability of the licensee's request. This would not constitute backfitting. It is the 
licensee's burden to show that the submitted application enables the NRC to make 
the appropriate findings (e.g. ; in accordance with 10 CFR 50.40, 50.57, 50.92 , or the 
other applicable regulations). 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 6 
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12. Under 10 CFR 50.40 Common standards, "in determining that a construction permit 
or OL in this part, or early site permit, combined license, or ML in Part 52 of this 
chapter will be issued to an applicant, the Commission will be guided by the following 
considerations: (a) Except for an early site permit or manufacturing license, the 
processes to be performed, the operating procedures, the facility and equipment, the 
use of the facility, and other technical specifications, or the proposals, in regard to 
any of the foregoing collectively provide reasonable assurance that the applicant will 
comply with the regulations in this chapter, including the regulations in Part 20 of this 
chapter, and that the health and safety of the public will not be endangered." 

13. A key aspect of 10 CFR 50.40 is the "collectively" aspect. The licensing (and 
amendment) finding allows consideration of the collective aspect of the proposed 
change. For example, if a licensee proposes longer outage time for SSC A, then the 
staff could rely on 50.40 to say that less outage time for SSC B is needed to give the 
overall collective reasonable assurance, and doing so is not necessarily a backfit. 

14. The backfitting rules generally do not apply to voluntary licensee changes, where 
"voluntary" is defined as any action by the licensee that was made of its own accord, 
without the force of a legally binding requirement or NRC representation of further 
licensing or enforcement action. The licensee must not be compelled by the NRC 
staff to make the change. The NRC staff's requirement that the licensee adopt new 
or revised guidance that does not directly pertain to the licensee's voluntary request 
would constitute backfitting. Unless required by the NRC, confirmatory orders that 
are the result of participation in the alternative dispute resolution (ADR) process, 
LARs, and LRAs are considered voluntary, and the NRC review process and 
approval of an ADR, LAR, or LRA generally is not considered backfitting. 
Furthermore, the backfitting rules do not apply to NRC suggested actions with which 
licensees are not required to comply, but decide to voluntarily implement. The 
backfitting rules do not apply to any voluntarily-initiated licensee installation of 
updated (or additional) equipment to the existing plant, to expand the plant, improve 
efficiencies, delay its obsolescence, or extend its capabilities. 

15. Backfilling does not apply to actions that do not have a direct link to, and do not 
further a substantive radiological public health and safety, or common defense and 
security, objective. Nevertheless, the NRG must have legal authority to justify taking 
such actions. 

4-&.-~ For backfitting purposes, staff positions are documented interpretations of the 
regulations, already specifically imposed upon a licensee or "class" of licensees at 
the time of the identification of the proposed backfitting and may be contained in 
documents such as the Statement of Considerations for a final rule, Standard 
Review Plan (SRP), NUREG, interim staff guidance (ISG), and branch technical 
position (BTP). A licensee's commitment to guidance, such as regulatory guides 
(RGs) or NRG-endorsed industry topical reports (TRs), through a licensing action is 
considered a voluntary action. However, RGs and NRG-endorsed TRs do represent 
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staff positions. Generally, the issuance of or revision to a staff position is considered 
forward-fitting and the revisions to staff positions do not, in isolation, impose 
anything , and are therefore not (in isolation) backfits. The applicable staff positions 
for each facility license application, LAR, or LRA includes the safety evaluation 
reports (SER)9 and any NRC approvals based on licensees' docketed responses to 
requests for information. A change in the applicable staff position is referred to as a 
new or revised staff position . 

4-7-:-1.§.,_ The NRC's backfitting actions can be either generic or facility-specific. 10 

(a) Generic backfitting actions affect a class or classes of licensees and can include 
the imposition of new or revised regulations or requirements (through rulemaking 
or Orders) or new or revised staff positions interpreting NRC regulations. Generic 
backfitting actions can be initiated in a number of ways, such as by the staff in 
rulemaking , the Commission through a staff requirements memorandum (SRM), 
and the public through a petition for rulemaking. Regardless of whether a generic 
backfitting action is the result of rulemaking or a new or changed staff 
interpretation, the new or changed regulation or staff position must be 
documented, and stakeholders must have had an opportunity to review and 
provide comments in response to a Federal Register (FR) notice. However, time
sensitive, safety-significant, or security-significant NRC actions, such as Orders 
or Bulletins, do not require public notice and opportunity to comment. In addition, 
not all previously issued staff positions were provided to the public for comment. 

(b) Facility-specific backfitting issues typically arise through the NRC's inspection or 
licensing process. In these circumstances, the NRC's regional or headquarters 
staff may find that a change to a LB is necessary. Facility-specific backfitting 
actions are normally a change in a staff position (the applicable SE) for a specific 
facility, based on an error or omission in the analysis ( compliance backfit) for the 
implementation of that facility 's LB, but they could also be a change to the 
facility-specific LB deemed necessary to ensure that the facility provides 
adequate protection. For power reactors, in addition to single unit sites, 
facility-specific backfitting actions may apply to sites that have multiple units, 
sites that share a UFSAR, or sites that may have more than one reactor type but 
share common sections of a UFSAR. Any reference in this DH or in 

9 Historically, the NRG has used two terms to describe the document approving a license, 
amendment, or license renewal : SER or safety evaluation (SE). Throughout this DH, the use of SE 
will ind icate the SER (usually used for approving initial licensing or relicensing actions) or the SE 
(usually used for approving license amendments). 
10 Hereafter, the term "facility" will be used to mean a nuclear power reactor; an ESP, OCR, COL, 
SDA, or ML for a power reactor; or a materials facility such as an ISFSI, fuel facility, gaseous diffusion 
plant, or a MRS installation. 
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NUREG-1409, "Backfitting and Issue Finality Guidance," to facility-specific 
backfitting pertains to facility-specific backfitting actions in this context. 

4&-.1.L_Unless an exception as described in Section I.A.4-9-18 applies, to ~ a 
backfit under 10 CFR 50.109, 10 CFR 70.76, 10 CFR 76.76, and generally 
10 CFR 72.62, or, in many cases, to justify a violation of address an inconsistency 
with issue finality under 10 CFR Part 52, the NRC must perform and document a 
backfit analysis in accordance with NUREG-1409 that shows the following: 

(a) The backfitting would result in a substantial increase11 in overall protection of 
public health and safety or the common defense and security, and 

(b) The direct and indirect costs of implementing the backfitting are justified in view 
of the increased protection. 

49-,.~ The backfitting provisions generally contain three exceptions to the backfit analysis 
requirement described above, such that the analysis is not necessary when the 
backfitting action- · 

(a) Is required for adequate protection, 

(b) Defines or redefines the level of protection that should be regarded as adequate, 
or 

(c) is necessary to bring a facility into compliance with applicable requirements in the 
licensing basis, or into conformance with its written commitments. 

2Q.,.~ Adequate protection backfitting, whether used to ensure that adequate protection is 
maintained or to define or redefine the level of protection that should be regarded as 
adequate, does not require a finding of substantial safety or security improvement, 
nor does it require that and costs cannot be considered. If a backfitting action is 
deemed necessary for adequate protection, it must be implemented, as required by 
Section 161 of the Atomic Energy Act of 1954, as amended (AEA). Compliance 
backfitting does not require a finding of substantial safety or security improvement, 
but does require some consideration of costs. Use of the adequate protection or 
compliance exception must be explained in a risk informed, documented evaluation. 

21 . The baokfit analysis requirement, and the exoeptions to that requirement, restriot the 
ability of the NRG to oonduot baokfitting by requiring the NRG to demonstrate, before 

11 As noted in the Statements of Consideration for the 1985 backfitting final rule (50 FR 38097; 
September 20, 1985), a "substantial" increase in protection means "important or significant in a large 
amount, extent, or degree." Under such a standard, the Commission would not ordinarily expect to 
justify backfitting plant improvements that result in an insignificant or small benefit to public health and 
safety or the common defense and security, regardless of costs. 
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implementing the backfit, that tho backfitting action would meet certain standards 
that vary based on the type of facility. In this way, the backfitting rules provide the 
following : 

(a) Regulatory stability, by limiting the changes the NRG can make; 

(b) Reasoned and informed NRG docisionmaking, by requiring the proposed action 
to be properly justified; and 

(c) Transparency of NRG decisionmaking, by requiring the NRG to document and 
make publicly available its analyses. 

~~ This MD and DH reflect NRC policy direction and provide the process for 
implementing that policy. The MD and DH list the regulations and guidance 
documents that govern backfitting and describe how the NRC implements those 
regulations. Backfitting guidance for the NRC staff is available in NUREG-1409 and 
should be used by all offices and regions.Office or region specific guidance is not 
required or desired. Consistency of implementation is assured by the staffs use of 
NUREG 1409. 

~ .f.L_Any change to an NRC staff position may be identified as backfitting either by the 
staff or by licensees. The NRR, NRO or NMSS office director (OD) or regional 
administrator (RA) responsible for the staff position and affected facility or facilities 
will make the determination as to whether the new or revised staff position 
constitutes backfitting and whether the backfit should be imposed on the licensee(s). 

~ ~ In support of the Commission's probabilistic risk assessment (PRA) policy 
statement12 of August 1995, which encourages 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," risk insights should-m-ust be 
considered, to the extent practical, as part of aU-backfitting actions. Risk information 
should be integrated in a manner that complements traditional regulatory approaches 
and supports the defense-in-depth philosophy, which would improve the technical 
basis, increase efficiency, and enhance effectiveness. /\.II backfitting actions must be 
risk informed. 

~ ~ Exhibits 1 and 2 in this handbook are flowcharts that illustrate the NRC's program for 
processing backfits and backfit appeals. 

12 Use of Probabilistic Risk Assessment Methods in Nuclear Regulatory Activities; Final Policy 
Statement (60 FR 42622; August 16, 1995). 
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B. Information Collection Requests 

1. The provisions of 10 CFR 2.204, "Demand for Information," require that a licensee 
respond to information requests from the Commission for the purpose of determining 
if an Order under 10 CFR 2.202, "Orders," should be issued, or whether other 
actions should be taken. 

2. The provisions of 10 CFR 50.54(f) require power reactor licensees to respond to 
information requests from the staff. This rule stipulates that, except for information 
sought to verify licensee compliance with the facility's LB, the NRC must prepare the 
reasons for the information request to ensure that the costs to burden imposed on 
licensees are necessary is justified based on the potential safety or security 
significance of the issue to be addressed. 

3. Requests for information for power reactors to be licensed under 10 CFR Part 52 will 
be in accordance with the administrative requirements in 10 CFR 50.54(f), and as 
stated in 10 CFR 52.39(f), 10 CFR 52.98(9), 10 CFR 52.145(c), or 
10 CFR 52.171 ( c ), as applicable. The information collection requirements for 
selected materials licensees are contained in 10 CFR 70.22(d), 10 CFR 72.62(d), 
and 10 CFR 76.?0{e). 

4. This MD and DH reflects the policy for all requests for information. 

C. Coordination and Communication 

For effective implementation of the NRC's backfitting and information collection 
programs, the ODs and the RAs must ensure the following: 

1. Effective communication and coordination are maintained between their counterparts 
and among the responsible technical staff within the headquarters and regional 
offices. 

2. Processes, procedures, and programmatic and administrative controls are written in 
plain English . 

3. Formal feedback from the Committee to Review Generic Requirements (CRGR) 
provided during the review of a proposed rule involving backfitting is addressed as 
part of the rulemaking package before its submittal to the Executive Director of 
Operations (EDO). 

4. No backfitting actions will be communicated to a licensee unless the appropriate OD 
or RA has determined whether the position involves backfitting and, if so, has 
ensured that the position is identified as backfitting, the appropriate material (i.e ., 
documented evaluation or backfit analysis) has been prepared and approved, the 
CRGR was offered an opportunity to review the documentation, and written feedback 
was considered. NRR shall ensure reactor backfitting actions are consistently 
implemented throughout the regions. 
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D. Recordkeeping 

Offices and regions directly involved in backfitting or information collection requests are 
responsible for tracking and maintaining associated records originating in that office or 
region. Documentation of the justification reasonable basis for backfitting or use of a 
backfit analysis exception is required by 1 O CFR 50.109, 10 CFR 70. 76, 1 O CFR 72.62, 
and 10 CFR 76.76. 

1. The office or region proposing information collections or backfitting actions must 
administratively manage each collection or action by maintaining all related records. 
Records must be maintained in accordance with NUREG-0910, "NRC 
Comprehensive Records Disposition Schedule," issued March 2005. 

2. Backfitting records placed in the Agencywide Documents Access and Management 
System (ADAMS) must be accessible to all stakeholders by being profiled as publicly 
available when appropriate, consistent with agency guidance on the release of 
information to the public. 

II. BACKFITTING APPLICABILITY 

A. Regulatory Changes Subject to the Backfit Rule 

1. As defined in Section I.A, an NRC action is considered backfitting when the NRC 
changes any requirements through rulemaking, an Order, or the imposition of a new 
or modified staff position that interprets requirements and would result in the 
modification or addition to SSCs, or the design of a facility, or the design approval or 
ML for a facility, or the procedures or organization required to design, construct, or 
operate a facility, after the dates defined in the backfitting requirements. 

2. If the NRG staff conveys an expectation that licensees change programs, processes, 
procedures, or the physical plant by using or committing to use voluntary guidance 
(e.g., RGs or NRG endorsed industry TRs) that is not already within the LB for the 
identified purpose, then the staff's communication of that expectation may be 
considered backfitting . Since there is generally more than one way to achieve 
compliance with a license or the rules or orders of the Commission, or with written 
licensee commitments, or there may be more 'Nays to reach a level of protection that 
is adequate, the applicant or licensee is ordinarily free to choose the way which best 
suits its purposes. However, this does not apply during the review and consideration 
of any voluntarily submitted license application, LAR, or LRA, provided the issue in 
question is somehmv associated with, and is within the scope of, the license 
application, LAR, or LRA under consideration. 

~ L A relaxation is the modification of a regulatory requirement or staff position that 
reduces requirements placed on a licensee or class of licensees. A relaxation may 
provide licensees the option of continuing as previously licensed (status quo), or 
adhering to the new "relaxed" regulatory requirement or staff position. If a relaxation 
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does not provide for the status quo option, it is mandatory, and the relaxation is 
considered backfitting. However, if the implementation of the relaxation is voluntary 
for the licensee, in that it does provide for the status quo option, then the relaxation is 
not backfitting, even if the licensee decides to implement the relaxed requirement. 

B. Nonapplicable Regulatory Changes 

1. The NRC's backfitting rules do not apply to the following actions: 

(a) Confirmatory action letters (CALs), because CALs involve voluntary actions a 
licensee commits to take, which are agreed to between the licensee and the 
NRC; 

(b) Changes mandated by statute or other Congressional action that preclude 
agency discretion in their implementation; 

(c) Changes required by other Federal agencies that preclude agency discretion in 
their implementation; 

(d) Voluntary licensee submittals of an LAR or LRA or subsequent license renewal 
(SLR) request, 13 subject to the limitations discussed above in Section I.A 14, and 
the NRC's process (requests for information, licensee engagement, or 
modifications to the submittal) used during the review and consideration of the 
LAR, LRA, or SLR request; 

(e) A licensee's voluntary implementation of NRG-recommended actions that do not 
constitute the basis for resolution of a safety, security, or regulatory issue (e.g., a 
licensee's decision to follow an NRC RG, or an NRG-endorsed TR, or to make 
changes based on an NRC Information Notice); 

(f) Overturning of an improper change implemented under 10 CFR 50.59, 
"Changes, Tests, and Experiments"; 

(g) Licensee changes or plant modifications that expand the plant capabilities or 
improve plant efficiencies or performance that are not mandated by the NRCJ. 
such as voluntary industry initiatives; 

(h) Non-mandatory relaxations of staff positions or regulations; 

(i) New requirements or changes to requirements that do not have a direct link to, 
and do not further a substantive radiological public health and safety or common 
defense and security objective, such as_reporting and recordkeeping 
requirements (e.g., 10 CFR 50.71 , 50.72, "Immediate Notification Requirements 
for Operating Nuclear Power Reactors") or appeals processes (e.g., 10 CFR 

13 The scope of the NRC's review of an LR or SLR and, thus, the backfitting of these applicants, is 
limited by the regulations in 10 CFR 54.30, "Matters Not Subject to a Renewal Review." 
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26.39, "Review Process for Fitness-For-Duty Policy Violations," 10 CFR 73.56(1), 
"Review Procedures"); 

U) Changes or updates to American Society of Mechanical Engineers Boiler and 
Pressure Vessel (ASME) Code, Section XI, that are incorporated into 
10 CFR 50.55a, "Codes and Standards"; 

(k) Plant or procedural changes to comply with industry or professional standards 
not mandated by the NRC; 

(I) Current and future applications for an NRC license, with two exceptions 
described in Section 11.B.4 below; 

(m)Voluntary changes made to a plant based on national or international operating 
experience, including any changes as a direct result of NRC Information Notices; 

(n) Changes as a result of a licensee's commitment management program; 

(o) Licensee changes to its plant under 10 CFR 50.59 or other existing change 
control requirements (see Section 11.B.3 below); 

(p) Plant or procedural corrective actions to restore the LB or adherence to the 
license and thereby provide compliance with governing requirements; 

(q) The issuance of new or updated NRC RGs, as RGs are forward fitting, provided 
the RGs are not imposed on licensees; 

(r) The endorsement of new or updated industry-submitted TRs, because TRs are 
forward fitting and not imposed by the NRC; and 

(s) The staff use of documents, such as NUREGs, ISGs, and BTPs, during the 
review and consideration of any LAR or LRA, as the submission of the LAR or 
LRA is a voluntary action by a licensee applying for a change to its license, 
subject to the limitations discussed in Sections I.A.11 and I.A 14. 

2. If an existing licensee voluntarily requests a license amendment or change, and 
(1) the NRC staff's consideration of the request involves a regulatory issue directly 
relevant to an NRC guidance document (such as an RG) and (2) the specific subject 
matter of the guidance document is an essential consideration in the staff's 
determination of the acceptability of the licensee's request, then the staff may 
request that the licensee either follow that guidance or provide an equivalent 
alternative process that demonstrates compliance with the underlying NRC 
regulatory requirements in the licensing basis. This is not considered backfitting. 

3. Power reactor licensee implementation of changes to its facility under 10 CFR 50.59 
are not subject to the backfitting rules. The NRC has established a process under 
10 CFR 50.59 that provides a licensee the authority to make certain changes without 
NRC approval if the change meets certain specified criteria. Unless the NRG 
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determines that the licensee incorrectly used the 10 GFR 50.59 process, the licensee 
reasonably can implement the change without the NRG taking enforcement action. / 
This is consistent with the underlying premise of regulatory stability established 
within tho backfitting rules and tho principles of good regulation. However if, during 
any inspection or review of licensee actions implemented in accordance with 
10 CFR 50.59, the staff determines that 10 CFR 50.59 was not properly 
implemented, the staff shall issue a finding or violation in accordance with 
regulations, and the licensee may be required to "revert" to the previous plant or 
procedural configuration, or otherwise change the facility to a configuration 
acceptable to the NRC. This would not be considered backfitting. 

4. In general, backfitting provisions do not apply to current and future applicants for an 
NRC license. Backfitting is not intended to apply to every NRC action that 
substantially changes the expectations of current and future license applicants. 
There are two exceptions to this general principle. The first exception occurs when a 
10 CFR Part 52 license applicant references a 10 CFR Part 52 license (e.g., an ESP) 
or NRC regulatory approval (e.g., a DCR), or both, with specified issue finality 
provisions. The second exception occurs when a 10 CFR Part 50 power reactor OL 
applicant holds a CP or limited work authorization (LWA). Section 50.109 would 
apply to the matters covered by the CP or LWA. 

5. Actions proposed or voluntarily implemented by a licensee are not backfits, even 
though such actions may result from routine discussions between the staff and the 
licensee concerning an issue, provided that those discussions did not include an 
NRG expectation that the licensee must implement the action . 

Ill. BACKFITTING POLICY 

A. Adequate Protection Backfitting 

1. For all matters of potential backfitting, the staff must first consider whether the issue 
is one of adequate protection. If the NRC staff determines that it must impose a 
backfitting action to ensure that a facility provides adequate protection to public 
health and safety and is in accord with the common defense and security, or if the 
Commission decides that it needs to define or redefine the appropriate level of 
protection of public health and safety or the common defense and security that 
should be considered as adequate, then the AEA requires that the backfitting action 
be implemented. If a backfitting action is determined to be A backfit analysis to justify 
thq determination that a backfitting action is necessary for adequate protection.....§. 
backfit analysis is not required and costs cannot be consideredand a consideration of 
costs are not required (unless the NRC staff identifies more than one means for 
implementing the new requirement, in which case costs could be considered in 
deciding which approach is appropriate). Whenever adequate protection is invoked, 
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the NMSS, NRO or NRR OD must approve a documented evaluation of the type 
discussed in 10 CFR 50.109(a)(6), 10 CFR 70.76(a)(6), and 10 CFR 76.76(a)(6), 
with a finding that the action is necessary to define or redefine adequate protection 
or to ensure adequate protection of public health and safety or the common defense 
and security. The documented evaluation must include a statement of the objectives, 
the reasons for the action, the basis for invoking adequate protection, and the safety 
or security risk if action is not taken. The NMSS, NRO or NRR staff should seek 
advice from the Office of General Counsel (OGC) on the imposition of all adequate 
protection actions, including the licensee's proposed implementation schedule. 
NUREG-1409 contains detailed guidance on how to prepare the documented 
evaluation. For generic backfitting actions that are part of rulemakings, the 
documented evaluation is provided as part of the rulemaking package that the 
Commission approves. Generally, adequate protection backfits are not included in 
rulemakings, and instead, result from the issuance of an Order. The rulemaking \\'ill 
subsequently be issued to include the previously imposed adequate protection 
backfits, given consideration to public comments provided on the proposed rule and 
to lessons learned through the implementation of the previous Order requirements. 

