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NMSS-LIC-253 
 

Backfit Guidance for the Office of Nuclear Material Safety and Safeguards 
 
 
1. PURPOSE 

 
The purpose of this Office Instruction (OI) is to provide guidance for implementing the 
backfit provisions in Title 10 of the Code of Federal Regulations (10 CFR) §§ 70.76, 
72.62, and 76.76.1 

 
These instructions are intended to ensure that the backfitting of licensees/certificate 
holders under 10 CFR Parts 70, 72, and 76 is consistently applied, justified, 
documented, and communicated, and is accomplished consistent with providing 
reasonable assurance of adequate protection of the public health and safety and no 
undue risk to the common defense and security. 

 
2. GENERAL REQUIREMENTS 

 
2.1 Coverage 

 
This OI was created to combine U.S. Nuclear Regulatory Commission (NRC) 
Policy and Procedure Letter (P&PL) 1-82, “10 CFR Part 70 Backfit Guidance”; 
P&PL 1-84, “10 CFR Part 72 Backfit Guidance”; and P&PL 1-53 “GDP Plant 
Specific and Generic Backfit Management.” 

 
2.2 Policy 

 
The policy of the Office of Nuclear Material Safety and Safeguards (NMSS) 
regarding backfitting is that a new requirement or regulatory position interpreting 
a requirement will only be imposed on a licensee/certificate holder if the 
requirement or regulatory position satisfies the backfitting provision of §§ 70.76, 
72.62, or 76.76, as well as 10 CFR 50.109 and any applicable issue finality 
provisions in 10 CFR Part 52 for those licensees who hold a general independent 
spent fuel storage installation (ISFSI) license (and is, therefore, a holder of a Part 
50 operating license or Part 52 combined license for a nuclear power plant). 

 
The regulations in §§ 70.76, 72.62, and 76.76 govern the backfitting of new or 
modified requirements on 10 CFR Parts 70 and 72 licensees and 10 CFR Part 76 
certificate holders. In addition, the regulations generally require the NRC to 
justify each backfit with a backfit analysis or a documented evaluation.2  NRC 
Management Directive (MD) 8.4, “Management of Facility-specific Backfitting and 

 
 

1   10 CFR Part 71, “Packaging and transportation of radioactive material,” contains a section, 10 CFR 
71.65, which indicates that the NRC may, by rule, regulation or order, impose requirements in addition 
to those established in Part 71, as the NRC deems necessary or appropriate to protect public health or 
to minimize danger to life or property. The Office of the General Counsel OGC interprets this provision 
as a restatement and confirmation of the NRC’s authority under applicable statues, rather than a 
limiting provision imposing backfitting-like restrictions. 

2   The backfitting provision of 10 CFR § 72.62 does not set forth a documentation requirement for a 
backfit analysis or documented evaluation. Nonetheless, it can be inferred, based upon an examination 
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Information Collection,” establishes guidance for NRC staff implementation of 
10 CFR 50.109. MD 8.4 was used to develop this Office Instruction, because of 
the similarities between the backfit requirements specified in §§ 50.109, 70.76, 
72.62, and 76.76. 

 
2.3 Definitions 

 
For purposes of the backfitting provisions in §§ 70.76, 72.62, or 76.76, the 
following definitions apply. 

 
A. Backfitting: In general, backfitting consists of the modification of, or 

addition to systems, structures, or components of a facility, or to the 
procedures or organization required to operate a facility, 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 
rule that is either new or different from a previous NRC staff position. 

 
Note, however, that backfitting is defined differently for ISFSIs under 
§72.62(a): 

 
“As used in this section, backfitting means the addition, elimination, or 
modification, after the license has been issued, of: 

 
(1) Structures, systems, or components of an ISFSI or MRS, or 

 
(2) Procedures or organization required to operate an ISFSI or MRS.” 

(emphasis added) 
 

This may mean that, unlike §§ 50.109, 70.76 and 76.76, changes to an 
ISFSI or monitored retrievable storage installation (MRS) resulting from a 
licensee’s voluntary decision to take advantage of a “voluntary 
alternative” in an NRC regulation must be regarded as backfitting. 

 
Whether an NRC action constitutes backfitting depends upon the 
substance of the NRC action and the timing of the NRC action. 