2. To issue the license, the Commission found that operating in accordance with the 
license would provide reasonable assurance of adequate protection and reasonable 
assurance the licensee would meet the regulations. Therefore, licensee compliance 
with its LB is presumed to provide reasonable assurance of adequate protection of 
public health and safety and the common defense and security. Thus, for the NRC to 
impose new or changed requirements on a licensee that are intended to provide for 
adequate protection of public health and safety or the common defense and security, 
the NRC must provide, within the documented evaluation, a clear explanation of why, 
despite the licensee's compliance with the applicable existing regulatory framework 
(LB), there is not (or will not be) reasonable assurance of adequate protection. 
Typically, a clear basis for invoking the adequate protection exception can be 
established when the NRC has new information regarding a safety or security issue 
that creates undue risk to public health and safety that is not addressed through 
compliance with the current regulatory framework. If the NRC can show that it must 
take action to provide reasonable assurance of adequate protection of public health 
and safety and the common defense and security, then the AEA requires the NRC to 
impose the new or changed requirements. 

3. It is the NRC's position14 that the agency cannot allow licensees to address issues of 
adequate protection by a voluntary initiative. Instead, the AEA requires the NRC to 

14 In SECY-99-063, "The Use by Industry of Voluntary Initiatives in the Regulatory Process," dated 
March 2, 1999 (ADAMS Accession No. ML992810068) the staff agreed that relying on voluntary 
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establish requirements that provide reasonable assurance of adequate protection of 
public health and safety and the common defense and security. 

4. Under 10 CFR 72.62, the Commission requires the imposition of a backfit if it finds 
that the backfit is necessary to ensure adequate protection of occupational or public 
health and safety. 

B. Compliance Backfitting 

1. Before the staff uses the compliance exception, the staff must determine whether the 
conditions represent an issue of adequate protection. If the issue does not involve 
adequate protection, then the staff should determine whether the backfitting action is 
necessary to ensure compliance with regulatory requirements in the licensing basis, 
or written commitments on how the licensee will comply with a requirement that were 
in place at the time of the decision at issue. If the backfitting action ensures 
compliance, a backfit analysis is not required. Instead, the appropriate program office 
or region prepares a documented evaluation of the type discussed in 
10 CFR 50.109(a)(6), 10 CFR 70.76(a)(6), and 10 CFR 76.76(a)(6), with a finding 
that the action is necessary to ensure compliance as the result of an error or 
omission. The documented evaluation must include a statement of the objectives, 
the reasons for the action, the basis for invoking the compliance exception, and the 
safety or security risk if action is not taken. NUREG-1409 contains detailed guidance 
on how to prepare this documented evaluation. The responsible office staff shall 
seek OGC and the Office of Enforcement (OE) advice on the imposition of all 
compliance backfitting actions, including the licensee's proposed implementation 
schedule. 

2. The phrase "written commitments," as used within the backfitting provisions, refers to 
those commitments that have been submitted to the NRG on the docket, have 
become part of the LB, and directly relate to the means by which the licensee 
complies with a requirement. 

~ L Under 10 CFR 72.62, the Commission will require the imposition of a backfit if it finds 
that the backfit is necessary to bring an ISFSI or MRS into compliance with a license 
or the Commission's Orders or rules. Under 72.62(b ), "The Commission will require 
backfitting of an ISFSI or MRS if it finds that such action is necessary to assure 
adequate protection to occupational or public health and safety, or to bring the ISFSI 
or MRS into compliance with a license or the rules or orders of the Commission, or 
into conformance with written commitments by a licensee." 

industry initiatives to ensure adequate protection would be inappropriate "since they would be based 
on commitments rather than requirements." 
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4.-L_Because a compliance backfitting action does not require a backfit analysis, the staff 
need not demonstrate that the direct and indirect costs of implementation are 
justified in view of the increased protection from the backfit. In other words, a full 
cost-benefit analysis is not required . However, the staff must include at least some 
consideration of costs in its documented evaluation. Although the extent of the 
consideration required will necessarily be fact and site specific, one of the faotors 
that may be relevant is the amount of time that has elapsed since the approval that is 
no1N claimed to be the subject of a mistake or omission. When the potential for 
compliance backfitting is identified relatively soon (within approximately 2 years) after 
the licensing decision or the imposition of a regulatory requirement, likely all that will 
be necessary is a simple estimate of the cost imposing the backfitting action that 
does not quantify benefits or perform any balancing beyond that which 1Nas originally 
considered. However, when many years have passed (typically more than 10) before 
the staff determines that a regulation or requirement is not satisfied, identifying the 
benefits of compliance and comparing them to the cost of implementation will likely 
be appropriate to ensure that costs have been adequately considered. The staff is 
afforded a high degree of flexibility, in accordance with Commission direction, to 
determine how much cost consideration is appropriate based on the specifics of 
each case and the identified risk. 

5. Use of the compliance exception is limited to the follm.\ling situations that define 
"omission or mistake of fact" : 

(a) The NRG staff, whether by its own error or by licensee or third party error or 
omission at or before the time of its determination that a known and established 
standard of the Commission was satisfied, (1) incorrectly perceived facts, (2) 
performed or failed to recognize flawed analyses, or (3) failed to properly draw 
inferences from those facts or analyses, 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, and 

(b) Those facts, analyses, or inferences have now been properly perceived, 
performed, or drawn. 

(c) The error or omission may have been committed by any involved party and must 
be traced to 

(i) The original LB or to a change to the LB, and 

(i) The regulations contained in the LB at the time of implementation that were 
applicable to the particular licensee whose LB is at issue, and 

(ii) Any standards and practices in existence at the time the original 
determination was made. 
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The understanding for what constituted proper implementation of the regulations, 
standards, and practises must have been widely known or understood by 
professionals at the time. This is not restricted to the regulatory positions of the 
NRG but includes any industry or professional standards and practises in existence 
at the time the original determination 1.vas made. 

6. The compliance exception should not be applied to the following : 

(d) Failure of the NRG staff to extrapolate conclusions from fasts, analyses, and 
direst inferences in ways that 1,vere not commonly recognized under such 
prevailing professional standards and practises at the time of the NRG 
determination; or 

(e) Resharasterizations of whether a particular set of otherwise understood 
circumstances satisfies the standard at issue based upon professional standards 
and practises developed or accepted after the time of the determination. 

7. The following policy concerns the use of the compliance exception to mandate 
consistency with the general design criteria (GDC). 

(a) The GDC are located in Appendix A, "General Design Criteria for Nuclear Power 
Plants," to 10 CFR Part 50 and 1 O CFR Part 72, Subpart F, "General Design 
Criteria." Those design criteria help formulate a plant's design basis, and the 
design basis is reflected in the plant's final engineering drawings. The design 
basis must be documented in the UFSAR. 

(b) The GDC establish "minimum requirements" for the development of the principal 
design criteria (PDC). The GDC are intended to provide gui~anse in establishing 
the PDC. The licensing process requires approval of an applicant's PDC as a 
condition for granting a GP. Before an Ob is issued, and as a basis for its finding 
of reasonable assurance of adequate protection of public health and safety and 
the common eefense and security, the Commission must find that the facility has 
been built in accordance with the PDC and any NRG approved changes. Thus, 
for 10 CFR Part 50 licensees with CPs issued since 1971 (when the GDC were 
promulgated), the Commission has already necessarily reached the conclusion 
that the design basis of the plant, as reflected in the PDC, meets or exceeds the 
minimum criteria set forth in the GDC. The 1992 SRM approved the SECY that 
concluded that no GDC baskfitting was needed, and that all pre GDC plants 
meet the intent of the GDC.ia 

1-a SRM was in response to SECY 92 223 "Resolution of Deviations Identified During the Systematic 
Evaluation Program" and is dated September 18, 1992 (ML12256B290). 
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{c) The NRG must not rely on the GOG requirements for pre GOG licensing actions 
{those licenses or CPs issued bef.ore the issuance of the GOG (before 1971 )), 
unless the NRG has made the GOG a requirement for that licensee. 

{d) Under the provisions of 10 CFR 50.34, "Contents of Applications; Technical 
Information," an application for a GP must include the PDC for a proposed 
facility. Under the provisions of 10 CFR 52.4 7, "Contents of Applications; 
Technical Information," 1 O CFR 52.79, "Contents of Applications; Technical 
Information in Final Safety Analysis Report," 10 CFR 52.137, "Contents of 
Applications; Technical Information," and 10 CFR 52.157, "Contents of 
Applications; Technical Information in Final Safety Analysis Report," an 
application for a DC, COL, SDA, or ML, respectively, must include the PDC f.or a 
proposed facility. The PDC establish the necessary design, fabrication, 
construction, testing, and performance requirements for SSCs important to 
safety; that is, SSCs that provide reasonable assurance that the facility can be 
operated without undue risk to the health and safety of the public. 

{e) The license approval process will typically yield more specific requirements than 
those set forth in the GOG. However, the NRG is not precluded from reliance on 
GOG as the source of a "requirement" for purposes of invoking the compliance 
exception in those cases where a GOG 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 GOG 
at issue. Thus, a GOG can be regarded as a requirement in those circumstances 
in which the GOG is prescriptive in nature and the technical specifications and 
other licensee requirements derived from the POC do not speak to the matter in 
question. 

{f) In some cases, conditions not in accordance with the GOG can be properly 
resolved as a matter of adequate protection if tho matter creates undue risk to 
public health and saf.oty or the common defense and security, without the need to 
invoke the compliance exception. Tho extent to which regulatory action is 
necessary to ensure adequate protection should be evaluated before invoking 
the compliance exception based on a requirement set forth in the GOG. 

Sa-4---'-Use of the compliance exception to support a backfit should not be confused with 
routine inspection activities related to the LB, as determined by the reactor oversight 
process or other inspection activities. NRC inspections assess compliance with the 
requirements in the licensing basis, whereas compliance backfitting is pertinent to 
those issues where the staff has determined that it is necessary to modify the 
approved LB because of an error or omission. Thus, it is not expected that findings 
or violations documented as part of the NRC's inspection activities would result in 
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compliance backfitting. However, the NRC staff must evaluate each circumstance to 
ensure the issue is properly assessed against the LB and resolved . For example, the 
NRC would take enforcement action when a licensee is not in compliance with the 
NRG-approved method of meeting a requirement, whereas compliance backfitting 
would occur when a licensee is in compliance with an NRG-approved method but the 
NRC subsequently determines that the licensee's method does not result in 
compliance with the requirement because of an error or omission at the time of 
approval. 

~ 5. To the extent practical, t+he NRC staff's compliance backfitting documentation 
should include risk insights, including safety margin 16 , to provide the staff sufficient 
information to determine an appropriateaooeptable schedule for the licensee to 
implement the backfit. 

4-0,.6__,_At any point during the process, the responsible program office or the region, in 
consultation with other appropriate offices, including OGC and OE, may decide not to 
proceed with the backfitting action because further effort is likely to show either of the 
following : 

(a) Compliance backfitting would not provide any increase in safety or security as 
compared to the status quo. This is not to say that the increase in safety or 
security must be substantial , only that there must be some attributable increase. 

(b) An exemption from compliance with the Commission's regulation for which 
compliance is sought may be granted under 10 CFR 50.12, "Specific 
Exemptions;" 10 CFR 52. 7, "Specific Exemptions;" 10 CFR Part 70 Subpart B, 
"Exemptions;" 10 CFR 72.7, "Specific Exemptions;" or 10 CFR 76.23, "Specific 
Exemptions." 

44,.L_ GFAdditionally, in consultation with OE, the OD or RA may determine that 
enforcement discretion should be granted to enable the licensee to prepare a 
systematic and planned approach for implementing a backfitting action . If the OD or 
RA and OE conclude that enforcement discretion is appropriate or necessary, based 
on a risk-informed analysis and in consideration of licensee outages and 
maintenance schedules, OE, with the OD or RA, will normally issue an enforcement 
guidance memorandum or seek Commission approval for an interim enforcement 
policy for multifacility compliance backfitting actions, as appropriate. 

16 Safety margin may not be quantifiable. For example, meeting environments qualification (EQ) 
requirements in 10 CFR 50.49 "Environmental qualifications of electrical equipment important to 
safety for nuclear power plants," results in safety margin, but this margin is not readily quantifiable, 
particularly with regard to public health and safety (i.e ., the equipment is robust for performing under 
events that are important to plant risk and are less severe than the environmental qualifications 
envelop). 
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(a) An enforcement guidance memorandum is usually the appropriate enforcement 
discretion for generic or industrywide compliance backfits. 

(b) For individual facility- or site-specific compliance backfitting actions, the exercise 
of enforcement discretion may be addressed in the Order associated with the 
compliance backfit. 

12. If adequate protection is not involved, then a determination must be made to verify 
there is adequate safety margin with respect to the regulatory requirements. 
Therefore, .Qconsideration of cost is relevant in determining if a backfit is needed to 
recover the lost safety margin. 

43-:-L lf, after careful consideration of the issue, risk to public health and safety or the 
common defense and security, safety margin, and licensee costs for implementation 
of the compliance backfit, the NRG determines that compliance should not be 
required, then the NRG will normally grant enforcement discretion until such time as 
the NRG initiates and issues an exemption in accordance with 10 GFR 50.12, an 
amendment in accordance •.vith 10 GFR 50.90, a relaxation of an order, or other 
action as appropriate. 

C. Cost-Justified Substantial Increase in Protection Backfitting 

For all backfitting that does not satisfy the adequate protection exception or compliance 
exception criteria, the NRC should determine whether to perform a backfit analysis by 
applying the facts of the proposed backfitting against the backfit standard as described 
below. 

1. Backfit or Issue Finality Standard 

The backfitting provisions require, first, that the proposed action result in a 
substantial increase in the overall protection of public health and safety or the 
common defense and security. If either criterion is met, the standard then requires 
that the direct and indirect costs are shown to be justified in light of the substantial 
increase in overall protection. If the proposed action is not shown to result in a 
substantial increase in safety or security, or the costs are not justified, then the 
backfit should GaRnot be imposed (unless the Commission exempts itself from the 
backfitting rule). 

2. Backfit Analysis 

All backfit analyses must be performed in accordance with 10 CFR 50.109 or other 
applicable regulations and NUREG-1409. 

(a) Once the NRC determines that backfitting must be pursued, and adequate 
protection or compliance backfitting are not appropriate, the NRC staff must 
develop a backfit analysis. 
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(b) The staff must demonstrate and document that the backfit standard is met. The 
staff must consider available quantitative and qualitative data in making this 
determination. If necessary, relevant, and consistent with SRM-SECY-14-0087, 
"Staff Requirements - SECY-14-0087-Qualitative Consideration of Factors in the 
Development of Regulatory Analyses and Backfit Analyses," dated March 4, 
2015, qualitative considerations may be used to demonstrate a cost-justified 
increase in protection. As directed, qualitative factors should be used in a 
judicious and disciplined manner to inform decisionmaking, in limited cases, 
when quantitative analyses are not possible or practical (i.e., due to lack of 
methodologies or data). Accordingly, an analysis should be informed by 
applicable risk information, including a PRA, to the extent it is available and can 
be considered without undue use of NRC resources. The staff will also consider 
information available concerning any of the factors listed in 10 CFR 50.109( c ), as 
may be appropriate, and any other information relevant and material to the 
proposed backfitting, including NUREG/BR-0058, "Regulatory Analysis 
Guidelines of the U.S. Nuclear Regulatory Commission." 

(c) Relaxations may not show a substantial increase in safety or security; 
consequently, implementation of these relaxations are voluntary for the 
licensees. In most cases, relaxations involve alternative regulatory approaches 
that licensees can choose to implement, may involve small decreases in safety 
or security, and are not backfitting actions if options for implementation are 
offered to the licensees. When such options are offered, the NRC verifies that 
compliance with the licensee's LB, including the relaxation (if it involves a small 
decrease in safety or security), continues to provide reasonable assurance of 
adequate protection. 

3. Under 10 CFR 72.62, the Commission can require the backfitting of an ISFSI or MRS 
installation if it finds that the backfitting action would result in a substantial increase 
in protection to the occupational or public health and safety whose costs are justified 
in light of the increased protection. 

D. Additional Considerations 

1. For all backfitting actions, additional procedural factors required by the CRGR 
Charter for a systematic analysis justification must be used if they apply to the issue. 
Furthermore, as additional administrative controls, the offices or regions may use 
reviews by special internal panels, and OE and OGC review and concurrence, as 
appropriate. 

2. The NRC staff mayshould recommend terminating a proposed agency action that 
would constitute backfitting when the staff concludes that the proposed action is not 
necessary for adequate protection; the compliance exception to the backfit analysis 
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requirement does not apply; the backfitting action is not likely to result in a 
substantial increase in safety or security; or, if a substantial inoroase in safety or 
seourity oan be demonstrated, the direct and indirect costs of implementation are not 
likely to be justified. The responsible program OD or RA may approve closing the 
issue with appropriate notice sent to all applicable parties and recorded in ADAMS. 

3. During the course of dispositioning a proposed finding , violation, or licensing action, 
a licensee may raise concerns that the proposed action is backfitting . The staff will 
inform divisional management of the concern and, before the proposed aotion is 
taken, with ensuing discussieR& oonsidering previous regulatory staff positions and 
enforcement precedentsse. A lack of historical staff position could be indicative of a 
new staff position that would trigger and therefore subjeot to backfitting provisions. 
Informing divisional management and researohing historioal positions ensures 
appropriate oonsideration of lioensee oonoerns and supports agenoy operation as a 
stable and reliable regulator. 

E. Scheduling of Backfitting Implementation 

1. After the appropriate OD (NMSS, NRO, or NRR) or RA has approved a facility
specific documented evaluation or backfit analysis, the responsible division director 
or above must issue the backfitting requirement to the licensee. The licensee may 
choose to implement the backfitting action or appeal the decision to the program OD 
or RA. 

2. Implementation of a facility-specific backfitting action should be accomplished on a 
schedule based on the safety or security significance and overall risk of the issue, 
with the exception of any adequate protection backfits that should be expeditiously 
imposed. The staff should consult with its regional and program office counterparts 
and OE to establish the implementation schedule, identify the implementation 
actions, and determine if and when enforcement action is appropriate. The 
responsible OD or RA, in collaboration with OE, must determine whether 
enforcement discretion is appropriate, and how it will be addressed in the facility 
specific backfit action. 

3. In accordance with the backfitting provisions (e.g., 10 CFR 50.109(c)), scheduling 
criteria will include the importance of the backfitting action (i.e., safety or security 
significance, including risk) relative to other safety- or security-related activities 
underway, such as planned construction , outages, or other maintenance. 

4. For generic backfitting actions that are part of rulemaking, schedule considerations 
are addressed as part of the rulemaking process, and are typically included in the 
new regulations as implementation or scheduling provisions. 

5. A facility-specific backfitting action may be imposed by Order before completing any 
of these procedures if the OD who authorized the backfitting action determines that 
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immediate imposition is necessary to ensure public health and safety or the common 
defense and security. In such cases, the appropriate OD must promptly notify the 
EDO of the action and, if possible, the staff must prepare a documented evaluation in 
time to be issued with the Order. If the documented evaluation cannot be issued with 
the Order, the evaluation must be completed as soon as possible after issuance of 
the Order and made publicly available. 

F. Appeals of Backfitting Decisions 

1. By NRC policy, the NRC affords licensees an opportunity to appeal a backfitting 
action at two levels: a First-Level Appeal to the OD or RA and a Second-Level 
Appeal to the EDO. 

2. The appeal process applies to the following two situations: 

(a) An applicable staff position that the NRC staff determined was not backfitting, but 
the licensee believes is backfitting, or 

(b) An applicable staff position that the NRC staff determined was backfitting, but the 
licensee believes was not properly required justified , including an appeal to 
modify or withdraw a backfitting action for which a backfit analysis was 
conducted or an appeal that a backfitting action based on justified by the 
adequate protection or compliance exception in fact must be analyzed justifiod 
through a backfit analysis. 

3. If at any time during an appeal process, the NRC determines the proposed action is 
unjustified backfitting that was not properly analyzed , the responsible OD or RA, or 
designee, must document the decision and inform the licensee. 

4. The First-Level Appeal process must be carried outcompleted before the Second 
Level Appeal process begins. In the event a licensee addresses its initial appeal of a 
staff action to a level above the OD or RA, the appeal should be assigned to the OD 
of the program office that oversees the subject of the backfit, who will then oversee 
the First-Level Appeal process. While a program OD or an RA can issue backfi~ing 
actions, all backfitting appeals are overseen by a program OD, who will coordinate 
the review with the RA overseeing the affected facility, and the OD for emergency 
preparedness or security issues, in the Office of Nuclear Security and Incident 
Response (NSIR). 

5. First-Level Appeal: 

(a) The licensee may send a backfitting appeal in writing to the OD or RA whose 
staff proposed or issued the action. The program OD is responsible for deciding 
the appeal. This constitutes a First-Level Appeal. 
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(b) During the review process, the OD may designate a panel to consider the 
appeal. A public meeting must be offered at which the licensee may discuss the 
appeal to ensure the NRC has a full understanding of the appeal. No 
determinations will be made at this public meeting. 

(c) During the review process and following any public meeting with the licensee, a 
meeting with the originating staff must be offered to discuss the backfitting action 
and supporting documentation to ensure a full understanding of the initial action 
in question. 

(d) After appropriate interoffice coordination and management review of the 
licensee's appeal, the program OD, working with the responsible RA and the 
NSIR OD, as applicable, must decide on the appeal. This process should be 
completed within 90 days of the date the NRC accepts the appeal. 

(e) The applicable Deputy EDO must be informed of the decision before the program 
OD informs the licensee of the decision in writing . 

(f) If the backfitting action is determined to be the correct regulatory path forward, 
following the written decision of the appropriate program OD, the licensee may 
implement the action or submit a Second-Level Appeal. 

6. Second-Level Appeal: 

(a) If the licensee does not agree with the outcome of a First-Level Appeal, the 
licensee may file a second and final appeal to the EDO. 

(b) The EDO may designate a panel to consider the Second-Level Appeal. A public 
meeting with the licensee must be offered to discuss the licensee's appeal 
documentation and allow for a full understanding of the licensee's position . 

(c) The EDO's designated panel must consider all supporting staff analyses, 
submitted licensee analyses, and supplemented staff analyses, as well as any 
other information that is relevant and material to the appeal. Meetings with the 
staff involved in the original action in question and those involved in the First
Level Appeal must be offered to allow a full understanding of the staff position. 

(d) If the EDO determines that the action subject to a backfitting appeal is not 
considered backfitting, the action must not be treated further within the context of 
backfitting, but will be processed commensurate with the normal licensing or 
inspection appeal process. 

(e) If the EDO denies the appeal, the licensee must implement the action. If the 
licensee fails to implement the backfitting action, the appropriate OD must issue 
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an Order. Once an Order is issued, whether or not it is immediately effective, 
MD 8.4 no longer applies. At this point, appeals are governed by the provisions 
of 10 CFR Part 2, "Agency Rules of Practice and Procedure," Subpart B, 
"Procedure for Imposing Requirements by Order, or for Modification, Suspension, 
or Revocation of a License, or for Imposing Civil Penalties." 

G. Exceptions 

The NRC staff is not required to make facility-specific backfitting findings when generic 
backfitting actions on the same issue(s) are, or have been, approved by the CRGR and 
EDO. This is also true for generic backfitting actions approved before November 1981, 
unless the EDO determines that significant facility-specific backfits were not considered 
during the prior reviews. 

H. Assessment of the Overall Effectiveness of the NRC's Backfit Management 
Program 

The CRGR assesses, typically every 5-years, the effectiveness of the NRC's 
administrative controls for backfitting, as part of its regulatory effectiveness 
responsibility, and provides a report to the EDO. 

IV. INFORMATION COLLECTION PROCESS 

A. NRC Regulations for Information Collection 

1. Demands for Information concerning alleged violations or potentially hazardous 
conditions or other facts are made pursuant to 10 CFR 2.204. Under Section 2.204, 
the NRC can require a licensee to respond for the purposes of determining if an 
Order under 10 CFR 2.202 should be issued, or whether other actions should be 
taken. 

2. Information requests to power reactor licensees are made pursuant to 
10 CFR 50.54(f). Under 10 CFR 50.54(f), the NRC can require its licensees to 
provide information to enable the Commission to determine whether or not a license 
should be modified, suspended, or revoked . This rule requires the NRC staff to 
provide a reasonable basis forjtfstify these information requests with supporting 
analysis that demonstrates that the costburden to be imposed on licensees is 
justified in view of the potential safety significance of the issue for which the 
information is requested. The exceptions to this requirement to prepare an analysis 
justification _are as follows: 

(a) No supporting analysis is required whenever there is reason to believe that public 
health and safety or the common defense and security may not be adequately 
protected , and information is needed to determine if this is the case and to take 
any necessary corrective actions. 
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(b) No supporting analysis is necessary if the staff seeks information of a type 
routinely sought as a part of the standard procedures for the review of 
applications for licenses or license amendments for facilities under construction, 
or the conduct of inspection activities for facilities under construction. However, if 
the request is not part of a routine licensing review (for example, if the staff seeks 
information to develop a new staff position), then the supporting analysis must 
include the reasons for the request and provide a reasonable basis forttJS-Hfy the 
estimated costburden imposed on the licensee before issuance. 

(c) No supporting analysis is necessary for licensing reviews or inspection activities 
for operating facilities, or for information requests sought to verify licensee 
compliance with the requirements in the LB for the facility. Requests for 
information made in connection with fact-finding reviews, inspections, and 
investigations of accidents or incidents are not usually made, pursuant to 
10 CFR 50.54(f). Furthermore, such requests are not normally considered within 
the scope of the backfitting rules. 

3. The requirements for information collection requests for selected materials licensees 
are contained in 10 CFR 70.22(d), 10 CFR 72.62(d), and 10 CFR 76.?0(e). 

4. The requirements for information collection requests for power reactor licensees 
under 10 CFR Part 52 are contained in 10 CFR 52.39(f), 10 CFR 52.98(g), 10 CFR 
52.145(c), and 10 CFR 52.171(c). 

5. The information request sent to the licensee should document the staff's evaluation 
of the applicable information collection requirements for the request. 

B. EvaluationJustifioatioR 

1. The program OD and the RAs must ensure that the staff establishes a reasonable 
basis for all information requests (except in cases that do not require an 
analysis justification). Specifically, the responsible OD or RA must do the following: 

(a) Ensure that the staff has evaluated the request to determine whether the burden 
cost imposed on the licensee by the information request is justified, 
commensurate with the potential safety or security significance of the issue to be 
addressed. Such evaluation justification should consider the following: 

(i) Whether the NRC already has the information being requested, 

(ii) Whether the NRC can readily obtain the information absent a formal 
information request (for example, is the information available in the public 
domain), 
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(iii) How to minimize the population of entities from whom information is being 
requested, and 

(iv) How to obtain the necessary information while minimizing the burden oncost 
to requested entities. 

(b) Approve the information request and the staff evaluation before transmittal of the 
request for information to a licensee. 

2. The NRC staff's evaluations to demonstrate that an information request is justified 
appropriate must include at least the following elements: 

(a) A statement of the problem describing the need for the requested information in 
terms of its potential benefit, 

(b) The licensee actions required and an estimate of the cost toburden on the 
licensee to develop a response to the information request, and 

(c) An anticipated schedule for the NRC to analyze and act on the information. 

V. TRAINING PROGRAMS FOR BACKFITTING AND INFORMATION COLLECTION 

A. Backfitting Training 

The NRC ODs and RAs, informed by consultation with OGC and agency backfitting 
POCs, must plan for backfitting training for their staff that incorporates the agency 
backfitting training program. The agency backfitting training program should include 
beginner and advanced levels, as well as refresher courses. 

B. Backfitting Agencywide Training Coordination 

The Office of the Chief Human Capital Officer (OCHCO) must maintain and update a 
backfitting training program for the NRC staff. OCHCO will develop the backfitting 
training modules in consultation with OGC, CRGR, and program ODs. OCHCO will also 
consult and coordinate with the appropriate contact in the Office of the Chief Information 

· Officer to ensure backfitting training modules are available online. 

C. Information Collection Training 

The NRC program offices should maintain information collection training and 
qualification for project managers with support from OGC. Regional inspection 
procedures and qualification do not apply to this training requirement. 
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VI. ACRONYMS 

10 CFR 

ADAMS 

AEA 

BTP 

CAL 

COL 

CP 

CRGR 

DC 

OCR 

DEDO 

DH 

EDO 

ESP 

GDC 

ISFSI 

LAR 

LB 

LR 

LRA 

LWA 

MD 

ML 

MRS 

NMSS 

NRC 

Title 1 0 of the Code of Federal Regulations 

Agencywide Documents Access and Management System 

Atomic Energy Act of 1954, as amended 

Branch Technical Position 

Confirmatory Action Letter 

Combined License 

Construction Permit 

Committee To Review Generic Requirements 

Design Certification 

Design Certification Rule 

Deputy Executive Director for Operations 

Directive Handbook 

Executive Director for Operations 

Early Site Permit 

General Design Criterion/criteria 

Independent Spent Fuel Storage Installation 

License Amendment Request 

Licensing Basis 

License Renewal 

License Renewal Application 

Limited Work Authorization 

Management Directive 

Manufacturing License 

Monitored Retrievable Storage 

Office of Nuclear Material Safety and Safeguards 

U.S. Nuclear Regulatory Commission 
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NRO 

NRR 

NSIR 

NUREG 

NUREG/BR 

OCHCO 

OD 

OE 

OGC 

OL 

PDC 

POC 

PRA 

RA 

RES 

RG 

SDA 

SE 

SECY 

SER 

SLR 

SRM 

SSC 

TR 

UFSAR 

Office of New Reactors 

Office of Nuclear Reactor Regulation 

Office of Nuclear Security and Incident Response 

NRC Technical Report Designation 

NUREG Brochure 

Office of the Chief Human Capital Officer 

Office Director 

Office of Enforcement 

Office of the General Counsel 

Operating License 

Principal Design Criteria 

Point of Contact 

Probabilistic Risk Assessment 

Regional Administrator 

Office of Nuclear Regulatory Research 

Regulatory Guide 

Standard Design Approval 

Safety Evaluation 

Office of the Secretary 

Safety Evaluation Report 

Subsequent License Renewal 

Staff Requirements Memorandum 

Structure, system, and component 

Topical Report 

Updated Final Safety Analysis Report 
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EXHIBITS 

EXHIBIT 1 NRC Internal Backfitting and Issue Finality Flowchart 
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licensee, or NRC 
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whether issue is 
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Yes, a 
backfit 

Not a 
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Characterize the backfitting type (consider 
adequate protection then compliance then 

cost-justified) , engage backfit staff and 
attorneys, enter backfitting process 

Necessary for 
compliance 

Backfit Analysis 

Exit from backfilling 
process, consider 

using other agency 
process (e.g ., 
enforcement) 

Substantial 
increase in 

safety or security 

I ,_ Justification of the Backfit 

Provide opportunity for 
CRGR review of backfit 

documentation 

No 

Office Director approval , 
issuance of backfit , EDO 

informed 

Facility 
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Facility raises backfilling or 
issue finality concern and 
initiates appeal process 
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not contest 

Exit from backfitting 
process, consider 

using other agency 
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Facility/facilities 
implement the 
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EXHIBIT 2 
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rea Quide) 

NRC Internal Backfitting and Issue Finality Flowchart 
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EXHIBIT 3 NRC Backfitting Requirements 

Affected Entities Backfitting/lssue Finality Regulation 

Power Reactors (licensed under 10 CFR Part 50) 10 CFR 50.109 

Power Reactors (permitted, certified, licensed or 10 CFR 50.109 and 10 CFR Part 52 (as 
approved under 10 CFR Part 52) noted below) 

Early Site Permit (ESP) 
10 CFR 52.39 (term of ESP) 

10 CFR 52.3j (renewal) 

Standard Design Certification Rule (DCR) 
10 CFR 52.63 (term of DCR) 

10 CFR 52.59 (renewal) 

10 CFR 52.83 (referenced NRC 

Combined License (COL) approvals) 

10 CFR 52.98 (term of COL) 

Standard Design Approval 
\ 

10 CFR 52.145 

Manufacturing License (ML) 
10 CFR 52.171 (term of ML) 

10 CFR 52.179 (renewal) 

Licensees authorized to possess special nuclear 
10 CFR 70. 76, Subpart H material above a critical mass 

Independent Spent Fuel Storage Installation 10 CFR 72.62 

Gaseous Diffusion Plant 10 CFR 76.76 
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Commissioner Caputo's Comments on SECY-18-0049 
Management Directive and Handbook 8.4, "Management of Backfitting, 

Issue Finality, and Information Collection" 

The Staff has presented for the Commission's consideration revisions to Management Directive 
8.4, Management of Backfitting, Issue Finality, and Information Collection, and its related 
Handbook (MD 8.4). The Staff's efforts stem from Commission direction in SRM-COMSECY-
16-0020, which instructed the Staff to revise agency guidance concerning consideration of cost 
and application of the compliance exception to the Backfit Rule consistent with recent legal 
developments and clarifications. I thank the Staff for the significant time and effort spent in 
addressing the Commission's direction. 

The Backfit Rule provides licensees with assurance that regulatory changes or modifications will 
not be implemented unless they are necessary for adequate protection, are needed to correct 
an error or mistake of fact that causes a licensee to be out of compliance with the agency's 
requirements, or substantially increase the overall public health and safety or common defense 
and security and are cost-justified. It is important that the agency consistently follow its own 
rules. Moreover, adherence to the Backfit Rule ensures that agency action is consistent with 
agency goals and objectives, including our Principles of Good Regulation. 

This vital link between adherence to the Backfit Rule and adherence to our Principles of Good 
Regulation strongly influenced my consideration of modifications to Management Directive 8.4. 
The staff's proposed revision and the expansion of its scope is one step toward achieving 
consistency across the agency for implementing backfitting and issue finality requirements. The 
previous version of MD 8.4 and its Handbook applied to facility-specific backfitting and 
information requests only. The staff proposes to change the title and expand the scope of MD 
8.4 to apply to facility-specific and generic backfitting and issue finality actions. I approve this 
change. 

I also approve the Staff's proposed restructuring of MD 8.4 to specify that consideration of 
whether a change is necessary for adequate protection, as defined by the Commission, is the 
first step in the Staff's backfit analysis. This determination should not be made lightly or used as 
a means for avoiding a more rigorous regulatory analysis. An adequate protection 
determination is a necessarily high standard as it indicates that existing protections are 
inadequate, contrary to the agency's statutory mandate. If a regulatory change or modification 
is considered necessary for adequate protection, it is common-sense that the next question 
would be whether the change would need to be immediately effective. The Statements of 
Consideration accompanying the 1985 revisions to the Backfit Rule recognize circumstances 
where changes necessary for adequate protection may or may not require "immediately 
effective regulatory action ."1 However, the MD as presented to the Commission does not 
instruct the Staff to conduct an imminent threat analysis. Accordingly, I support the Chairman's 
proposal that where the Staff determines a change is necessary for adequate protection , their 
determination should be accompanied by an imminent threat analysis. That analysis should be 
provided to the Commission for consideration in its review of the proposed action. Anything less 

1 Revision of Backfitting Process for Power Reactors, 50 Fed. Reg. 38097, 38103 (Sept. 20, 1985). 
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than this disciplined approach risks a decision that is subjective, poorly documented, and 
inconsistent with the risk reduction achieved. 

The next question in a backfit evaluation is whether the proposed regulatory change or 
modification is needed to correct an error or mistake of fact that causes a licensee to be out of 
compliance with the agency's requirements. A logical, substantive, and disciplined answer to 
this question is essential for regulatory reliability. Subjectively reinterpreting previous agency 
decisions and licensing bases, either outside or within the backfit process, suggests indecisive 
administration of our regulations. Such a dynamic creates the perception that our regulations 
are subject to unpredictable and unjustified change, contrary to the principle of Reliability. 

Many of the revisions to MD 8.4 stem from the Supreme Court's decision in Michigan v. EPA, 
where the court determined that an agency's decision-making process should include at least 
some consideration of the cost incurred by a licensee to comply with a new regulation. The 
Staff in the past had not considered costs when applying the compliance exception. I recognize 
the Staff's efforts to address the Court's decision and I support the Chairman's edits that further 
clarify the interpretation of the use ofthe compliance exception. 

The last step of a backfit evaluation is to determine whether the proposed regulatory change or 
modification would provide a substantial increase in safety or security, and, if so, whether the 
change is cost-justified . This crucial step ensures our actions are consistent with the degree of 
risk reduction they achieve, which is one of the most valuable purposes of the Backfit Rule. 
Regulatory changes and modifications are ultimately sorted based on risk significance by 
determining whether they are necessary for adequate protection or provide a cost-justified 
substantial increase in safety. Thus, the backfit process is a tool for risk-informing whether to 
impose regulatory changes or modifications. 

Connected to the consideration of cost in regulatory decision-making is the concept of "forward 
fits ." While I consider a forward fit to simply be a regulatory change and disagree with the need 
to create a defined term for what essentially constitutes a new requirement, it has nonetheless 
crept into our lexicon. Since the term appears in the Staff's proposed revisions to MD 8.4, it 
becomes necessary to address this new term. A forward fit is similar to a backfit in that it is the 
imposition of a new or modified requirement or regulatory interpretation. But it is applied as a 
condition of approval by the NRC of a licensee-initiated request for a licensing action when the 
underlying request did not propose to comply with the new or revised requirement or 
interpretation. In either case, a licensee would be compelled to comply with a regulatory 
change or new interpretation. 

I am concerned that the forward fit process provides an avenue for requirements to be imposed 
on licensees without the advantage of determining whether the new requirement will provide a 
substantial safety improvement or a cost-benefit analysis. In other words, to suggest that 
regulatory changes imposed on existing licensees must be justified, but that future applicants 
can be subjected to unjustified regulatory changes is contrary to the principles of Independence, 
Efficiency, Clarity, and Reliability. For example, subjecting licensees of comparable facilities to 
different requirements based solely on the timing of their respective applications without 
justifying those differences would be subjective, illogical, impractical, and unfair. 
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I therefore propose that the forward fit process include the same regulatory analysis and 
scrutiny as employed under the backfit process. Specifically, for forward fits unrelated to 
adequate protection the Staff must demonstrate that that there is a substantial increase in the 
overall protection of the public health and safety or the common defense and security to be 
derived from the forward fit, and that the direct and indirect costs of implementation for that 
facility are justified in view of this increased protection. Further, forward fits should be limited to 
situations where: 1) there is a direct nexus to the licensee's request, and 2) the imposition of a 
new or modified requirement or regulatory Staff position is essential to the Staff's determination 
of the acceptability of the licensee's request. I also support the Chairman's proposal that the 
Staff should establish an appeals process for forward fits that is similar to the process provided 
for backfits. This will enable a continuous and transparent dialogue between Staff and 
licensees regarding new requirements. 

Finally, I propose a clarification in the MD of the responsibilities of each office regarding 
conducting backfit and forward fit reviews, including those for security related changes. The 
Directors of NRR, NRO, and NMSS and the Regional Administrators have primary responsibility 
to conduct backfit evaluations for the facilities within their programs and regions. These offices 
will be supported by and coordinate with other agency offices-such as OGC, NSIR, OE, and 
RES-for their input and concurrence on these determinations. This process will enable 
consistency and uniformity in our backfit and forward fit processes. 

Our regulatory framework has been developed over the past 64 years, reflecting the efforts of 
thousands of agency experts and over 4,500 years of operational experience in nuclear power. 
Based on this wealth of experience and institutional knowledge, changes should be made only 
after robust and careful analysis and consideration to ensure that these changes are truly 
warranted. Rigorous adherence to and consistent application of the Backfit Rule is necessary to 
provide the agency's stakeholders with necessary regulatory stability and transparency in the 
NRC's reasoned and informed decision-making process. The Backfit Rule should not be viewed 
as a barrier to regulatory change, it should be viewed as a tool to ensure we are making sound, 
justified, safety- and security-beneficial changes in keeping with our Principles of Good 
Regulation. 
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It is the policy of the U.S. Nuclear Regulatory Commission to have an effective program that 
will ensure that backfitting1 and forward fitting2 of nuclear power reactor facilitieslicensees3 

and selected nuclear materials licensees and certificate holdersfacilities is appropriately 
documented and justified based on the backfitting provisions of applicable NRC regulations 
and the Commission 's agency's backfitting and forward fitting policy and guidance. 
Additionally, the NRC must justify information requests to licensees as required by 

In this MD, the NRG uses the terms "backfit" and "backfitting" to mean backfitting as defined in 
10 CFR 50.109, 70.76, 72.62, and 76.76 and violations of issue finality under 10 CFR Part 52. 10 
CFR Part 52. Parts 50, "Domestic Licensing of Production and Utilization Facilities," Part 52, Part 70, 
"Domestic Licensing of Special Nuclear Material," Part 72, "Licensing Requirements for the 
Independent Storage of Spent Nuclear Fuel , High Level Radioactive Waste, and Reactor Related 
Greater Than Class C Waste," and Part 76, "Certification of Gaseous Diffusion Plants," are the only 
parts of the NRC's regulations that contain backfitting or issue finality provisions. Backfitting 
provisions implicitly apply, in part, to applicants for a power reactor rene•ned license due to the 
limitation in scope of the NRC's review under 1 O CFR Part 54 , "Requirements for Renewal of 
Operating Licenses for Nuclear Power Plants. In Title 10 of the Code of Federal Regulations (10 
CFR), Section 50.109, "Backfittinq, " backfitting for a nuclear power reactor is defined as 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 
after certain dates. For selected nuclear materials facilities, the backfittinq definitions in 10 CFR 
70. 76, 72.62, and 76. 76 are slightly different. The "issue finality" provisions in 10 CFR Part 52 are 
different from those in 10 CFR 50.109 and the wording and structure between the two groups of 
provisions differ significantly. The term "backfit" is not normally used in discussions relevant to new 
power reactors: the concept of "issue finality" is used rather than "backfit." In this MD, the NRC uses 
the terms "backfit" and "backfitting" to encompass backfits as defined in 10 CFR 50.109, 70.76, 72.62, 
and 76.76 and issue finalit matters under 10 CFR Part 52. 
2 A forward fit is defined as imposition of a new or modified requirement or regulatory staff 
interpretation of a requirement that results in 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 as a condition of 
approval by the NRC of a licensee-initiated request for a licensing action when the underlying request 
did not propose to comply with the new or revised requirement or interpretation. Such licensing 
actions may include a license amendment or a license renewal , although the normal application of the 
process in 10 CFR Part 54, "Requirements for Renewal of Operating Licenses for Nuclear Power 
Plants," does not generally constitute forward fitting . The NRC may condition its approval of such a 
licensing action on the use of a new or modified regulatory staff position only if 1) there is a direct 
nexus to the licensee'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 licensee's 
request. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 3 
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applicable NRC regulations under 10 CFR 50.54(f), "Conditions of licenses.:.," and 2.204, 
"Demand for information." 