 
1. Substance: A staff position may be a proposed backfitting if it 

would cause a licensee/certificate holder to change the design, 
construction, or operation of a facility from that consistent with 
already applicable regulatory staff positions or approved in the 
facility license/certificate; and 

2. Time: Backfitting protection begins on NRC approval of an 
Integrated Safety Analysis (ISA) Summary but only with respect to 
the regulatory requirements in 10 CFR Part 70, Subpart H; on 
issuance of a Part 70 license for all requirements other than those 

 
 

of the other backfitting and issue finality provisions in 10 CFR Chapter I, that the Commission intended 
such documentation to be prepared. Therefore, in order to meet the Commission’s likely intentions, the 
Commission’s stated expectations on transparency in agency decisionmaking, and for consistency with 
other backfitting and issue finality provisions, the NRC staff has decided to implement § 72.62 by 
preparing such documentation. 



NMSS Office Instruction NMSS-LIC-253 Page 3 of 19 

 
in Subpart H; on issuance of a Part 72 license; and on issuance of 
a Part 76 certificate of compliance.3 

 
Note, however, that backfitting protection begins at a different point in 
time for applications for Part 70 licenses subject to Subpart H of Part 70. 
For such applicants, backfitting protection with respect to an ISA 
Summary begins when the NRC approves the ISA Summary, and not 
when the underlying Part 70 license is issued. 

 
B. Certificate holders: An entity who is authorized to operate a gaseous 

diffusion plant under a Commission-issued Part 76 certificate of 
compliance. 

 
C. Licensee: An entity who is authorized to conduct activities under a 

Commission-issued Part 70 or 72 license. 
 

D. Substantial Increase: Important or significant in a large amount, extent, 
or degree. Under such a standard, NRC would not expect that it would 
require safety improvements that resulted in an insignificant or small 
benefit to the public health and safety or common defense and security 
(regardless of costs). 

 
2.4 Identifying Potential Backfiting 

 
The NMSS staff is responsible for identifying backfitting. Staff at all levels should 
decide whether any proposed requirement or staff position (generic or facility- 
specific) should be considered as backfitting. Attachment A of this document, 
“Mechanisms Used by the NRC to Establish or Communicate Regulatory 
Requirements or Positions that May Constitute Backfits,” gives examples of the 
mechanisms the staff should and should not use to establish or communicate 
regulatory positions. All generic communications that require the 
licensee’s/certificate holder’s response must address backfitting and be approved 
by the Director, NMSS, before issuance. Attachment B of this document, 
“Guidance on Identification of Backfitting,” provides guidance to staff on suggested 
procedures for identifying backfitting. 

 
A. Staff Identification of Backfitting: For any proposed staff position, the staff 

must determine whether a staff position may cause a licensee/certificate 
holder to modify, eliminate, or change a system, structure, component, 
procedure, or organization required to operate a facility. The NRC staff will 
be responsible for identifying proposed backfitting. The NRC staff, at all 
levels, will evaluate any proposed staff position to determine whether the 
new staff position qualifies as potential backfitting. The staff should 
consult with NRC’s Office of the General Counsel (OGC) early on in the 
evaluation. When a staff position is identified as potential backfitting, the 
staff should determine whether the backfitting is needed to ensure 

 

 
3   OGC interprets 10 CFR 76.76 as establishing the onset of backfitting protection at the time of issuance 

of the certificate of compliance, even though the regulation itself is silent on the matter, as compared 
with other backfitting provisions in §§ 50.109, 70.62, and 72.62 and the issue finality provisions in 10 
CFR Part 52. 
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adequate protection of public health and safety or common defense and 
security, or to comply with Commission Rules or Orders, the 
license/certificate, or written commitments. 

 
No new requirements or staff positions should be communicated to the 
licensee/certificate holder unless an NMSS Division Director, in concert 
with OGC, has ascertained whether it satisfies the backfitting provisions 
in §§ 70.76, 72.62, or 76.76. 

 
The staff is also responsible, when preparing proposed and final 
regulations and guidance (e.g., regulatory guides), if issuance of the 
regulation or guidance constitutes backfitting. The Federal Register 
notices of proposed rulemaking or guidance and final rulemaking or 
guidance must address whether issuance of the rule or guidance would 
constitute backfitting. 

 
B. Licensee/Certificate Holder Claim of Backfitting: A licensee/certificate 

holder may claim that a proposed NRC action is backfitting even though 
NRC did not identify it as backfitting. The licensee/certificate holder will 
likely send its written claim that a proposed NRC action is backfitting to 
the Director of NMSS. The NMSS Director’s office should ensure that a 
copy is provided to the Executive Director for Operations (EDO) and will 
refer the claim to the appropriate Division Director. The Division Director 
will inform the appropriate Deputy Director, Branch Chief, and project 
manager (PM), of the claim.4   The PM should ensure a copy of the claim 
has been forwarded to the EDO, OGC, and any other affected NRC 
office.5   The PM should inform the licensee/certificate holder of the 
Agency’s guidance in MD 8.4, “Management of Facility-specific 
Backfitting and Information Collection.” 