The backfit and forward fit evaluation and analysis requirements ensure that the NRC 
demonstrates, before implementing the backfit or forward fit, that the action would meet 
certain standards that vary based on the type of facility. In accordance with the NRC 
Principles of Good Regulation and the Administrative Procedure Act, the backfitting and 
forward fitting rules and policies provide the fo llowing: 

(a) Regulatory stability, by ensuring that the changes the NRC makes are necessary 
or provide a substantial safety enhancement 

(b) Reasoned and informed NRC decision making, by requiring the proposed action 
be properly justified; and 

(c) Transparency of NRC decisionmaking, by requiring that the NRC document and 
make publicly available its analyses and evaluations. 

II. OBJECTIVES 

- Ensure NRG-licensed facilities provide adequate protection of public health and safety, 
promote the common defense and security, and allow for substantial improvements in 
both safety and security, beyond adequate protection, while minimizing avoiding any 
unjustified burden on the NRC, the public, or licensees when implementing a backfitting 
or forward fitting action. 

Ensure that backfitting considerations are applied to the furtherance of substantive 
radiological public health and saf.ety, or common defense and security objectives. 

=-Ensure that backfitting applied to a nuclear power reactor licensee facility or nuclear 
materials licensee facility is appropriately justified and documented. 

- Ensure that forward fitting a nuclear power reactor facility or nuclear materials facility are 
appropriately justified and documented. 

=-Ensure that NRG-proposed changes to previously approved Efil!.y_Site Permits (ESP), 
Design Certifications (DC), Standard Design Approvals (SDA), Combined Operating 

3 In this MD, the NRG uses the term "nuclear power reactor licensees" to refer to holders of 
10 CFR Part 50 or Part 52 licenses, permits, or approvals, including: early site permits (ESPs), 
standard design approvals (SDAs), combined licenses (COLs), and Mls; design certification (DC) 
applicants whose designs are certified in final DC rules (DCR); applicants for COLs if the application 
references an ESP, DCR, or SDA; and applicants for Mls if the application references a DCR or 
SDA. Specific definitions and terminology are included in 10 CFR Parts 50, 70, 72, and 76. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 4 
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Licenses (COL), and Manufacturing LicenseslM!J (i.e., violations of issue finality under 
1 O CFR Part 52) are appropriately justified and documented. 

- Ensure that adequate protection backfitting justifications include an imminent threat 
analysis. 

- Ensure that compliance backfitting justifications include some consideration of costs. 

- Ensure that any documented evaluationJ.-ei= backfi t._ or forward fit analysis is risk-
informed. 

- Ensure all information requests to licensees are justified as required by applicable NRC 
regulations. 

Ill. ORGANIZATIONAL RESPONSIBILITIES AND DELEGATIONS OF AUTHORITY 

A. Executive Director for Operations (EDO) 

L_Responsible for the NRC's backfitting process and ensuring proper implementation 
of the backfitting rules. 

-+.-2. Responsible for the NRC's forward fitting process and ensuring proper 
implementation of the forward fitting policy. 

2-a-;L_Authorizes deviations from this MD when in the public interest and when the 
deviation otherwise complies with applicable agency guidelines and policies, NRC 
regulations, public laws, and Executive Orders. 

L Delegates facility-specific backfitting authority and actions to the program~ 
Office Directors (ODs) and Regional Administrators (RAs). 

~5. Delegates facility-specific forward fitting authority and actions to the program Office 
Directors (ODs) and Regional Administrators (RAs). 

L Delegates information request authority and actions to the program ODs and RAs. 

4.-7. Reviews and modifies any proposed facility-specific backfitting or forward fitting 
action on his or her own initiative or at the appeal of the affected licensee or 
stakeholders. 

B. Director, Office of Nuclear Reactor Regulation (NRR); Director, Office of New 
Reactors (NRO); and Director, Office of Nuclear Material Safety and Safeguards 
(NMSS) 

1. Identify backfitting and forward fitting actions within their programs. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 5 
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2. Conduct backfitting analyses while coordinating with OGC, other program offices, 
NSIR OE, RES, and regional offices, who will be operating in a support role, to 
ensure consistency and uniformity. 

3. Conduct forward fitting analyses while coordinating with OGC, other program offices, 
NSIR OE, RES, and regional offices, who will be operating in a support role, to 
ensure consistency and uniformity. 

4. Conduct an imminent threat analysis when the adequate protection exception is 
applied . 

5. Provide the CRGR with an opportunity to review any required documented 
evaluation, backfit, or forward fit analysis or any generic communication with 
backfitting or forward fitting concerns. 

6. Request CRGR review of potential facility-specific backfit or forward fit, as 
appropriate. 

7. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the affected entity or entities, e.g. the nuclear power reactor or 
nuclear materials licensee(s), of the backfitting or forward fitting action . 

8. Ensure consistency among inspection procedures, regulations, office instructions, 
and current agency guidelines and policies. 

9. Decide first-level licensee appeals on the imposition of all backfitting and forward 
fitting actions within the program office's area of responsibility. 

10. During the staff's evaluation and backfitting or forward fitting transmittal process, and 
any subsequent licensee appeal process, track each facility-specific backfitting or 
forward fitting action within the affected program office. 

11. Ensure entry into ADAMS, as appropriate, of all documents and records related to 
backfitting and forward fitting originating in either the program office or the region 
(within the program office's area of responsibility), including communications, 
decisionmaking, and the outcome of appeals. Make backfitting and forward fitting 
decisions publicly available, consistent with applicable requirements and guidance. 

12. Ensure appropriate training is available to the program office staff and ensure that 
the program office staff performance is in accordance with regulations, and current 
agency guidelines and policies. 

For the latest version of any NRC directive or handbook, see the online MD Catalog . 6 
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13. Designate an office-level Point of Contact (POC) to coordinate and resolve 
backfitting and forward fitting questions or concerns from the staff as they relate to 
the responsibilities of each respective program office. 

14. Ensure information requested under 10 CFR 50.54(f) is appropriately justified. 

C. Regional Administrators (RAs) 

1. Identify backfitting and forward fitting actions within the regions. 

2. Conduct backfitting analyses while coordinating with OGC, other program offices, 
NSIR, OE, RES, and the office directors of NRR, NRO, and NMSS, who will be 
operating in a support role , to ensure consistency and uniformity. 

3. Conduct forward fitting analyses while coordinating with OGC, other program offices, 
NSIR, OE, RES, and the office directors of NRR, NRO, and NMSS, who will be 
operating in a support role, to ensure consistency and uniformity. 

4. Conduct an imminent threat analysis when the adequate protection exception is 
applied. 

5. Provide the CRGR with an opportunity to review any required documented 
evaluation, backfit, or forward fit analysis before final approval. 

6. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the affected entity, e.g. the nuclear power reactor or nuclear 
materials licensee(s), of the backfitting or forward fitting action. 

7. Support the appropriate program office in processing licensee backfitting and forward 
fitting appeals that are within the regional area of responsibility. 

8. Ensure entry into ADAMS, as appropriate, of all documents and records related to 
backfitting and forward fitting and originating in the region, including communications, 
decisionmaking, and the outcome of appeals. Make backfitting and forward fitting 
decisions publicly available, consistent with applicable requirements and guidance. 

9. Ensure appropriate training is available to the regional staff and ensure that the 
regional staff performance is in accordance with regulations and current agency 
guidelines and policies. 

10. Designate a regional POC who will be responsible for any specific backfitting and 
forward fitting activities (generic and facility-specific) as needed, including the 
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8.D. 

coordination and resolution of any backfitting and forward fitting questions or 
concerns from the staff as they relate to the responsibilities of the respective region . 

Office of the General Counsel (OGC) 

1. Identifies potential backfitting and forward fitting actions. 

L Advises staff about whether staff's actions meet the applicable definitions of backfit. 

2-:-3. Advises staff about whether staff's actions meet the applicable definitions of forward 
fit. 

M--=--Advises staff about oow-whether staff's actions are congruent with issue finality 
provisions in 10 CFR Part 52. 

§.,_ _ _provides legal advice and assistance during backfitting identification, justification, 
imposition, and licensee appeal processes. 

4.-6. Provides legal advice and assistance during forward fitting identification, justification, 
imposition, and licensee appeal processes. 

0-:-L_Provides legal advice and assistance for developing backfitting training +A 
accordance withregarding backfitting requirements and agency implementation. 

!:l._Provides legal advice and assistance for information collections. 

~9. Maintains a backfitting/forward fitting Community of Practice with office POCs, 
including a backfitting/forward fitting site. 

C...=E ...... __ Committee To Review Generic Requirements (CRGR) 

1. Monitors the overall effectiveness of the NRC's generic backfitting and forward fitting 
management process, including the effectiveness of administrative controls for 
facility-specific backfitting and forward fitting . Maintains a Charter that describes the 
roles, responsibilities, and procedures of the CRGR in accordance with applicable 
regulations. 

2. Selects a sample of proposed backfitting and forward fitting actions for audit under 
10 CFR Part 50, 10 CFR Part 52, 10 CFR Part 70, 10 CFR Part 72 and 10 CFR Part 
76, consistent with its Charteri and ensures the actions are justified in accordance 
with regulations and agency guidelines and policies. 

3. Reviews potential facility;:-specific backfits and forward fits as requested by program 
office directorsprogram ODs and RAs. 
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4. Uses its discretion in deciding whether any review should require a formal staff 
presentation to the CRGR. 

5. Periodically assesses the effectiveness of the NRC's backfitting process 
implementation as part of its regulatory effectiveness responsibility and provides a 
report to the EDO. 

6,.§.,__Ensures consistency among the offices and regions in implementing the provisions 
of the NRC's backfitting and forward fitting rules and policies. The CRGR review 
focuses on the adequacy of backfitting and forward fitting implementation, interoffice 
coordination for processing backfitting and forward fitting actions, and staff training. 

-7-,.§.,__ Verifies that the responsible staff4 promptly enters backfitting and forward fitting 
decisions into the Agencywide Documents Access and Management System 
(ADAMS), and makes them publicly available, consistent with applicable 
requirements and guidance. 

3,-L_Periodically meets with stakeholders to gain stakeholder views and advise the EDO 
when modifications to the backfitting and forward fitting processes should be 
considered . 

8-,.§.,_Participates in Backfitting Review Panels at the request of the EDO. 

4"°7LCoordinates with the Office of the Chief Human Capital Officer (OCHCO), OGC, 
RES, NSIR, OE, the regions, and program offices to ensure that Human Resources 
Training and Development (HRTD) provides appropriate training for the NRC staff 
and that individual office procedures and guidance appropriately reflect the 
requirements of this MD and other applicable guidance. 

O...F. Director, Office of Nuclear Regulatory Research (RES) 

1. Identifies potential backfitting and forward fitting actions. 

2. Supports the offices and regions by implementing pertinent CRGR 
recommendations, EDO decisions, staff lessons_-learned, and Commission 
directives for enhancing the NRC's backfitting program. 

4 The office or the region that initiated the backfitting action supports the program office (the Office 
of Nuclear Reactor Regulation (NRR), the Office of Nuclear Material Safety and Safeguards (NMSS), 
or the Office of New Reactors (NRO)) that has the obligation to impose the backfit. The program 
office is solely responsible for generic backfitting actions. Regions are responsible for facility-specific 
backfitting actions arising from inspectioni and program offices are responsible for facility-specific 
backfitting actions arising from licensing or other headquarters actions. 
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~., _ _provides administrative support for routine CRGR activities. 

M. Ensures appropriate training is provided to the RES staff. 

4. Maintains a backfitting Community of Practice with office POCs, including a 
backfitting SharePoint site. 

e.G. Director, Office of Enforcement (OE) 

1. Defines and implements appropriate administrative controls to support the office and 
regional staffs in processing compliance backfits that involve enforcement discretion. 

2. If an Order, a notice of violation, or enforcement discretion is necessary in relation to 
a backfitting action, consults with OGC and the responsible office(s) and region.{fil, 
on the backfitting action and advises on its imposition, including supporting 
interactions with licensees to establish a schedule for implementing the compliance 
backfit, as applicable. 

Ensures appropriate training is providedavailable to the OE staff and ensures OE staff 
performance is in accordance with NUREG 1409, "Backfitting Guidelines." with current 
agency policy and guidelines. 

3. Designates an office-level POC to coordinate and resolve backfitting questions or 
concerns from the staff as they relate to the responsibilities of OE. 

~H. Director, Office of Nuclear Security and Incident Response (NSIR) 

1. Identifies any potential security related or emergency preparedness related 
backfitting or forward fitting actions.5 

2. Coordinates all security related backfitting v,iith the program offices and the regional 
offices. 

~LDesignates an NSIR manager (division director or higher) who coordinates with the 
program offices and OGC to request that the program office propose backfitting or 
forward fitting actions on nuclear power reactor and nuclear materials licensees 
facilities that pertain to the common defense and security or emergency 
preparedness. 

5 Throughout this MD, security related and emergency preparedness-related backfitting may be 
referred to as security or security related backfitting. 
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4.-LEnsures consistency of security and emergency preparedness inspection procedures 
with regulations and current agency guidelines and policies, and NUREG 1409. 

&.4---=-Consults, coordinates with, and provides support to program ODs, as 
appropriatenecessary, to resolve issues with security-related backfitting and forward 
fitting actions. The Director, NSIR, must support the program ODs and RAs, as 
appropriate, in processing security-related backfits and forward fits, including the 
resolution of licensee backfit appeals.9 

&.-LEnsures appropriate training is available to the NSIR staff and ensures that the NSIR 
staff performance is in accordance with current agency guidelines and 
policiesNUREG 1409. 

M---=-Designates an office-level POC to coordinate and resolve backfitting and forward 
fitting questions or concerns from staff as they relate to the responsibilities of NSIR. 

8. Makes backfitting decisions publicly available, consistent with applicable 
requirements and guidance. 

G. Director, Office of Nuclear Reactor Regulation (NRR); Director, Office of New Reactors 
(NRG); and Director, Office of Nuclear Material Safety and Safeguards (NMSS) 

1. Identify backfitting actions applicable to its programs. 

2. Coordinate backfitting actions with other program offices and regional offices to 
ensure consistency and uniformity. 

a. Provide the CRGR with an opportunity to review any required documented 
evaluation or backfit analysis or any generic communication •.vith backfitting 
concerns. 

4. Request CRGR review of potential facility specific backfit, as deemed appropriate. 

5. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the nuclear power reactor or nuclear materials licensee of the 
backfitting action. 

6. Ensure consistency among inspection procedures, regulations, and NUREG 1409. 

Tho program OD for tho affected facilities imposes facility specific backfitting actions and 
forwards licensee appeals on security related backfitting to tho NSIR OD. Tho NSIR OD will decide 
on tho appeal and coordinate with tho program OD. If a licensee refuses to implement an imposed 
backfitting ac!ion, tho appropriate program office must issue an Order. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 11 



MD 8.4 MANAGEMENT OF BACKFITTING, FORWARD 
FITTING, ISSUE FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved: XX/XX/XX.XX 

7. Consult and ooordinato with tho regions, NSIR, RES, OE, and OGG, as appropriate, 
to resolve issues with baokfitting aotions for which tho program offioo has oversight 
responsibility. 

8. Coordinate soourity related backfitting 'Nith tho Director, NSIR, and tho affooted 
regional office and approves tho supporting documentation for security related 
backfitting within tho program office's areas of responsibility. 

9. Decide first level licensee appeals on tho imposition of all baokfitting actions within 
tho program offioe's area of responsibility and ooordinates any appeals of security 
related backfits 'Nith tho Director, NSIR 

10. During the staff's evaluation and backfitting transmittal proooss, and any subsequent 
licensee appeal proooss, track each faoility spooifio baokfitting aotion within tho 
affected program office or region. 

11. Ensure entry into ADAMS, as appropriate, of all documents and reoords related to 
backfitting originating in either the program office or tho region (within tho program 
office's area of responsibility), including communications, dooisionmaking, and the 
outcome of backfitting appeals. Makes tho backfitting decisions publicly available, 
consistent with applioable requirements and guidanoo. 

12. Ensure appropriate training is available to tho program offioo staff and ensure that 
tho program offioe staff performance is in accordance with regulations, and NUREG 
44-GQ.; 

13. Designate an office level POC to ooordinato and resolve baokfitting questions or 
concerns from tho staff as they relate to tho responsibilities of each respective 
program office. 

14. Ensure information oollootion under 10 CFR 50.54(f) and 2.204 is appropriately 
justified. 

M. Regional Administrators (RAs) 

1. Identify backfitting actions applicable to tho regions. 

2. Coordinate with ·ODs and other RAs to ensure consistonoy in backfitting 
implementation among tho regions and program offices. 

3. Provide tho CRGR with an opportunity to review any required documented 
evaluation or backfit analysis before final approval. 
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4. After approving supporting documentation, notify, or designate the relevant division 
director to notify, the nuclear po•ner reactor or nuclear materials licensee of the 
backfitting action. 

5. Coordinate with other regions and either the Division of Inspection and Regional 
Support, NRR, or the Division of Construction Inspection and Operational Programs, 
NRG, as applicable, to ensure consistency among inspection procedures and 
regulations, and NUREG 1409. 

6. Consult and coordinate with the Director, NSIR; OGG and/or regional counsel; and 
the appropriate program OD to resolve security related, facility specific backfitting 
actions. 

7. Coordinate with the appropriate program office and NSIR, as necessary, to obtain 
the supporting documentation for proposed backfits. 

8. Support the appropriate program office in processing licensee backfitting appeals 
that are within the regional area of responsibility. 

9. Ensure entry into ADAMS, as appropriate of all documents and records related to 
backfitting and originating in the region, including communications, decisionmaking, 
and the outcome of backfitting appeals. Makes backfitting decisions publicly 
available, consistent with applicable requirements and guidance. 

10. Ensure appropriate training is available to the regional staff and ensures that the 
regional staff performance is in accordance with regulations and NUREG 1409. 

11. Designate a regional POC who •nill be responsible for any specific backfitting 
activities (generic and facility specific) as needed, including the coordination and 
resolution of any backfitting questions or concerns from the staff as they relate to the 
responsibilities of the respective region. The regional POC also ensures that the 
associated regional staff is proficient in a training program relevant to backfitting 
activities and agency information collection processes. 

I. Chief Human Capital Officer (CHCO) 

1. Develops, maintains, and updates, in consultation with the CRGR and OGC and in 
coordination with other offices and regions, a backfitting training program for the 
NRC staff, including generic and facility-specific backfitting training modules and 
refresher courses. 
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2. Consults and coordinates with the appropriate contact in the Office of the Chief 
Information Officer to maintain backfitting training modules onlino. 

J. Chief Information Officer (CIO) 

1. Maintains a repository for backfitting and forward fitting records in ADAMS. 

2. Advises the offices and regions on implementing administrative controls to ensure 
backfitting and forward fitting information is maintained in accordance with Federal 
and agency recordkeeping requirements. 

3. Consults on the agency review of information collections requests to ensure 
compliance with the Paperwork Reduction Act. 

IV. APPLICABILITY 

The policy in this directive and handbook applies to all NRC employees. 

V. DIRECTIVE HANDBOOK 

For effective regulation of NRC-licensed facilities , it is crucial that the backfitting and forward 
fitting processes be well-defined, that staff members clearly understand their obligation for 
responsibly implementing all aspects of the backfitting program, and that managers ensure 
staff performance is in accordance with this MD. Handbook 8.4 explains the components of 
the NRC backfitting management program. NUREG-1409 provides guidance to the staff 
implementing backfitting regulations. 
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EXECUTIVE SUMMARY 

Management Directive (MD) 8.4, "Management of Backfitting, Issue Finality, and Information 
Collection," is retitled and revised to clarify the agency's roles and responsibilities for 
management of backfitting, forward fitting, issue finality, and information collection generically 
and on a facility specific basis. MD 8.4 describes the roles and responsibilities of various 
offices and provides the policy to direct the U.S. Nuclear Regulatory Commission 
implementation of the backfitting provisions of Title 10 of the Code of Federal Regulations 
( 10 CFR) for nuclear power reactor facil ities licensees; and selectee nuclear materials 
facilities licensees; aA€1-the issue finality provisions of 10 CFR Part 52 for nuclear power 
reactor.§. licensees, design certification applicants, and holders of related NRG permits and 
approvals,; and as well as the specific provisions of 10 CFR 50.54(f) and the corresponding 
requirements in Pafts-10 CFR Parts 70, 10 CFR 72, and 10 CFR 76, and 10 CFR 2.204 . 

Accordingly, MD 8.4 is retitled from "Management of Facility-Specific Backfitting and 
Information Collection" to "Management of Backfitting, Issue Finality, and Information 
Collection Requests" to clarify the intent and the objectives of the program. 
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I. INTRODUCTION TO BACKFITTING FORWARD FITTING, AND INFORMATION 
COLLECTIONREQUESTS1 

A. Backfitting 

1. Under 10 CFR 50.109, backfitting is "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 ." Substantially similar definitions are 
provided in§ 70.76, § 72.62, and§ 76.76. 

LBackfitting is the process by which the U.S. Nuclear Regulatory Commission 
imposes new or revised regulatory requirements or ne•.v or revised staff positions on 
nuclear power reactor licensees or selected nuclear materials licensees.i -Backfitting 
is an integral part of the regulatory process and is expected to occur. To ensure that 
proposed changes are adequately justified and defined, a backfitting action is 
implemented only after formal and systematic review. Backfitting normally occurs ifi 
one of two ways:when the agency imposes a new or changed regulation or 
requirement imposed upon ~licensees facility or facilities fthrough rulemaking or 
orderh.:. Backfitting concerns also arise when the agency communicatesef a new or 
changed staff position interpreting applicable regulationsguirements imposed on 
facilitieslicensees. A new or changed staff position may arise in a number of 
regulatory contexts including facility inspections, license amendment reviews, or 
issuance of guidance documents . In this Directive Handbook (DH), the terms 

1 This section provides a high-level overview of the backfit process, and as such, may simplify some 
concepts for introductory purposes. If a provision of this section conflicts with a provision in a later 
section, the later section is controlling . 

2 For purposes of this DH, the term "licensees" includes the holders of power reactor constrnction 
permits (CPs) and operating licenses (Obs) under 10 CFR Part 50, "Domestic Licensing of Production 
and Utilization Facilities;" holders of licenses, permits or approvals under 10 CFR Part 52, "Licenses, 
Certifications, and Approvals for Nuclear Power Plants;" holders of licenses for fuel facilities under 
10 CFR Part 70, "Domestic Licensing of Special Nuclear Material ," Subpart H, ",A.dditional 
Requirements for Certain Licensees Authorized to Possess a Critical Mass of Special Nuclear 
Material ;" holders of licenses for spent fuel and radioactive waste storage facilities under 
1 O CFR Part 72, "Licensing Requirements for the Independent Storage of Spent Nuclear Fuel , High 
Level Radioactive Waste, and Reactor Related Greater Than Class C Waste;" and certificate holders 
for gaseous diffusion plants under 10 CFR Part 76, "Certification of Gaseous Diffusion Plants." 
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"backfit" and "backfitting" mean backfitting as defined in 10 CFR 50.109, "Backfitting," 
70.76, "Backfitting," 72.62, "Backfitting," and 76.76 "Backfitting," and violations 
ofchanges affecting issue finality under 1 O CFR Part 52, "Licenses, Certifications, 
and Approvals for Nuclear Power Plants." The only parts of the NRC's regulations 
that contain backfitting or issues finality provisions are 10 CFR Part 50, 
10 CFR Part 52, 10 CFR Part 70, 10 CFR Part 72, and 10 CFR Part 76. TAe 
backfitting provisions typically do not apply to license applicants. There is no 
backfitting provision in 10 CFR Part 54 , "Requirements for Renewal of Operating 
Licenses of Nuclear Power Plants, " however tho scope of the NRC's review under 
10 CFR Part 54 is limited. The protections in the backfitting provisions further NRC 
compliance with the requirements of the Administrative Procedure Act regarding 
reasoned decisionmaking. 

3. The backfit evaluation and analysis requirements ensure that the NRC 
demonstrates, before implementing the backfit, that the backfitting action meets 
certain standards that vary based on the type of facility. In accordance with the NRC 
Principles of Good Regulation and the Administrative Procedure Act, the backfitting 
rules provide the following: 

(a) Regulatory stability, by ensuring that the changes the NRC makes are necessary 
or provide a substantial safety enhancement; 

(b) Reasoned and informed NRC decisionmaking, by requiring that the proposed 
action be properly justified; and 

(c) Transparency of NRC decisionmaking, by requiring that the NRC document and 
make publicly available its analyses and evaluations. 

4. The NRC's backfitting actions can be either generic or facility-specific.3 

(a) Generic backfitting actions affect a class or classes of licensees and can include 
the imposition of new or revised requirements through rulemaking or Orders or new 
or revised staff positions interpreting NRC regulations. 

(b) Facility-specific backfitting issues typically arise through the NRC's inspection or 
licensing process. In these circumstances, the NRC's regional or headquarters staff 
may find that a change to a facility 's licensing basis (LB) is appropriate. 

3 Hereafter, the term "facility" will be used to mean a nuclear power reactor: an ESP, DCR, COL, 
SDA. or ML for a power reactor; or a materials facility such as an ISFSI. fuel facility, gaseous diffusion 
plant. or an MRS installation. 

For the latest version of any NRC directive or handbook, see the online MD Catalog. 4 



DH 8.4 MANAGEMENT OF BACKFITTING, FORWARD 
FITTING, ISSUE FINALITY, AND INFORMATION 
COLLECTION REQUESTS 

Date Approved : XX/XX/XX.XX 

4 

4-,.L There are three principal types of backfitting that may be considoredjustifications the 
agency relies on to impose a backfit: adequate protection backfitting , compliance 
backfitting, and §_Cost-justified substantial increase4 in protection backfitting.5 If the 
NRC is considering a backfitting action, it must first consider whether regulatory 
action is necessary to ensure adequate protection of public health and safety, and if 
so whether there is an imminent threat to public health and safety. If regulatory 
action is not necessary to ensure adequate protection, then the NRC needs to 
determine if the proposed action satisfies the compliance backfit criteria. If the 
proposed action does not satisfy the compliance backfit criteria, then the NRC must 
consider a cost-justified substantial increase in protection backfit. 

2,-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 
(APA), unless Congress has indicated otherwise, an agency's decisionmaking 
calculus should include at least some consideration of the cost placed on a licensee 
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 Atomic Energy Act of 1954 (AEA), as amended, no 
further explanation, including consideration of cost, is necessary. Otherwise, the 
APA's reasoned decision making requirement compels some consideration of cost. 

J.:-6_,_Regulations in 10 CFR 50.109, define the term backfitting f:or power reactors under 
10 CFR Part 50 (i.e., construction permit (GP) holders and operating license (Ob) 
holders) as the modification of or addition to systems, structures, components 
(SSCs); or design of a facility; or the design approval or manufacturing license (ML) 
f:or a facility; or the procedures or organization required to design, construct, or 
operate a facility, any of •.vhich may result from a new or amended provision in the 
Commission's regulations or the imposition of a staff position interpreting tho 
Commission's regulations that is either new or different from a previously applicable 
staff position after certain specified dates.0 Provisions of 10 CFR 50.1 OQ can also 

See 50 FR 38097, September 20, 1985. 

5 The issue finality provisions of 10 CFR Part 52 include additional backfitting actionsjustifications 
for certain types of approval holders. For example, 10 CFR 52.63, "Finality of .§.Standard gQesign 
£Gertifications," also allows backfitting to, among other things, correct material errors in the 
certification information for a design certification (DC) or to contribute to the increased standardization 
of the DC. 

0 Applicable NRG action may be considered backfitting under 10 CFR 50.109 if the agency action 
occurs after the following : 
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apply to power reactor licensees under 10 CFR Part 52,7 but 10 CFR 50.109 is not 
applicable to non power production or utilization facilities licensed under 
10 CFR Part 50. 

4.-L_ln 10 CFR Part 52, pm.var reactor licensees are granted "issue finality"8 exists with 
respect to prior-tl=!eif NRC approvals, which prevents the NRC from making changes 
to the approvals without meeting certain criteria as provided in the applicable issue 
finality regulation. The issue finality requirements are intended to accomplish the 
same objective as the backfitting requirements by limiting changes to final 
Commission decisions made as part of the 1b CFR Part 52 licensing process. Tt:\e 
standards vary for making changes to renewed and previously approved early site 
permits (ESPs) (10 CFR 52.31 , "Criteria for Renewal ," and 10 CFR 52.39, "Finality of 
Early Site Permit Determinations"), rene'+ved and previously approved design 
certification rules (DC Rs) (1 O CFR 52.59, "Criteria for Renewal, " and 1 O CFR 52.63, 
"Finality of standard design certifications), previously approved combined operating 

• . the issuance of the CP for the facility (for facilities with CPs issued after October 21 , 1985), 

• 6 months before the date of docketing of the OL application for the facility (for facilities with 
CPs issued before October 21 , 1985), 

· • the issuance of the OL for the facility (for facilities having an OL on October 21 , 1985), 

• the issuance of the design approval under Subpart E, "Standard Design Approvals." of 
10 CFR Part 52, 

• the issuance of a an ML under Subpart F, "Manufacturing Licenses," of 10 CFR Part 52, 

• the issuance of the first GP for a duplicate design under Appendix N, "Standardization of 
Nuclear Power Plant Designs: Permits To Construct and Licenses to Operate Nuclear Power 
Reactors of Identical Design at Multiple Sites," of 10 CFR Part 50, or 

• the issuance of a COL under Subpart C, "Combined Licenses," of 10 CFR Part 52. 

7 For purposes of this DH; the term "10 CFR Part 52 power reactor licensees" refers to holders of 
early site permits (ESPs), standard design approvals (SDAs), combined licenses (COLs), and MLs; 
DC applicants whose designs are certified in final DC rules (DCRs); applicants for COLs if the 
application references an ESP, DCR, or SDA; and applicants for MLs if the application references a 
OCR or SDA. 

8 Within this DH, the term "issue finality" encompasses the language of the regulations from 1 O 
CFR 52.39 "Finality of Early Site Permit Determinations, " 10 CFR 52.63, "Finality of standard design 
certifications," 10 CFR 52.83, "Finality of Referenced NRC approvals; Partial Initial Decision on Site 
Suitability," 10 CFR 52.98, "Finality of Combined Licenses; Information Requests," 1 O CFR 52.145, 
"Finality of Standard Design Approvals; Information Requests," 10 CFR 52.171 "Finality of 
Manufacturing Licenses; Information Requests," and any other applicable discussion of finality in part 
52. 
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licenses (COLs) (10 CFR 52.83, "Finality of Referenced NRG Approvals ; Partial 
Initial Decision on the Site Suitability," and 10 CFR 52.98, "Finality of Combined 
Licenses; Information Requests"), previously approved standard design approvals 
(SDAs) (10 CFR 52.14 5, "Finality of Standard Design Approvals; Information 
Requests"), and renewed and previously approved Mbs (10 CFR 52.179, "Criteria for 
Renewal ," and 10 CFR 52.171 , "Finality of Manufacturing Licenses; Information 
Requests"). The backfitting provisions in 10 CFR 50.109 apply to ESPs, DCs, COLs, 
SDAs, and Mls to the extent that they do not overlap the applicability of 
10 CFR Part 52 issue finality provisions. 

&.-8-=-Section 70. 76 of 1 O CFR defines the term backfitting for materials licensees 
authorized to possess greater than a critical mass of special nuclear material as tho 
modification of, or addition to, SSCs of a facility; or to tho procedures or organization 
required to operate a facility. Either of those may result from a now or amended 
provision in tho Commission rules or tho imposition of a regulatory staff position 
interpreting tho Commission rules that is either now or different from a previous NRG 
staff position . 

a-,.Q,__Section 72.62 of 10 CFR defines the term backfitting as tho addition, elimination, or 
modification, after tho license has boon issued, of SSCs offer an independent spent 
fuel storage installation (ISFSI) or monitored retrievable storage (MRS), or tho 
procedures or organization required to operate an ISFSI or MRS. 

-7-:-1Q,__Section 76. 76 of 10 CFR defines the term backfitting as tho modification of, or 
addition to, SSCs oforf a gaseous diffusion plant, or to tho procedures or 
organization required to operate a plant, any of which may result from a now or 
amended provision in tho Commission rules or tho imposition of a regulatory staff 
position interpreting tho Commission rules that is either now or different from a 
previous NRG staff position . 

~Sections 50.109(a)(4)(i) and (a)(7), 70.76(a)(4)(ii) and (a)(7), 72.62(b), 
and 76.76(a)(4)(i) of 10 CFR require compliance with "written commitments" and, in 
tho case of 10 CFR 76.76(a)(7) , "written Corporation commitments." VVithin the 
scope of backfitting , those written commitments mean those commitments that have 
boon incorporated into tho license as a moans necessary to demonstrate compliance 
with requirements. This MD and DH reflect NRC policy direction and provide the 
process for implementing that policy. The MD and DH list the regulations and 
guidance documents that govern backfitting and describe how the NRC implements 
those regulations. Backfitting guidance for the NRC staff is available in NUREG-
1409. Office or region-specific guidance is not required or desired. Consistency of 
implementation is assured by the staff's use of NUREG-1409. 

12. Any change to an NRC staff position that the NRC intends to communicate by any 
means to a licensee(s) as being applicable to their facility may be identified as 
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backfitting either by the staff or by licensees. The means of communication can be 
through the issuance of regulatory guidance, inspection reports, generic 
communications, or staff interactions with licensee personnel. The NRR, NRO or 
NMSS office director (OD) or regional administrator (RA) responsible for the staff 
position and affected facility or facilities will make the determination as to whether the 
new or revised staff position constitutes backfitting and whether the backfit should be 
imposed on the licensee(s). 

8-:-ln support of the Commission's probabilistic risk assessment (PRA) policy statement9 

of August 1995, which encourages 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," risk insights must be considered, to the 
extent practical, as part of all backfitting actions. Risk information should be 
integrated in a manner that complements traditional regulatory approaches and 
supports the defense-in-depth philosophy, which would improve the technical basis, 
increase efficiency, and enhance effectiveness. All backfitting actions must be risk
informed. 

Exhibits 1 and 2 in this handbook are flowcharts that illustrate the NRC's program for 
processing backfits, forward fits, and appeals.Tho lioonsing basis (LB) f.or power 
roaotors under Parts 50, 52, and 54 is determined on a oaso by oase basis and is 
oommonly ref:erred to as the set of NRG requirements applioable to a speoifio faoility 
and that lioenseo's written oommitmonts f.or ensuring oomplianoe with applioablo 
NRG requirements in the LB and the faoility speoifio design bases (inoluding all 
modifioations and additions over tho life of the lioense). 

9. Commitments that have been inoluded in a lioensee's updated final safety analysis 
report (UFSAR) that desoribe a method for oomplying with regulations or 
requirements are not enforoeablo unless they are part of the lioense. Commitments 
dooumented outside of the lioense only represent aooeptable approaohes f.or 
oomplying •.vith tho governing requirements. 

~ If a lioonsoo voluntarily submits a lioense amendment request (LAR) or lioense 
renewal applioation (LRA), the NRG, as a oondition of its approval , may require that 
the lioensee modify its submittal or adopt new or revised guidanoe, provided that 1) 
tho new or revised guidanoe relates to the lioensee's request, and 2) the subjeot 
matter of the guidanoe is essential to the NRG staff's determination of the 
aooeptability of the lioensee's request. This would not oonstitute baokfitting. It is the 

9 Use of Probabilistic Risk Assessment Methods in Nuclear Regulatory Activities : Final Policy 
Statement (60 FR 42622: August 16, 1995). 
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licensee's burden to show that the submitted application enables the NRG to make 
the appropriate findings (e.g.; in accordance with 10 CFR 50.40, 50.57, 50.92, or the 
other applicable regulations). 

B. Forward Fitting 

1. A forward fit is defined as the imposition of a new or modified requirement or 
regulatory staff interpretation of a requirement that results in 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 as a condition of approval by the 
NRC of a licensee-initiated request for a licensing action when the underlying 
request did not propose to comply with the new or revised requirement or 
interpretation. Such licensing actions may include a license amendment or a license 
renewal, although the normal application of the process in 10 CFR Part 54, 
"Requirements for Renewal of Operating Licenses for Nuclear Power Plants," does 
not generally constitute forward fitting . The NRC may condition its approval of such 
a licensing action on the use of a new or modified regulatory staff position only if 1) 
there is a direct nexus to the licensee'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 licensee's request. Staff must address these 
two elements in its analysis and adequately justify why each one is independently 
met. 

In situations where a forward fit is not necessary for adequate protection, 10 the NRC 
staff should proceed along the same path as that established in the backfit rule. 
Specifically, the staff should require forward fitting of a facility only when it 
determines, based on an analysis similar to that required for backfitting in 10 CFR § 
50.109(c), that there is a substantial increase in the overall protection of the public 
health and safety of the common defense and security to be derived from the backfit 
and that the direct and indirect costs of implementation for that facility are justified in 
view of this increased protection . The Staff should also take the following factors into 
account in deciding whether a forward fit is appropriate: 

a) In establishing or modifying the requirement or regulatory staff position 
interpreting the requirement, the NRC staff had the opportunity to consider 
whether the resulting position should be imposed as a backfit on existing 
licensees. 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 72.62(b) 
regarding backfitting necessary to ensure adequate protection of public 
health and safety, if such a change were necessary to ensure adequate 

10 Instances of adequate protection forward fitting should be extremely rare, as discussed in Section Ill.A. 
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protection of 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 for 
cases where a forward fit is being considered, it is unlikely that a change 
could be justified to be necessary to ensure adequate protection of public 
health and safety. 

b) NUREG/BR-0058, "Regulatory Analysis Guidelines of the U.S. Nuclear 
Regulatory Commission," provides the following guidance on the 
development of regulatory staff positions: 

The NRC performs regulatory analyses to support numerous NRC 
actions affecting reactor and materials licensees. Executive Order 
12866 requires that a regulatory analysis be prepared for all 
significant regulatory actions. The NRC requires regulatory 
analyses for a broader range of regulatory actions than for 
significant rulemakings as defined in E.0.12866. In general, each 
NRC office should ensure that all mechanisms used by the NRC 
staff to establish or communicate generic requirements, guidance, 
requests or staff positions that would affect a change in the use of 
resources by its licensees include an accompanying regulatory 
analysis. This requirement applies to actions initiated internally by 
the NRC or by a petition to the NRC. These mechanisms include 
rules, bulletins, generic letters, regulatory guides, orders, standard 
review plans, branch technical positions and standard technical 
specifications. 

If the regulatory analysis developed in support of the new or modified 
requirement or regulatory staff position (e.g., a revision to regulatory 
guidance) resulted in an agency decision that the prior regulatory staff 
position should remain available for use by current licensees and not be 
withdrawn, the decision on whether to forward fit the new or modified 
regulatory staff position on an applicant for a licensing action should be 
informed by a site-specific regulatory analysis. 

c) If a licensee believes that the staff has incorrectly followed this process in 
imposing a forward fit, the licensee may use the backfitting appeals process 
described in Section 111.F of this Management Directive to challenge the 
forward fit, as contemplated by the Statement of Considerations for the 1985 
Revision of Backfitting Process for Power Reactors.11 

11 50 FR 38097, 38101 , September 20, 1985. 
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- For light-water reactor (LWR) facilities, § 50.34(d), § 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," (the SRP) that 
applicants should be anticipated to reasonably rely upon in the development 
of their applications. Any change in requirements or regulatory staff positions 
from that version of the SRP interpreting the Commission's requirements 
should follow the same reasoned decisionmaking process as a forward fit. 

a) Under 10 CFR 50.40 Common standards, "in determining that a construction 
permit or Ob in this part, or early site permit, combined license, or ML in Part 
52 of this chapter will be issued to an applicant, the Commission will be 
guided by the following considerations: (a) Except for an early site permit or 
manufacturing license, tho processes to be performed, the operating 
procedures, tho facility and equipment, the use of tho facility, and other 
technical specifications, or the proposals, in regard to any of tho foregoing 
collectively provide reasonable assurance that tho applicant will comply with 
the regulations in this chapter, including the regulations in Part 20 of this 
chapter, and that the health and safety of tho public will not be endangered." 

b) A key aspect of 1 O CFR 50.40 is the "collectively" aspect. The licensing (and 
amendment) finding allows consideration of tho collective aspect of the 
proposed change. For example, if a licensee proposes longer outage time for 
SSC A, then the staff could rely on 50.40 to say that loss outage time for SSC 
B is needed to give the overall collective reasonable assurance, and doing so 
is not necessarily a backfit. 

c) The backfitting rules generally do not apply to voluntary licensee changes, 
where "voluntary" is defined as any action by the licensee that \•.ias made of 
its own accord, without the force of a legally binding requirement or NRG 
representation of further licensing or enforcement action. The licensee must 
not be compelled by the NRG staff to make tho change. The NRG staff's 
requirement that the licensee adopt new or revised guidance that does not 
directly pertain to the licensee's voluntary request would constitute 
backfitting. Unless required by the NRG, confirmatory orders that are the 
result of participation in the alternative dispute resolution (ADR) process 
LARs, and LRl\s are considered voluntary, and tho NRG review process and 
approval of an ADR, LAR, or LRA generally is not considered backfitting. 
Furthermore, the backfitting rules do not apply to NRG suggested actions with 
v.ihich licensees are not required to comply, but decide to voluntarily 
implement. The backfitting rules do not apply to any voluntarily initiated 
licensee installation of updated (or additional) equipment to the existing plant, 
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to expand the plant, improve efficiencies, delay its obsolescence, or extend 
its capabilities. 

d) Backfitting does not apply to actions that do not have a direct link to, and do 
not further a substantive radiological public health and safety, or common 
defense and security, objective. Nevertheless, tho NRG must have legal 
authority to justify taking such actions. 

o) For backfitting purposes, staff positions are documented interpretations of tho 
regulations, already specifically imposed upon a licensee or "class" of 
licensees at tho time of tho identification of tho proposed backfitting and may 
be contained in documents such as tho Statement of Considerations for a 
final rule, Standard Review Plan (SRP), NU REG, interim staff guidance 
(ISG), and branch technical position (BTP). A licensee's commitment to 
guidance, such as regulatory guides (RGs) or NRG endorsed industry topical 
reports (TRs), through a licensing action is considered a voluntary action. 
However, RGs and NRG endorsed TRs do represent staff positions. 
Generally, tho issuance of or revision to a staff position is considered 
forward fitting and the revisions to staff positions do not, in isolation, impose 
anything, and are therefore not (in isolation) backfits. Tho applicable staff 
positions for each facility license application, LAR, or LRA includes tho safety 
evaluation reports (SER)-i-2 and any NRG approvals based on licensees' 
docketed responses to requests for information. A change in tho applicable 
staff position is referred to as a now or revised staff position. 

f) The NRC's backfitting actions can be either generic or facility specific.~ 

g) (a) Generic backfitting actions affect a class or classes of licensees and can 
include the imposition of new or revised regulations or requirements (through 
rulemaking or Orders) or now or revised staff positions interpreting NRG 
regulations. Generic backfitting actions can be initiated in a number of \tJays, 
such as by tho staff in rulomaking , tho Commission through a staff 
requirements memorandum (SRM), and tho public through a petition for 
rulomaking. Regardless of v,hothor a generic backfitting action is tho result of 
rulemaking or a new or changed staff interpretation, tho now or changed 
regulation or staff position must be documented, and stakeholders must have 
had an opportunity to review and provide comments in response to a Federa! 