 
C. Issues Having Potential Generic Consequences: Technical or regulatory 

issues that could potentially have generic implications or consequences 
should be evaluated by the appropriate technical division and coordinated 
with the Office of Research. The Committee to Review Generic 
Requirements (CRGR) will review and approve selected new and revised 
regulatory requirements, generic correspondence, and regulatory guidance 
related to fuel cycle facilities, spent fuel transportation and storage, as well 
as related NRC staff guidance. Additional staff guidance for identification 
of backfitting issues and interaction with the CRGR can be found in 
Attachment B of this OI, “Guidance on Identification of Backfitting.” The 
lead technical division shall consider the issues from a broad perspective, 
and whether they could result in new requirements, or changes in a 
regulatory interpretation or staff position. This broad perspective should 
include consideration of the specific effects on licensees certificate 
holders, the NRC staff, and on the existing regulatory staff position. 

 
 
 

4   For a §72.62 claim, the Division Director shall also assign a staff member as the Backfit Task Lead 
(BTL) to implement the instructions of this Office Instruction. 

5   For a §72.62 claim, this responsibility belongs to the BTL, not the project manager. 
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2.5 Determining Backfitting 

 
Once a staff member identifies backfitting or a licensee/certificate holder makes a 
claim of a backfitting, the staff must make a determination whether the NRC 
action is backfitting, and if so, whether to proceed with the action. 

 
A. Part 70 Licensees: 10 CFR 70.76(a)(2) requires a backfit analysis for all 

backfits that NRC seeks to impose on Part 70 licensees, with the 
exception of backfits that meet the criteria under § 70.76(a)(4). 

 
10 CFR 70.76(a)(4) requires that a documented evaluation (not a backfit 
analysis) be prepared if the Commission finds and declares that any of 
the following is applicable: 

 
1. A modification is necessary to bring a facility into compliance with 

Subpart H of Part 70; 
 

2. A modification is necessary to bring a facility into compliance with 
a license, NRC rules, Orders, or a licensee’s written commitments; 

 
3. Regulatory action is necessary to ensure adequate protection to 

the health and safety of the public and is in accord with the 
common defense and security; or 

 
4. The regulatory action involves defining or redefining what level of 

protection to the public health and safety or common defense and 
security should be regarded as adequate. 

 
If any one of these is applicable, the NRC staff member should prepare a 
documented evaluation (Section 2.6, “Documented Evaluations”, of this Office 
Instruction). If, however, none of the requirements are applicable, the NRC staff 
member should prepare a backfit analysis (Section 3.1, “Backfit Analysis,” of this 
OI). 

 
If the issue was identified by the licensee, the Office Director (OD) will report to 
the EDO and inform the licensee, within 60 calendar days after receipt of the 
written backfitting claim, the plan and schedule for resolving the claim. Following 
the OD’s written determination that a claimed backfitting, in the judgment of the 
NRC, is not backfitting, then, the licensee may appeal this determination as 
described in Section 3.2, “Backfitting Appeal Process,” of this OI. 

 
B. Part 72 Licensees: 10 CFR 72.62 does not explicitly require preparation 

of a backfit analysis or documented evaluation for backfitting that NRC 
seeks to impose on Part 72 licensees. However, by examining other 
backfit regulations such as §§ 50.109(a)(2), 70.76(a)(2), and 76.76(a)(2), 
it can be inferred that a backfit analysis must be prepared for all 
backfitting that NRC seeks to impose on Part 72 licensees, with the 
exception of backfitting which meet certain criteria (see 10 CFR 
70.76(a)(4) and 10 CFR 76.76(a)(4)). 
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Accordingly, with respect to Part 72 licensees, the NRC staff should 
prepare a backfit analysis (Section 3.1, “Backfit Analysis,” of this OI) for 
all backfitting that NRC seeks to impose under §72.62 (c), and that a 
documented evaluation (Section 2.6, “Documented Evaluations,” of this 
OI) should be prepared where the NRC staff finds and declares that, 
“…such action is necessary to assure adequate protection to occupation 
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.” 

 
If the licensee identified the issue, the OD will report to the EDO and 
inform the licensee, within 60 calendar days after receipt of the written 
backfit claim, of the receipt of the claim, and the plan and schedule for 
resolving the claim. Additional staff guidance can be found in Attachment 
B of this OI, “Guidance on Identification of Backfitting – Suggested 
Procedures.” After the OD’s written determination that a claimed 
backfitting is not backfitting, then the licensee may appeal this 
determination, as described in Section 3.2, “Backfitting Appeal Process,” 
of this OI. 