~ Historically, the NRG has used two terms to describe the document approving a license, 
amendment, or license renewal : SER or safety evaluation (SE). Throughout this DH, the use of SE 
will indicate the SER (usually used for approving initial licensing or relicensing actions) or the SE 
(usually used for approving license amendments) . 
13 Hereafter, the term "facility" \Viii be used to mean a nuclear power reactor; an ESP, OCR, COL, 
SDA, or ML for a power reactor; or a materials facility such as an ISFSI, fuel facility, gaseous diffusion 
plant, or a MRS installation. 
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Register (FR) notice. However, time sensitive, safety significant, or 
security significant NRG actions, such as Orders or Bulletins, do not require 
public notice and opportunity to comment. In addition, not all previously 
issued staff positions were provided to the public for comment. 

h) (b) Facility specific backfitting issues typically arise through the NRG's 
inspection or licensing process. In these circumstances, the NRG's regional 
or headquarters staff may find that a change to a facility's licensing basis (LB) 
is appropriate. Facility specific backfitting actions are normally a change in a 
staff position (the applicable SE) for a specific facility, based on an error or 
omission in tho analysis (compliance backfit) for the implementation of that 
facility's LB, but they could also be a change to the facility specific LB 
deemed necessary to ensure that the facility provides adequate protection. 
For power reactors, in addition to single unit sites, facility specific backfitting 
actions may apply to sites that have multiple units, sites that share a UFSAR, 
or sites that may have more than one reactor typo but share common 
sections of a UFSAR Any reference in this DH or in NUREG 140Q, 
"Backfitting and Issue Finality Guidance," to facility specific backfitting 
pertains to facility specific backfitting actions in this context. 

i) Unless an exception as described in Section I.A.1 Q applies, to justify a backfit 
under 10 GFR 50.10Q, 10 GFR 70.76, 10 GFR 76.76, and generally 
10 GFR 72.62, or, in many cases, to justify a violation of issue finality under 
10 GFR Part 52, the NRG must perform and document a backfit analysis in 
accordance with NUREG 140Q that shows the following: 

j) The backfitting would result in a substantial increase~ in overall protection of 
public health and safety or tho common defense and security, and 

k) The direct and indirect costs of implementing tho backfitting are justified in 
view of the increased protection. 

I) The backfitting provisions generally contain throe exceptions to tho backfit 
analysis requirement described above, such that the analysis is not 
necessary •.vhen tho backfitting action 

m) Is required for adequate protection, 

+4- As noted in the Statements of Consideration for the 1985 backfitting final rule (50 FR 38097; 
September 20, 1985), a "substantial" increase in protection means "important or significant in a large 
amount, extent, or degree." Under such a standard, the Commission would not ordinarily expect to 
justify backfitting plant improvements that result in an insignificant or small benefit to public health and 
safety or the common defense and security, regardless of costs. 
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n) Defines or redefines the level of protostion that should be regarded as 
adequate, or 

91ill__is nesossary to bring a fasility into somplianse with applisable 
requirements in the lisensing basis, or into sonformanse with its written 
sommitments. 

10. Adequate protostion baskfitting, whether used to ensure that adequate protestion is 
maintained or to define or redefine the level of protostion that should be regarded as 
adequate, does not require a finding of substantial safety or sosurity improvement, 
nor does it require that sosts be sonsidered. If a baskfitting astion is deemed 
nosossary for adequate protostion , it must be implemented, as required by 
Sestion 161 of tho Atomis Energy Ast of 1954, as amended (AEA). Complianse 
baskfitting does not require a finding of substantial safety or sosurity improvement, 
but does require some sonsidoration of sosts. Use of tho adequate protestion or 
somplianse oxsoption must be explained in a risk informed, dosumentod evaluation. 

11 . The baskfit analysis requirement, and the exsoptions to that requirement, restrist the 
ability of tho NRG to sondust baskfitting by requiring tho NRG to demonstrate, before 
implementing the baskfit, that tho baskfitting astion would meet sortain standards 
that vary based on the typo of fasility. In this way, tho baskfitting rules provide the 
following : 

(a) Regulatory stability, by limiting tho shanges the NRG san make; 

(b) Reasoned and informed NRG docisionmaking, by requiring tho proposed action 
to be properly justified; and 

(c) Transparency of NRG docisionmaking, by requiring tho NRG to document and 
make publicly available its analyses. 

12. This MD and DH reflect NRG policy direction and provide the process for 
implementing that policy. Tho MD and DH list the regulations and guidance 
documents that govern backfitting and describe how tho NRG implements those 
regulations. Backfitting guidance for the NRG staff is a\1ailable in NUREG 1409. 
Office or region specific guidance is not required or desired. Consistency of 
implementation is assured by tho staff's use of NUREG 1409. 

~LAny change to an NRC staff position that the NRC intends to communicate by any 
means to a licensee(s) as being applicable to their facility may be identified as 
backfitting forward fitting either by the staff or by licensees. The means of 
communication can be through the issuance of regulatory guidance, inspection 
reports, generic communications, or staff interactions with licensee personnel. The 
NRR, NRO or NMSS office director (OD) or regional administrator (RA) responsible 
for the staff position and affected facility or facilities will make the determination as to 
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whether the new or revised staff position constitutes backfitting forward fitting and 
whether the backfit forward fit should be imposed on the licensee(s). 

44.-Lln support of the Commission's probabilistic risk assessment (PRA) policy 
statement15 of August 1995, which encourages 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, " risk insights must be considered, to 
the extent practical, as part of all backfitting and forward fitting actions. Risk 
information should be integrated in a manner that complements traditional regulatory 
approaches and supports the defense-in-depth philosophy, which would improve the 
technical basis, increase efficiency, and enhance effectiveness. All backfitting and 
forward fitting actions must be risk-informed. 

4-&.-LExhibits 1 and 2 in this handbook are flowcharts that illustrate the NRC's program for 
processing backfits, forward fits, and backfit appeals. 

8.C. Information Collection Requests 

1. The provisions of 10 CFR 2.204, "Demand for Information, " require that a licensee 
respond to information requests from the Commission for the purpose of determining 
if an Order under 10 CFR 2 .202, "Orders," should be issued, or whether other 
actions should be taken. 

2-:-1.:_ The provisions of 10 CFR 50.54(f) require power reactor licensees to respond to 
information requests from the staffNRC to enable the determination of whether a 
license should be modified, suspended or revoked . This rule stipulates that, except 
for information sought to verify licensee compliance with the facility's LB, the NRC 
must prepare the reasons for the information request to ensure that the burden 
imposed on licensees is justified based on the potential safety or security 
significance of the issue to be addressed . For additional information regarding 
appropriate use of 10 CFR 50.54(f), see Section IV, Information Requests. 

~LRequests for information for power reactors to be licensed under 10 CFR Part 52 will 
be in accordance with the administrative requirements in 10 CFR 50.54(f), and as 
stated in 10 CFR 52.39(f), 10 CFR 52.98(9), 10 CFR 52.145(c), or 
10 CFR 52.171 (c), as applicable. The information request collection requirements for 
selectoa materials licensees are contained in 10 CFR 70.22(d), 10 CFR 72.62(d), 
and 10 CFR 76.?0(e). 

15 Use of Probabilistic Risk Assessment Methods in Nuclear Regulatory Activities; Final Pol icy 
Statement (60 FR 42622; August 16, 1995). 
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4.-L This MD and DH reflects the policy for a#--requests for information under these 
provisions. 

G.D. Coordination and Communication 

For effective implementation of the NRC's backfitting , forward fitting, and information 
collection request programs, the ODs and the RAs must ensure the following: 

1. Effective communication and coordination are maintained between their counterparts 
and among the responsible technical staff within the headquarters and regional 
offices. 

2. Processes, procedures, and programmatic and administrative controls are written in 
plain English. 

3. Formal feedback from the Committee to Review Generic Requirements (CRGR) 
provided during the review of a proposed rule involving backfitting or forward fitting is 
addressed as part of the rulemaking package before its submittal to the Executive 
Director of Operations (EDO). 

4. No backfitting or forward fitting actions will be communicated to a licensee unless the 
appropriate OD or RA has determined whether the position involves backfitting or 
forward fitting and, if so, has ensured that the position is identified as backfitting.Q[ 
forward fitting , the appropriate material (i.e. , documented evaluation or backfit 
analysis) has been prepared and approved, the CRGR was offered an opportunity to 
review the documentation, and written feedback was considered . NRR shall ensure 
backfitting and forward fitting actions are consistently implemented throughout the 
regions. 

O...E. Record keeping 

Offices and regions directly involved in backfitting, forward fitting, -or information 
collection requests are responsible for tracking and maintaining associated records 
originating in that office or region. Documentation of the justification for backfitting or 
use of a backfit analysis exception is required by 10 CFR 50.109, 10 CFR 70. 76, 
10 CFR 72.62, and 10 CFR 76. 76. Documentation of the justification for information 
requests under 10 CFR Parts 50 and 52 are required by 10 CFR 50.54(f), 
10 CFR 52.39(f), 10 CFR 52.98(9) 1 10 CFR 52.145(c), or 10 CFR 52.171(c), as 
applicable. 
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1. The office or region proposing information collections requests, 8f-backfitting actions .. 
or forward fitting actions must administratively manage each collection request or 
action by maintaining all related records. Records must be maintained in accordance 
with NUREG-0910, "NRC Comprehensive Records Disposition Schedule," issued 
March 2005. 

2. Backfitting and forward fitting records placed in the Agencywide Documents Access 
and Management System (ADAMS) must be accessible to all stakeholders by being 
profiled as publicly available when appropriate, consistent with agency guidance on 
the release of information to the public. 

II. BACKFITTING APPLICABILITY 

A. Applicability of the Backfit process to Forward Fitting 

As explained in Section 1.8.1 above, the Staff should conduct the same evaluation for 
forward fitting and proceed along the same path as it does for backfitting. As such, all 
references, direction, and processes in this section that apply to backfitting also apply to 
forward fitting. 

A.B. Regulatory Changes Subject to the Backfit Rule 

1. As defined in Section I.A, a6n NRC action is considered backfitting when the NRC 
changes any requirements through rulemaking, aR-GQrder, or tAe-imposesmeR ef-a 
new or modified staff position that interprets requirements and would result in the 
modification or addition to SSCs, or the design of a facility, or the design approval or 
ML for a facility, or the procedures or organization required to design, construct, or 
operate a facility, after the dates defined in the backfitting requirements. 

2. 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., RGs or NRC-endorsed industry TRs) that is not already within the LB for the 
identified purpose, then the staff's communication of that expectation !§_may be 
considered backfitting or forward fitting .Since there is generally more than one way 
to achieve compliance with a license or tho rules or orders of tho Commission, or 
i.vith written licensee commitments, or there may be more ways to reach a level of 
protection that is adequate, the applicant or licensee is ordinarily free to choose the 
way which best suits its purposes. However, this does not apply during the review 
and consideration of any voluntarily submitted license application, LAR, or LRA, 
provided tho issue in question is somehovi associated with, and is within the scope 
of, the license application, LAR, or LRA under consideration. 

3. A relaxation is the modification of a regulatory requirement or staff position that 
reduces requirements the obligations of placed on a licensee or class of licensees. A 
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relaxation may provide licensees the option of continuing as previously licensed 
(status quo), or adhering to. the new "relaxed" regulatory requirement or staff 
position. If a relaxation does not provide for the status quo option, it is mandatory, 
and the relaxation is considered backfitting. However, if the implementation of the 
relaxation is voluntary for the licensee, in that it does provide for the status quo 
option, then the relaxation is not backfitting , even if the licensee decides to 
implement the relaxed requirement. 

&C. Nonapplicable Regulatory Changes 

1. The NRC's backfitting rules do not apply to the following regulatory actions generally 
do not meet the definition for backfitting : 

(a) Confirmatory action letters (CALs), because CALs involve voluntary actions a 
licensee commits to take, which are agreed to between the licensee and the 
NRC; 

(b) Changes mandated by statute or other Congressional action that preclude 
agency discretion in their implementation; 

(c) Changes required by other Federal agencies that preclude agency NRC 
discretion in their implementation; 

(d) Voluntary licensee submittals of an LAR or LRA or subsequent license renewal 
(SLR) request,49-subject to the limitations discussed above in Section I.A.1 Q4, 
and the NRG's process (requests for information, licensee engagement, or 
modifications to the submittal) used during the review and consideration of the 
LAR, LRA, or SLR request; 

(e) A licensee's voluntary implementation of NRG recommended actions that do not 
constitute the basis for resolution of a safety, security, or regulatory issue (e.g. , a 
licensee's decision to follov.i an NRG RG, or an NRG endorsed TR, or to make 
changes based on an NRG Information Notice); 

~(e) Issuance of a notice of violation for an improper change Overturning of an 
improper change implemented under 10 CFR 50.59, "Changes, Tests, and 
Experiments" resulting in a modification to ta facility; 

&Jt(f) Licensee changes or plant modifications that expand the plant capabilities 
or improve plant efficiencies or performance that are not mandated by the NRC; 

fR1(g) Non-mandatory relaxations of staff positions or regulations; 

w The scope of the NRC's review of an LR or SLR and, thus, the backfitting of these applicants, is 
limited by the regulations in 1 O CFR 54 .30, "Matters Not Subject to a Renewal Review." 
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(i) Nmv or ohanges to requirements that do not have a direst link to, and do not 
further a substantive radiologioal publio health and safety or oommon defense 
and seourity objeotive, suoh as_reporting and reoordkeeping requirements (e.g., 
10 CFR 50.71, 50.72, "Immediate Notifioation Requirements for Operating 
Nuolear Power Reaotors") or appeals prooesses (e.g., 10 CFR 26.39, "Review 
Prooess for Fitness For Duty Polioy Violations," 10 CFR 73.56(1) , "Review 
Prooedures"); 

(B(h) Changes or updates to American Society of Mechanical Engineers Boiler 
and Pressure Vessel (ASME) Code, Section XI, that are incorporated into 
10 CFR 50.55a, "Codes and Standards~"-;-

{kj(i) Plant or procedural changes to comply with industry or professional 
standards not mandated by the NRC; 

(I) Current and future applioations for an NRG lioense, 1Nith t\•.io exoeptions 
desoribed in Seotion 11 .B.4 below; 

fm-lliL_ Voluntary changes made to a plant based on national or international 
operating experience, including any changes as a direct result of NRC 
Information Notices; 

~(k) Changes as a result of a licensee's commitment management program; 

(e-)(1) Licensee changes to its plant under 10 CFR 50.59 or other existing 
change control requirements (see Section 11.BC.~J below); and 

~(m) Plant or procedural corrective actions to restore the LB or adherence to 
the license and thereby provide compliance with governing requirements.::;-

2. The issuanoe of new or updated NRG RGs, as RGs are forward fitting, provided the 
RGs are not imposed on lioensees; 

3. The endorsement of new or updated industry submitted TRs, beoause TRs are 
forward fitting and not imposed by the NRG; and 

4. The staff use of doouments, suoh as NUREGs, ISGs, and BTPs, during the review 
and oonsideration of any LAR or LR/\, as the submission of the LAR or LR/\ is a 
voluntary aotion by a lioensee applying for a ohange to its lioense, subjeot to the 
limitations disoussed in Seotions I.A.11 and I.A.14. 

5. If an existing lioensee voluntarily requests a lioense amendment or ohange, and 
(1) the NRG staff's oonsideration of the request involves a regulatory issue direotly 
relevant to an NRG guidanoe dooument (suoh as an RG) and (2) the speoifio subjeot 
matter of the guidanoe dooument is an essential oonsideration in the staff's 
determination of the aooeptability of the lioensee's request, then the staff may 
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request that the licensee either follow that guidance or provide an equivalent 
alternative process that demonstrates compliance with the underlying NRG 
regulatory requirements in the licensing basis. This is not considered backfitting . 

6. Power reactor licensee implementation of changes to its facility under 10 GFR 50.59 
are not subject to the backfitting rules. The NRG has established a process under 
10 GFR 50.59 that provides a licensee the authority to make certain changes without 
NRG approval if the change meets certain specified criteria . Unless the NRG 
determines that the licensee incorrectly used the 10 GFR 50.59 process, the licensee 
reasonably can implement the change without the NRG taking enforcement action. 
This is consistent with the underlying premise of regulatory stability established 
within the backfitting rules and the principles of good regulation. Hmvever if, during 
any inspection or review of licensee actions implemented in accordance with 
10 GFR 50.59, the staff determines that 10 GFR 50.59 was not properly 
implemented, the staff shall issue a finding or violation in accordance with 
regulations, and the licensee may be required to "revert" to the previous plant or 
procedural configuration, or otherwise change the facility to a configuration 
acceptable to the NRG. This would not be considered backfitting. 

-7-:-Lln general, backfitting provisions do not apply to current and future applicants for an 
NRG license. Backfitting is not intended to apply to every NRC action that 
substantially changes the expectations of current and future license applicants. 
There are two exceptions to this general principle. The first exception occurs when a 
10 CFR Part 52 license applicant references a 10 CFR Part 52 license (e.g., an ESP) 
or NRC regulatory approval (e.g., a OCR), or both, with specified issue finality 
provisions. The second exception occurs when a 10 CFR Part 50 power reactor OL 
applicant holds a CP or limited work authorization (LWA). 10 CFR Section 50.109 
would apply to the matters covered by the CP or LWA. See also the discussion on 
the use of the SRP for review of LWR applications in Section I.A.11 of this DH. 

8. Actions proposed or voluntarily implemented by a licensee are not backfits, e11en 
though such actions may result from routine discussions between the staff and the 
licensee concerning an issue, provided that those discussions did not include an 
NRG expectation that the lioensee must implement the action. 

Ill. BACKFITTING POLICY 

A. Adequate Protection Backfitting 

1. For all matters of potential backfitting, including forward fitting, the staff must first 
consider whether the issue is one of adequate protection .1Z If the NRC staff 

17 Instances of adequate protection forward fitting should be extremely rare . This is because the NRC 
takes into account the potential for the imposition of backfits necessary for adequate protection under 
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determines that it must impose a backfitting or forward fitting action to ensure that a 
facility provides adequate protection to public health and safety and is in accord with 
the common defense and security, or if the Commission decides that it needs to 
define or redefine the appropriate level of protection of public health and safety or the 
common defense and security that should be considered as adequate, then the AEA 
requires that the backfitting action be implemented. An backfit analysis must be 
completed to justify the determination that a backfitting or forward fitting action is 
necessary for adequate protection and a consideration of costs are not required 
(unless the NRC staff identifies more than one means for implementing the new 
requirement, in which case costs could be considered in deciding which approach is 
appropriate). Whenever adequate protection is invoked, the NMSS, NRO or NRR OD 
must approve a risk-informed, documented evaluation of the type discussed in 
10 CFR 50.109(a)(6), 10 CFR 70.76(a)(6), and 10 CFR 76.76(a)(6), with a finding 
that the action is necessary to define or redefine adequate protection or to ensure 
adequate protection of public health and safety or the common defense and 
security.1.!l The risk-informed, documented evaluation must include a statement of the 
objectives, the reasons for the action, the basis for invoking adequate protection, and 
the safety or security risk if action is not taken. The NMSS, NRO or NRR staff should 
seek advice from the Office of General Counsel (OGC) on the imposition of all 
adequate protection actions, including the licensee's proposed implementation 
schedule. NUREG-1409 contains detailed guidance on how to prepare the 
documented evaluation. For generic backfitting actions that are part of rulemakings, 
the documented evaluation is provided as part of the rulemaking package that the 
Commission approves. Generally, adequate protection backfits are not included in 
rulemakings, and instead, result from the issuance of an Order. The rulemaking will 
subsequently be issued to include the previously imposed adequate protection 
backfits, given consideration to public comments provided on the proposed rule and 
to lessons learned through the implementation of the previous Order requirements. 

L To issue the license, the Commission found that operating in accordance with the 
license would provide reasonable assurance of adequate protection of public health 

its mandatory backfitting provisions({§§ 50.109(a)(5), 70.76(a)(5), and 76.76(a)(5), and the portions 
of 72.62(b) regarding backfitting necessary to ensure adequate protection of public health and safety) 
when regulatory staff positions interpreting the Commission's requirements are developed. Once a 
new or revised regulatory staff position interpreting the Commission's requirements is finalized, the 
potential for backfitting that is necessary for adequate protection of public health and safety would 
have been considered and accomplished as appropriate. 

1s It is the policy of the NRC that backfitting actions under 10 CFR 72.62 that are similarly justified must 
be documented in a manner similar to those under 10 CFR 70.76(a)(6), and 10 CFR 76.76(a)(6). 
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and safety and reasonable assurance that the licensee would meet the regulations. 
Therefore, licensee compliance with its LB is presumed to provide reasonable 
assurance of adequate protection of public health and safety and the common 
defense and security. Thus, for the NRC to impose new or changed requirements on 
a licensee that are intended to provide for adequate protection of public health and 
safety or the common defense and security, the NRC must provide, within the 
documented evaluation, a clear explanation of why, despite the licensee's 
compliance with the applicable existing regulatory framework (LB), there is not (or 
will not be) reasonable assurance of adequate protection. This evaluation must 
include appropriate consideration of risk insights. Typically, a clear basis for invoking 
the adequate protection exception can be established when the NRC has new 
information regarding a safety or security issue that creates undue risk to public 
health and safety that is not addressed through compliance with the current 
regulatory framework. If the NRC can show that it must take action to provide 
reasonable assurance of adequate protection of public health and safety and the 
common defense and security, then the AEA requires the NRC to impose the new or 
changed requirements. 

2-a-3 . Upon determining that a backfit or forward fit is necessary for adequate protection of 
public health and safety, the NRC must prepare an imminent threat analysis to 
consider whether the underlying safety issue presents an imminent threat to public 
health and safety. If so, the agency must take immediate action . In these situations, 
the staff must provide its determination, including the imminent threat analysis, to the 
Commission for consideration in its review of the proposed regulatory change or 
modification. 

M--=-lt is the NRC's position.PQ.!lfy19 that the agency cannot allow licensees to address 
issues of adequate protection by a voluntary initiative. Instead, the AEA requires the 
NRC to establish requirements that provide reasonable assurance of adequate 
protection of public health and safety and the common defense and security. 

4. L Under 10 CFR 50.-109(a)(5), 70.76(a)(5), rnand 76.76(a)(5), the Commission 
requires the imposition of a backfit if it finds that the backfit is necessary to ensure 
adequate protection of occupational or public health and safety. 

19 In SRM-SECY-99-063, "The Use by Industry of Voluntary Initiatives in the Regulatory Process," 
dated March 2May 27, 1999 (ADAMS Accession No. ML003752062QQ2810068) the Commission 
approved the staffs recommendation agreed that relying on voluntary industry initiatives to ensure 
adequate protection would be inappropriate "since they would be based on commitments rather than 
requirements." 
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5. Under 10 CFR 72.62, the Commission requires the imposition of a backfit if it finds 
that the backfit is necessary to ensure adequate protection of occupational or public 

health and safety. 

B. Compliance Backfitting 

1. Compliance backfitting 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. New or modified interpretations of what constitutes compliance do not 
fall within the exception. 

2. Before the staff uses the compliance exception, the staff must determine whether the 
conditions represent an issue of adequate protection. If the issue does not involve 
adequate protection , then the staff should determine whether the backfitting action is 
necessary to ensure compliance with regulatory requirements in the licensing basis, 
or written commitments on how the licensee will comply with a requirement that were 
in place at the time of the decision at issue. If the backfitting action ensures 
compliance, a backfit analysis is not required . Instead , tihe appropriate program 
office or region prepares a risk-informed, documented evaluation of the type 
discussed in 10 CFR 50.109(a)(6), 10 CFR 70. 76(a)(6), and 10 CFR 76. 76(a)(6), 
with a finding that the action is necessary to ensure compliance as the result of a.o.R 
error or omission or mistake of fact. The documented evaluation must include a 
statement of the objectives, the reasons for the action, the basis for invoking the 
compliance exception, and the safety or security risk if action is not taken. NUREG-
1409 contains detailed guidance on how to prepare this documented evaluation. The 
responsible office staff shall seek OGC and the Office of Enforcement (OE) advice 
on the imposition of all compliance backfitting actions, including the licensee's 
proposed implementation schedule. The NRC staff's compliance backfitting 
documentation should include risk insights, including safety margin,20 to provide the 
staff sufficient information to determine an acceptable schedule for the licensee to 
implement the backfit. These risk insights may also indicate that it is appropriate to 
terminate consideration of a backfitting action as discussed in item 9 of this section. 

+LThe phrase "written commitments," as used within the backfitting provisions, refers to 
those commitments that have been submitted to the NRC on the docket, have 

20 Safety margin may not be quantifiable. For example, meeting environmental qualification (EQ) 
requirements in 1 O CFR 50.49 "Environmental qualifications of electrical equipment important to 
safety for nuclear power plants, " results in safety margin, but this margin is not readily quantifiable, 
particularly with regard to public health and safety (i.e., the equipment is robust for performing under 
events that are important to plant risk and are less severe than the environmental qualifications 
envelop). 
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become part of tho LB been incorporated into the license, and directly relate to the 
means by which the licensee complies with a requirement. 

2-:-4----'-Under 10 CFR 72.62, the Commission will require the imposition of a backfit if it finds 
that the backfit is necessary to bring an ISFSI or MRS into compliance with a license 
or the Commission's Orders or rules . Under 72.62(b) , "The Commission will require 
backfitting of an ISFSI or MRS if it finds that such action is necessary to assure 
adequate protection to occupational or public health and safety, or to bring the ISFSI 
or MRS into compliance with a license or the rules or orders of the Commission, or 
into conformance with written commitments by a licensee." 

~§.,__Because a compliance backfitting action does not require a backfit analysis, the staff 
need not demonstrate that the direct and indirect costs of implementation are 
justified in view of the increased protection from tho backfit. However, As noted in 
paragraphs I.A.5 and I.A.6 1 when the NRC imposes new requirements not needed to 
ensure adequate protection, the APA requires some consideration of cost. Thus, the 
staff must include at least some consideration of costs in its documented evaluation~ 
for a compliance backfit performed under 10 CFR 50.109(a)(4), 70. 76(a)(4), or 
76. 76(a)(4). Although the extent of the consideration required will necessarily be fact
and site-specific, one of the factors that may be relevant is the amount of time that 
has elapsed since the approval that is now claimed to be the subject of a mistake or 
omission . When the potential for compliance backfitting is identified relatively soon 
(within approximately 2 years) after the licensing decision or the imposition of a 
regulatory requirement, likely all that will be necessary is a simple estimate of the 
cost of imposing the backfitting action that does not quantify benefits or perform any 
balancing beyond that which was originally considered . However, when many years 
have passed (typically more than 10) before the staff determines that a regulation or 
requirement is not satisfied , identifying the benefits of compliance and comparing 
them to the cost of implementation will likely be appropriate to ensure that costs have 
been adequately considered. The staff is afforded a high degree of flexibility, in 
accordance with Commission direction regarding qualitative and quantitative factors 
in line with direction given to staff in SRM-14-0087, to determine how much cost 
consideration is appropriate based on the specifics of each case and the identified 
risk. 

4.-§.,_Use of the compliance exception is limited to the following situations that define 
"omission or mistake of fact": 

(a) The NRC staff, whether by its own error or by licensee or third-party error or 
omission at or before the time of its determination that a known and established 
standard of the Commission was satisfied, (1) incorrectly perceived facts, (2) 
performed or failed to recognize flawed analyses, or (3) failed to properly draw 
inferences from those facts or analyses, as judged by the standards and 
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practices that were prevailing among professionals or experts in the relevant 
area at the time of the determination in question, and 

(b) Those facts, analyses, or inferences have now been properly perceived , 
performed, or drawn. 

(c) The error or omission may have been committed by any involved party and must 
be traced to-

(i) The original LB or to a change to the LB, and 

(ii) The regulations contained reflected in the LB at the time of implementation 
that were applicable to the particular licensee whose LB is at issue, and 

(iii) Any standards and practices in existence at the time the origina.1 
determination was made. 

The understanding for 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 industry or professional standards and practices in existence 
at the time the original determination was made. 

&.-L_ The compliance exception should not be applied to the following: 

(d) Failure of the NRC staff to extrapolate conclusions from facts, analyses, and 
direct inferences in ways that were not commonly recognized under such 
prevailing professional standards and practices at the time of the NRC 
determination; or 

(e) Recharacterizations of whether a particular set of otherwise understood 
circumstances satisfies the standard at issue based upon professional standards 
and practices developed or accepted after the time of the determination. 

97L The following policy concerns the use of the compliance exception to mandate 
consistency with the general design criteria (GDC). 

(a) Tho GOG are located in Appendix A, "General Design Criteria for Nuclear Power 
Plants," to 10 CFR Part 50 and 10 CFR Part 72, Subpart F, "General Design 
Criteria. " Those design criteria help formulate a plant's design basis, and the 
design basis is reflected in the plant's final engineering drav1ings. Tho design 
basis must be documented in the UFSAR. 
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(b) Tho GOG establish "minimum requirements" for the development of the prinoipal 
design oriteria (PDC). Tho GDC are intended to provide guidanoe in establishing 
the PDC. The lioensing prooess requires approval of an applioant's PDC as a 
oondition for granting a GP. Before an Ob is issued, and as a basis for its finding 
of reasonable assuranoo of adequate protection of publio health and safety and 
the oommon defense and seourity, the Commission must find that the faoility has 
been built in aooordanoo with the PDC and any NRG approved ohanges. Thus, 
for 10 CFR Part 50 lioensees with CPs issued sinoe 1971 (when the GOG were 
promulgated), the Commission has already neoessarily reaohed the oonolusion 
that the design basis of the plant, as refleoted in the PDC, meets or exoeeds the 
minimum oritoria set forth in the GDC. The 1992 SRM approved the SECY that 
oonoluded that no GDC baokfitting was needed, and that all pro GDC plants 
meet the intent of the GOG.~ 

~(a) The NRC must not rely on the GDC requirements for pre-GDC licensing 
actions (those licenses or CPs issued before the issuance of the GDC (before 
1971 )), unless the NRC has made the GDC a requirement for that licensee. 

(d) Under the provisions of 10 CFR 50.34, "Contents of Applioations; Teohnioal 
Information," an applioation for a GP must inolude the PDC for a proposed 
faoility. Under the provisions of 10 CFR 52.47, "Contents of Applioations; 
Teohnioal Information," 10 CFR 52.79, "Contents of Applications; Technical 
Information in Final Safety Analysis Report," 10 CFR 52.137, "Contents of 
Appl!oations; Technical Information," and 10 CFR 52.157, "Contents of 
Applioations; Technical Information in Final Safety Analysis Report," an 
application for a DC, COL, SDA, or ML, respectively, must inolude the PDC for a 
proposed faoility. The PDC establish the neoessary design, fabrication, 
construction, testing, and performance requirements for SSCs important to 
safety; that is, SSCs that provide reasonable assurance that the facility oan be 
operated without undue risk to the health and safety of tho public. 

~(b) The license approval process will typically yield more specific 
requirements than those set forth in the GDC. However, the NRC is not 
precluded from reliance on GDC as the source of a "requirement" for purposes of 
invoking the compliance exception in those cases where a GOG provides more 
than just a performance standard and has not boon superseded through tho 
approval of the PDC, and requirements derived from those PDC that are clearly 

:u SRM was in response to SECY 92 223 "Resolution of Deviations Identified During the Systematic 
Evaluation Program" and is dated September 18, 1 QQ2 (ML122560290). 
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meant to address the GDC at issue. Thus, a GDC can be regarded as a 
requirement in those circumstances in which when the GDG is prescriptive in 
nature and the technical specifications and other licensee requirements derived 
from the PDG do not speak to the matter in question. 

(f) In some cases, conditions not in accordance with the GDC can be properly 
resolved as a matter of adequate protection if the matter creates undue risk to 
public health and safety or the common defense and security, without the need to 
invoke the compliance exception. The extent to which regulatory action is 
necessary to ensure adequate protection should be evaluated before invoking 
the compliance exception based on a requirement set forth in the GDC. 

Use of the compliance exception to support a backfit should not be confused with 
routine inspection activities related to the LB, as determined by the reactor 
oversight process or other inspection activities. NRG inspections assess 
compliance with the requirements in the licensing basisLB, whereas compliance 
backfitting is pertinent to those issues where the staff has determined that it is 
necessary to modify the approved LB because of an error or omission . Thus, it is 
not expected that findings or violations documented as part of the NRG's 
inspection activities would result in compliance backfitting. However, the NRG 
staff must evaluate each circumstance to ensure the issue is properly assessed 
against the LB and resolved. For example, the NRG would take enforcement 
action when a licensee is not in compliance with the NRG-approved method of 
meeting a requirement, whereas compliance backfitting would occur when a 
licensee is in compliance with an NRG-approved method but the NRC 
subsequently determines that the licensee's method does not result in 
compliance with the requirement because of an error or omission or mistake of 
fact at the time of approval. 

7.L H1€l ~JRG staff's €l@m~lie11=1€l€l @e1€ll,fitti1=1~ €J@€leHll€l1=1tati@1=1 sl=l@eil€J i1=1€lle1€Je1 Fisl, i1=1si~l=lts , 
i1=1€lle1€Ji1=1~ ssfoty F¥18F~i1=1~ . ts ~rnvi€J€l tl=1€l staff se1ffi €l i€l1=1t i1=1foFF¥10ti01=1 t@ €J1st€lFmi1=1e1 01=1 
9€l€l€l~ta@l€l sel=le€Je1le1 for tl=1€l liee1=1se0 t@ iF¥i~l1sF¥101=1t tl=1€l Q9@1,fit. 

2-2 Safety margin may not be quantifiable. For example, meeting environments qualification (EQ) 
requirements in 10 CFR 50.49 "Environmental qualifications of electrical equipment important to 
safety for nuclear power plants," results in safety margin , but this margin is not readily quantifiable, 
particularly with regard to public health and safety (i.e., the equipment is robust for performing under 
events that are important to plant risk and are less severe than the environmental qualifications 
envelop). 
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&LAt any point during the process, the responsible program office or the region, in 
consultation with other appropriate offices, including OGC and OE, may decide not to 
proceed with the backfitting action because further effort is likely to show either of the 
following: 

(a) Compliance backfitting would not provide any increase in safety or security as 
compared to the status quo. This is not to say that the increase in safety or 
security must be substantial, only that there must be some attributable increase. 

(b) An exemption from compliance with the Commission's regulation for which 
compliance is sought may be granted under 10 CFR 50.12 , "Specific 
gexemptions; " 10 CFR 52.7, "Specific gexemptions; " 10 CFR Part 70 Subpart B, 
"Exemptions;" 10 CFR 72. 7, "Specific gexemptions; " or 10 CFR 76.23, "Specific 
gexemptions." 

9,..1Q,__Q.f,4!n consultation with OE, the OD or RA may determine that enforcement 
discretion should ·be granted to enable the licensee to prepare a systematic and 
planned approach for implementing a compliance backfitting action. If the OD or RA 
and OE conclude that enforcement discretion is appropriate or necessary, based on 
a risk-informed analysis and in consideration of licensee outages and maintenance 
schedules, OE, with the OD or RA, will normally issue an enforcement guidance 
memorandum or seek Commission approval for an interim enforcement policy for 
multifacility compliance backfitting actions, as appropriate. 

(a) An enforcement guidance memorandum is usually the appropriate enforcement 
discretion for generic or industrywide compliance backfits. 

(b) For individual facility- or site-specific compliance backfitting actions, the exercise 
of enforcement discretion may be addressed in the Order associated with the 
compliance backfit. 

10. If adequate proteotion is not involved, then a determination must be made to verify 
there is adequate safety margin with respeot to the regulatory requirements. 
Therefore, oonsideration of oost is relevant in determining if a baokfit is needed to 
reoover the lost safety margin . 

11. If, after careful consideration of the issue, risk to public health and safety or the 
common defense and security, safety margin, and licensee costs for implementation 
of the compliance backfit, the NRC determines that compliance should not be 
required, then the NRC will normally grant enforcement discretion until such time as 
the NRC initiates and issues an exemption in accordance with 10 CFR 50.12, an 
amendment in accordance with 10 CFR 50.90, a relaxation of an order, or other 
action as appropriate. 
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C. Cost-Justified Substantial Increase in Protection Backfitting and Forward Fitting 

For all backfitting that does not satisfy the adequate protection exception or compliance 
exception criteria , the NRC should determine whether to perform impose a backfit 
analysis by applying the facts of the proposed backfitting against the backfit standard as 
described below. As explained in I.B.1 above, the Staff should conduct the same 
evaluation for forward fitting and proceed along the same path as it does for backfitting. 
As such, all references, direction, and processes in this section that apply to backfitting 
also apply to forward fitting . 

1. Backfit or Issue Finality Standard 

The backfitting provisions require , first, that the proposed action result in a 
substantial increase in the overall protection of public health and safety or the 
common defense and security. If either criterion is met, the standard then requires 
that the direct and indirect costs are shown to be justified in light of the substantial 
increase in overall protection. If the proposed action is not shown to result in a 
substantial increase in safety or security, or the costs are not justified, then the 
backfit cannot be imposed (unless the Commission exempts itself from the 
backfitting rule; although as noted in paragraph I.A.5, when the NRC imposes new 
requirements not needed to ensure adequate protection, the APA requires some 
consideration of cost. ). 

In the statement of considerations for the 1985 reactor backfitting rule, the 
Commission said the following : 

Substantial means "important or significant in a large amount, extent, or 
degree." Under such a standard the Commission would not ordinarily 
expect that safety improvements would be required as backfits that result 
in an insignificant or small benefit to public health and safety or common 
defense and security, regardless of costs. On the other hand, the 
standard is not intended to be interpreted in a manner that would result in 
disapprovals of worthwhile safety or security improvements having costs 
that are justified in view of the increased protection that would be 
provided. 

2. Backfit Analysis 

All backfit analyses must be performed in accordance with 10 CFR 50 .109 or other 
applicable regulations and NUREG-1409. 

(a) Once the NRC determines that backfitting l'fH:ffit-.should be pursued, and 
adequate protection or compliance backfitting are not appropriate, the NRC staff 
must develop a backfit analysis. 
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(b) The staff must demonstrate and document that the backfit standard is met. The 
staff must consider available quantitative and qualitative data in making this 
determination. If neoessar,i, relevant, and oonsistent with SRM SECY 14 0087, 
"Staff Requirements SECY 14 0087 Qualitative Consideration of Faotors in the 
Development of Regulator,i Analyses and Baokfit Analyses," dated Marsh 4, 
2015, qualitative oonsiderations may be used to demonstrate a oost justified 
inorease in proteotion. As direoted , qQualitative factors should be used in a 
judicious and disciplined manner to inform decisionmaking, in limited cases, 
when quantitative analyses are not possible or practical (i.e., due to lack of 
methodologies or data). Accordingly, an analysis should be informed by 
applicable risk information, including a PRA, to the extent it is available and can 
be considered without undue use of NRC resources. The staff will also consider 
information available concerning any of the factors listed in 1 O CFR 50.109( c ), as 
may be appropriate, and any other information relevant and material to the 
proposed backfitting, including NUREG/BR-0058, "Regulatory Analysis 
Guidelines of the U.S. Nuclear Regulatory Commission." 

(c) Relaxations may not show a substantial inorease in safety or security; 
oonsequently, implementation of these relaxations are voluntar,i for the 
lioensees. In most cases, relaxations involve alternative regulatory approaches 
that licensees can choose to implement, may involve small decreases in safety 
or security, and are not backfitting actions if options for implementation are 
offered to the licensees .. When such options are offered , the NRC verifies that 
compliance with the licensee's LB, including the relaxation (if it involves a small 
decrease in safety or security), continues to provide reasonable assurance of 
adequate protection. 

;1._Under 10 CFR 72.62, the Commission can require the backfitting of an ISFSI or MRS 
installation if it finds that the backfitting action would result in a substantial increase 
in protection to the occupational or public health and safety whose costs are justified 
in light of the increased protection. 

D. Additional Considerations 

1. For all backfitting and forward fitting actions, additional procedural factors required by 
the CRGR Charter for justification must be used if they apply to the issue. 
Furthermore, as additional administrative controls, the offices or regions may use 
reviews by special internal panels, and OE and OGC review and concurrence, as 
appropriate. 

2. The NRC staff should recommend terminating a proposed agency action that would 
constitute backfitting or forward fitting when the staff concludes that the proposed 
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action is not necessary for adequate protection; the compliance exception to the 
backfit analysis requirement does not apply; the baokfitting action is not likely to 
result in a substantial increase in safety or security; or, if a substantial increase in 
safety or security can be demonstrated, the direct and indirect costs of 
implementation are not likely to be justified. The responsible program OD or RA may 
approve closing the issue with appropriate notice sent to all applicable parties and 
recorded in ADAMS. 

3. During the course of dispositioning a proposed finding, violation, or licensing action, 
a licensee may raise concerns that the proposed action is either backfitting...Q[ 
forward fitting . The staff will inform divisional management of the concern, before the 
proposed action is taken, with ensuing discussions considering previous regulatory 
staff positions and enforcement precedence. A lack of historical staff position could 
be indicative of a new staff position and therefore subject to backfitting and forward 
fitting provisions. Informing divisional management and researching historical 
positions ensures appropriate consideration of licensee concerns and supports 
agency operation as a stable and reliable regulator. 

E. Scheduling of Backfitting Implementation 

1. After the appropriate OD (NMSS, NRO, or NRR) or RA has approved a facility
specific documented evaluation..._ -er-backfit analysis, or forward fit analysis, the 
responsible division director or above must issue the backfitting or forward fitting 
requirement to the licensee. The licensee may choose to implement the backfitting or 
forward fitting action or appeal the decision to the program OD or RA. 

2. Implementation of a facility-specific backfitting action should be accomplished on a 
schedule based on the safety or security significance and overall risk of the issue.:., 
with the exoeption of any a8dequate protection backfits that should must be 
expeditiously imposed if the NRC finds that an imminent threat to public health and 
safety exists. Upon determining that a backfit is necessary for adequate protection to 
public health and safety, the NRC should prepare an imminent threat analysis that 
determines whether immediate action is necessary. The staff should consult with its 
regional and program office counterparts and OE to establish the implementation 
schedule, identify the implementation actions, and determine if and when 
enforcement action is appropriate. The responsible OD or RA, in collaboration with 
OE, must determine whether enforcement discretion is appropriate, and how it will be 
addressed in the facility specific backfit action. In these situations, the staff must 
provide its determination, including the imminent threat analysis, to the Commission 
for consideration in its review of the proposed regulatory change or modification . 

3. In aooordanoe with the baokfitting provisions (e.g., 10 CFR 50.10Q(o)), soheduling 
oriteria will inolude the importanoe of the baokfitting aotion (i.e., safety or seourity 
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significance, including risk) relative to other safety or security related activities 
underway, such as planned construction, outages, or other maintenance. 

4.-LFor generic backfitting actions that are part of rulemaking , schedule considerations 
are addressed as part of the rulemaking process, and are typically included in the 
new regulations as implementation or scheduling provisions. 

&.4_,_A facility-specific backfitting action may be imposed by Order. following review and 
approval by the Commission. before completing any of these procedures if the OD 
who authorized the backfitting action determines that immediate imposition is 
necessary to ensure public health and safety or the common defense and security. In 
such cases, the appropriate OD must promptly notify the EDO of the action and , if 
possible, the staff must prepare a documented evaluation in time to be issued with 
the Order. If the documented evaluation cannot be issued with the Order, the 
evaluation must be completed as soon as possible after issuance of the Order and 
made publicly available. 

F. Appeals of Backfitting and Forward Fitting Decisions 

1. As stated in Section 1.8.1.c above. if a licensee believes that the staff has incorrectly 
followed the outlined process for imposing a forward fit, the licensee may use the 
backfitting appeals process described below to challenge the forward fit. as 
contemplated by the Statement of Considerations for the 1985 Revision of Backfitting 
Process for Power Reactors.23 

4-:-LBy NRC policy, the NRC affords licensees an opportunity to appeal any staff action a 
licensee believes does not comport with agency's backfit rules backfitting action at 
two levels: a First-Level Appeal to the OD or RA and a Second-Level Appeal to the 
EDO. 

~L The appeal process applies to the following two situations: 

(a) An applicable staff position that the NRC staff determined was not backfitting, but 
the licensee believes is backfitting, or 

(b) An applicable staff position that the NRC staff determined was backfitting , but the 
licensee believes was not properly justified , including an appeal to modify or 
withdraw a backfitting action for which a backfit analysis 1Nas conducted or an 
appeal that a backfitting action justified by the adequate protection or compliance 
exception in fact must be justified through a backfit analysis. 

23 50 FR 38097, 38101 , September 20, 1985. 
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~__,_If at any time during an appeal process, the NRC determines the proposed action is 
unjustified backfitting, the responsible OD or RA, or designee, must document the 
decision and inform the licensee. 

4.-L The First-Level Appeal process must be carried out before the Second Level Appeal 
process. In the event a licensee addresses its initial appeal of a staff action to a level 
above the OD or RA, the appeal should be assigned to the OD of the program office 
that oversees the subject of the backfit, who will then oversee the First-Level Appeal 
process. While a program OD or an RA can issue backfitting actions, a811 backfitting 
appeals are overseen by a program OD, who will coordinate the review with the RA 
overseeing the affected facility, and tho OD for emergency preparedness or security 
issues, in tho Office of Nuclear Security and Incident Response (NSIR}. 

&.6__,_First-Level Appeal : 

(a) The licensee may send a backfitting appeal in writing to the OD or RA whose 
staff proposed or issued the action . The program OD is responsible for deciding 
the appeal. This constitutes a First-Level Appeal. 

(b) During the review process, the OD may designate a panel to consider the 
appeal. A public meeting must be offered at which the licensee may discuss the 
appeal to ensure the NRC has a full understanding of the appeal. No 
determinations will be made at this public meeting. 

(c) During the review process and following any public meeting with the licensee, a 
meeting with the originating staff must be offered to discuss the backfitting action 
and supporting documentation to ensure a full understanding of the initial action 
in question. 

( d) After appropriate interoffice coordination and management review of the 
licensee's appeal , the program OD, working with the responsible RA and the 
NSIR OD, as applicable, must decide on the appeal. This process should be 
completed within 90 days of the date the NRC accepts the appeal. 

(e) The applicable Deputy EDO responsible for the issuing office must be informed 
of the decision before the program OD informs the licensee of the decision in 
writing . 

(f) If the backfitting action is determined to be tho correct regulatory path forward, 
folloi.\1ing tho written decision of tho appropriate program ODsustained, the 
licensee may implement the action or submit a Second-Level Appeal. 

€hL_Second-Level Appeal: 
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(a) If the licensee does not agree with the outcome of a First-Level Appeal, the 
licensee may file a second and final appeal to the EDO. 

(b) The EDO may designate a panel to consider the Second-Level Appeal. A public 
meeting with the licensee must be offered to discuss the licensee's appeal 
documentation and allow for a full understanding of the licensee's position. 

(c) The EDO's designated panel must consider all supporting staff analyses, 
submitted licensee analyses, and supplemented staff analyses, as well as any 
other information that is relevant and material to the appeal. Meetings with the 
staff involved in the original action in question and those involved in the First
Level Appeal must be offered to allow a full understanding of the staff position. 

(d) If the EDO determines that the action subject to a backfitting appeal is not 
considered backfitting, the action must not be treated further within the context of 
backfitting, but will be processed commensurate with the normal licensing or 
inspection appeal process. 

(e) If the EDO denies the appeal, the licensee must implement the action. If the 
licensee fails to implement the backfitting action, the appropriate OD must issue 
an Order. Once an Order is issued, whether or not it is immediately effective, 
MD 8.4 no longer applies. At this point, appeals are governed by the provisions 
of 10 CFR Part 2, "Agency Rules of Practice and Procedure, " Subpart B, 
"Procedure for Imposing Requirements by Order, or for Modification, Suspension, 
or Revocation of a License, or for Imposing Civil Penalties. " · 

G. Exceptions 

The NRC staff is not required to make facility-specific backfitting findings when generic 
backfitting actions on the same issue(s) are, or have been, approved by the CRGR and 
EDO. This is also true for generic backfitting actions approved before November 1981, 
unless the EDO determines that significant facility-specific backfits were not considered 
during the prior reviews. 

H. Assessment of the Overall Effectiveness of the NRC's Backfit and Forward Fit 
Management Program 

The CRGR assesses, typically every 5 years, the effectiveness of the NRC's 
administrative controls for backfitting and forward fitting , as part of its regulatory 
effectiveness responsibility, and provides a report to the EDO. 
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IV. INFORMATION COLLECTION PROCESSREQUESTS 

A. NRC Regulations for Information ColleotionRequests 

1. Demands for Information concerning alleged violations or potentially hazardous 
conditions or other facts are made pursuant to 10 CFR 2.204 . Under Section 2.204 , 
the NRG can require a lic~nsee to respond for the purposes of determining if an 
Order under 10 CFR 2.202 should be issued, or whether other actions should be 
takeR,-

2-,.---lnformation requests to power reactor licensees are made pursuant to 
10 CFR 50.54(f). Under 10 CFR 50.54(f), the NRC can require request its licensees 
to provide information to enable the Commission to determine whether or not a 
license should be modified, suspended, or revoked. This rule requires the NRC staff 
to justify these information requests with supporting analysis that demonstrates that 
the burden to be imposed on licensees is justified in view of the potential safety 

. significance of the issue for which the information is requested. _The exceptions to 
this requirement to prepare a justification are as follows: 

3. No supporting analysis is required whenever there is reason to believe that public 
health and safety or !he common defense and security may not be adequately 
protected, and information is needed to determine if this is the case and to take any 
necessary corrective actions. 

4. No supporting analysis is necessary if the staff seeks information of a type routinely 
sought as a part of the standard procedures for the review of applications for 
licenses or license amendments for facilities under construction, or the conduct of 
inspection activities for f.acilities under construction . However, if the request is not 
part of a routine licensing revie1N (for example, if the staff seoks information to 
develop a new staff position), then the supporting analysis must include the reasons 
for the request and justify the estimated burden imposed on the licensee before 
issuance. 

&.-L No supporting analysis is necessary for licensing reviews or inspection activities for 
operating facilities, or for information requests sought to verify licensee compliance 
with the requirements in the LB for the facility. Requests for information made in 
connection with fact-finding reviews, inspections, and investigations of accidents or 
incidents are not usually made, pursuant to 10 CFR 50.54(f). Furthermore, such 
requests are not normally considered within the scope of the backfitting rules. 

€hL The requirements for information collection requests for selected materials licensees 
are contained in 10 CFR 70.22(d), 10 CFR 72.62(d), and 10 CFR 76.?0(e). 
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-1-,.LThe requirements for information collection requests for power reactor licensees 
under 1 O CFR Part 52 are contained in 1 O CFR 52.39(f), 10 CFR 52.98(g), 1 O CFR 
52.145(c), and 10 CFR 52.171(c). 

M-=-The information request sent to the licensee should document the staff's evaluation 
of the applicable information collection requirements for the request. 

B. Justification 

1. The program OD and the RAs must ensure that the staff establishes a reasonable 
basis for all information requests (except in cases that do not require justification). 
Specifically, the responsible OD or RA must do the following : 

(a) Ensure that the staff has evaluated the request to determine whether the burden 
imposed on the licensee by the information request is justified , commensurate 
with the potential safety or security significance of the issue to be addressed. 
Such justification should consider the following : 

(i) Whether the NRC already has the information being requested, 

(ii) Whether the NRC can readily obtain the information absent a formal 
information request (for example, is the information available in the public 
domain), 

(iii) How to minimize the population of entities from whom information is being 
requested, and 

(iv) How to obtain the necessary information while minimizing the burden on 
requested entities. 

(b) Approve the information request and the staff evaluation before transmittal of the 
request for information to a licensee. 

2. The NRC staff's evaluations to demonstrate that an information request is justified 
must include at least the following elements: 

(a) A statement of the problem describing the need for the requested information in 
terms of its potential safety benefit, 

(b) The licensee actions required and an estimate of the burden on the licensee to 
develop a response to the information request, and 

(c) An anticipated schedule for the NRC to analyze and act on the information. 
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V. TRAINING PROGRAMS FOR BACKFITTING, FORWARD FITTIN'G, AND 
INFORMATION COLLECTIONREQUESTS 

A. Backfitting and Forward Fitting Training 

. The NRC ODs and RAs, informed by consultation with OGC and agency 
backfitting/forward fitting POCs, must plan for backfitting training for their staff that 
incorporates, at a minimum, the agency backfitting/forward fitting training program 
discussed below. NRC ODs and RAs may also provide additional backfit/forward fit 
training that provides additional detail in areas pertinent to the region or office. ~ 
8Q€lfH'~)' 98@kfittiRQ trsiRiRQ ~F9QF8~ GR€l1otl€1 iRsl1ot€1€l 9€lQiRR€lF 8R9 89V8R@€l€1 l@v@IG' 8G 

W€lll 8G rnfrnsR€lF @€llotfG€lG . 

8. Backfitting/Forward Fitting Agencywide Training Coordination 

The Office of the Chief Human Capital Officer (OCHCO) must maintain and update a 
backfitting/forward fitting training program for the NRC staff. OCHCO will develop the 
backfitting/forward fitting training modules in consultation with OGC, CRGR,-aoo 
program ODs, OE, RES, and NSIR. OCHCO will also consult and coordinate with the 
appropriate contact in the Office of the Chief Information Officer to ensure 
backfitting/forward fitting training modules are available online. The agency 

· backfitting/forward fitting training program should include beginnerintroductory and 
advanced levels , as well as refresher courses. 

C. Information Collection Training 

The NRC program offices should maintain information collection training and 
qualification for project managers with support from OGC. Regional inspection 
procedures and qualification do not apply to this training requirement. 

VI. ACRONYMS 

10 CFR 

ADAMS 

AEA 

BTP 

CAL 

COL 

CP 

CRGR 

Title 10 of the Code of Federal Regulations 

Agencywide Documents Access and Management System 

Atomic Energy Act of 1954, as amended 

Branch Technical Position 

Confirmatory Action Letter 

Combined License 

Construction Permit 

Committee To Review Generic Requirements 
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DC 

OCR 

DEDO 

DH 

EDO 

ESP 

GDC 

ISFSI 

LAR 

LB 

LR 

LRA 

LWA 

MD 

ML 

MRS 

NMSS 

NRC 

NRO 

NRR 

NSIR 

NUREG 

NUREG/BR 

OCHCO 

OD 

OE 

OGC 

Design Certification 

Design Certification Rule 

Deputy Executive Director for Operations 

Directive Handbook 

Executive Director for Operations 

Early Site Permit 

General Design Criterion/criteria 

Independent Spent Fuel Storage Installation 

License Amendment Request 

Licensing Basis 

License Renewal 

License Renewal Application 

Limited Work Authorization 

Management Directive 

Manufacturing License 

Monitored Retrievable Storage 

Office of Nuclear Material Safety and Safeguards 

U.S. Nuclear Regulatory Commission 

Office of New Reactors 

Office of Nuclear Reactor Regulation 

Office of Nuclear Security and Incident Response 

NRC Technical Report Designation 

NUREG Brochure 

Office of the Chief Human Capital Officer 

Office Director 

Office of Enforcement 

Office of the General Counsel 
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OL Operating License 

PDC Principal Design Criteria 

POC Point of Contact 

PRA Probabilistic Risk Assessment 

RA Regional Administrator 

RES Office of Nuclear Regulatory Research 

RG Regulatory Guide 

SDA Standard Design Approval 

SE Safety Evaluation 

SECY Office of the Secretary 

SER Safety Evaluation Report 

SLR Subsequent License Renewal 

SRM Staff Requirements Memorandum 

SSC Structure, system, and component 

TR Topical Report 

UFSAR Updated Final Safety Analysis Report 

Date Approved: XX/XX/XXXX 
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EXHIBITS 

EXHIBIT 1 NRC Internal Backfitting, Forward Fitting, and Issue Finality Flowchart 

Revise "Exit from backftting process consider using other . .. " to "Issue dropped: document 
outcome" 

Include "forward fitting" each time "backfitting" is used. 
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Include "forward fit" each time "backfit" is used. 

Applicant, 
licensee, or NRC 

staff identifies 
potential 

backfitting or issue 
finality concern 

I 

Necessary to 
ensure adequate 

protection 

, __ 

NRC staff 
reviews 
potential 

backfitting or 
issue finality 

concern 

Office or Region 
determines 

whether issue is 
a backfit 

Not a 
backfit 

Exit from backfitting 
process, consider 

using other agency 
process (e.g., 
enforcement) 

Yes, a 
backfit 

Characterize the backfitting type (consider 
adequate protection then compliance then 

cost-justified), engage backfit staff and 
attorneys, enter backfitting process 

Defining or 
redefining 
adequate 
protection 

Necessary for 
compliance 

Substantial 
increase in 

safety or security 

Documented 
Evaluation 

Backfit Analysis 

Justification of the Backfit 

Provide opportunity for 
CRGR review of backfit 

documentation 

No 

Office Director approval , 
issuance of backfit, EDO 

informed 

Facility 
contests 

Facility raises backfitting or 
issue finality concern and 
initiates appeal process 

Facility does 
not contest 

Exit from backfitting 
process, consider 

using other agency 
process (e.g . generic 

comm., reg guide) 

Facility/facilities 
implement the 

backfit 
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EXHIBIT 2 NRC Internal Backfitting and Issue Finality Flowchart 

Revise octagon on far left to read "Issue dropped: document outcome." 

Include "forward fitting" each time "backfitting" is used. 

Include "forward fit" each time "backfit" is used . 

Issue dropped, 
consider using 

otherNRC 
process (e.g., 

generic comm., 
rea aiade) 

Facility raises backfitting or 
issue finality concern and 
initiates appeal process 

I 
I 
I deried but facility 
L ____ appeals NRC decision 

1 Licensee 
appeal accepted 

Licensee appeal denied 

1 
but faciily does not 

inplement proposed action L-----------

Licensee appeal I 
denied and I 

facility accepts I 
decision I 

I 
FIRST LEVEL I 

APPEAL 1 

-----------' 
-----------' I 

Licensee appeal I 
deried and 

faciity accepts 
decision 

I 
I 
I 

SECOND LEVEL I 

APPEAL 1 

-----------' 
Program office 
issues Order 
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EXHIBIT 3 NRC Backfitting Requirements 

Affected Entities Backfitting/lssue Finality Regulation 

Power Reactors (licensed under 1 O CFR Part 50) 10 CFR 50.109 

Power Reactors (permitted, certified, licensed or 10 CFR 50.109 and 10 CFR Part 52 (as 
approved under 10 CFR Part 52) noted below) 

Early Site Permit (ESP) 
10 CFR 52.39 (term of ESP) 

10 CFR 52.31 (renewal) 

Standard Design Certification Rule (OCR) 
10 CFR 52.63 (term of OCR) 

10 CFR 52.59 (renewal) 

10 CFR 52.83 (referenced NRC 

Combined License (COL) approvals) 

10 CFR 52.98 (term of COL) 

Standard Design Approval 10CFR52.145 

Manufacturing License (ML) 
10 CFR 52.171 (term of ML) 

1 O CFR 52.179 (renewal) 

Licensees authorized to possess special nuclear 
10 CFR 70. 76, Subpart H 

material above a critical mass 

Independent Spent Fuel Storage Installation 10 CFR 72.62 

Gaseous Diffusion Plant 10 CFR 76.76 
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RESPONSE SHEET 

Annette Vietti-Cook, Secretary 

Commissioner Wright 

SECY-18-0049: Management Directive and Handbook 
8.4, "Management of Backfitting, Issue Finality, and 
Information Collection" 

Approved X Disapproved Abstain Not Participating 
--

COMMENTS: Below X Attached X None 

I appreciate the staff's efforts to revise Management Directive (MD) 8.4 and its companion 
Directive Handbook (DH) to ensure consistent implementation of the agency's backfitting 
requirements. The staff's proposed revisions generally accomplish the objectives of providing 
regulatory stability, ensuring appropriate application of the backfit and issue finality rules, 
supporting reasoned and informed decision-making, and improving transparency. However, I 
believe the MD and DH should be further streamlined, more fully incorporate the guidelines and 
interpretations outlined in COMSECY-16-0020, and provide guidance on the application of 
forward-fits . The Chairman's proposed edits address these areas. Therefore, I approve the 
Chairman's edits to the MD and DH. I also believe further clarification on forward-fits would 
promote regulatory stability and transparency and have included additional edits on forward-fits, 
as indicated in the attached . 

I view these edits as a continuation of the significant efforts made over the past three years 
related to backfit. I appreciate the staff's comprehensive efforts in this area, including providing 
backfit refresh training, implementing the Committee to Review Generic Requirements' 
assessment, and documenting necessary updates and improvements to the backfitting process. 
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significant regulatory actions. The NRC requires regulatory 
analyses for a broader range of regulatory actions than for 
significant rulemakings as defined in E.0.12866. In general, each 
NRC office should ensure that all mechanisms used by the NRC 
staff to establish or communicate generic requirements, guidance, 
requests or staff positions that would affect a change in the use of 
resources by its licensees include an accompanying regulatory 
analysis. This requirement applies to actions initiated internally by 
the NRC or by a petition to the NRC. These mechanisms include 
rules, bulletins, generic letters, regulatory guides, orders, standard 
review plans, branch technical positions and standard technical 
specifications. 

If the agency issues a new or modified regulatorv staff position (e.g., a 
revision to regulatory guidance) and the prior regulatory staff position is nq 
longer available for use by current licensees, the new or modified regulato ['v1 
staff position should include a regulatory analysis~ · 

If the staff imposes a new or modified regulatory staff position as part of the 
approval of a licensing action for a current licensee, and the prior regulato!}:l 
staff position is available for use by current licensees and applicable to the 
licensing action under review, the staff should perform a site-specific, 
regulatory analysis. 

d) If a licensee believes that the staff has incorrectly followed this process in 
imposing a forward fit. the licensee may use the backfitting appeals process 
described in Section 111.F of this Management Directive to challenge the 
forward fit. as contemplated by the Statement of Considerations for the 1985 
Revision of Backfitting Process for Power Reactors.8 

e) Forward fits generally do not include instances when an applicant files an 
initial licensing application for a new facility. However, for light-water reactor 
(LWR) facilities, § 50.34(d), § 52.17(a)(1 )(xii), § 52.47(a)(9), § 52. 79(a)( 41 ), 
§ 52.137(a)(9), and § 52.157(0(30) establish the version of NUREG-0800, 
"Standard Review Plan for the Review of Safety Analysis Reports for Nuclear 
Power Plants: LWR Edition," (the SRP) that applicants should be anticipated 
to reasonably rely upon in the development of their applications. Any change 
in requirements or regulatory staff positions from that version of the SRP 
interpreting the Commission's requirements should follow the same reasoned 
decisionmaking process as a forward fit. 

8 50 FR 38097, 38101 , September 20, 1985. 
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