 
C. Part 76 Certificate Holders: 10 CFR 76.76(a)(2) provides that a backfit 

analysis is required for all backfits that NRC seeks to impose on Part 76 
certificate holders, with the exception of backfits that meet the criteria 
under § 76.76(a)(4). 

 
10 CFR 76.76(a)(4) provides that a documented evaluation (not a backfit 
analysis) is required if any one of the following is applicable: 

 
1. A modification is necessary to bring a facility into compliance with a 

certificate, NRC rules or orders, or the certificate holder’s written 
commitments. 

 
2. Regulatory action is necessary to ensure adequate protection to 

the health and safety of the public and is in accord with the 
common defense and security; or 

 
3. The regulatory action involves defining or redefining what level of 

protection to the public health and safety or common defense and 
security is adequate. 

 
If any one of these provisions is applicable, the NRC staff member should 
prepare a documented evaluation (Section 2.6, “Documented Evaluations,” of this 
OI). If, however, none of the provisions are applicable, the NRC staff member 
should prepare a backfit analysis (Section 3.1, “Backfit Analysis,” of this OI). 

 
If the certificate holder identified the issue, the OD will report to the EDO and 
inform the certificate holder within 60 calendar days after receipt of the backfit 
claim, the plan and schedule for resolving the claim. Additional staff guidance 
can be found in Attachment B, “Guidance on Identification of Backfitting – 
Suggested Procedures.” After the OD’s written determination that a claimed 
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backfitting, in NRC’s judgment, is not backfitting, then the certificate holder may 
appeal this determination, as described in Section 3.2, “Backfitting Appeal 
Process,” of this OI. 

 
D. Information Requests to Licensees/Certificate Holders: Information 

requests related to verifying a licensee’s/certificate holder’s compliance 
with its current licensing/certification basis, NRC Orders, or the 
licensee’s/certificate holder’s commitments are not backfits. However, if 
the NRC staff requests information specifically related to a backfit 
determination, the NRC staff must prepare a statement of the reasons 
and the anticipated costs. In addition, if the staff is preparing information 
requests to the licensee/certificate holder, it must take care to objectively 
determine into which of the backfitting categories the request falls. If a 
statement is required, it must include, at a minimum, the following 
elements: 

 
1. A description of the need for the information, in terms of potential 

safety benefit and any applicable regulatory requirements and 
references; 

 
2. A description of the actions requested from the licensee/certificate 

holder, and an estimate of the costs incurred by the 
licensee/certificate holders in responding to the request; and 

 
3. A schedule stating when NRC will review and act on the 

information. 
 

2.6 Documenting Evaluations 
 

A. Part 70 Licensees: NRC generic communications (such as Bulletins and 
Generic Letters) requiring responses from Part 70 licensees will include a 
backfitting discussion, in accordance with Inspection Manual Chapter 
0730, “Generic Communications Regarding Materials and Fuel Cycle 
Issues.” 

 
A documented evaluation is required for backfitting that NRC intends to 
treat as an exception to the requirement to prepare a backfit analysis, per 
§70.76(a)(4)(i) - (iv) (as shown in Section 2.5, “Determining Backfitting,” 
of this OI). 

 
A documented evaluation should include the following items: 

 
1. Statement of the objectives of and reasons for the modification; 

 
2. Statement of the basis for invoking the exception; and 

 
3. If the compliance exception is invoked, the documented 

evaluation should identify the specific regulatory basis. 
 

The documented evaluation will be forwarded as soon as practicable to 
the licensee for its information. 
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B. Part 72 Licensees: A documented evaluation is required for backfitting 
that NRC intends to treat as an exception to the requirement to prepare a 
backfit analysis. For consistency, this OI uses the common provisions 
appearing in both §§ 70.76(a)(4)(ii)-(iv) and 76.76(a)(4)(i)-(iii) that identify 
certain exceptions to the requirement for a backfit analysis (see Section 
2.5, “Determining Backfitting,” of this OI). As such, the backfitting 
provisions are inapplicable, and a backfit analysis is not required, and the 
backfit standards do not apply where the NRC staff finds and declares, 
with appropriate documentation, the excepted provisions (see Section 
2.5.B. of this OI). 

 
A documented evaluation should include the following items: 

 
1. Statement of the objectives of and reasons for the modification; 

 
2. Statement of the basis for invoking the exception; and 

 
3. If the compliance exception is invoked, the documented evaluation 

should identify the specific regulatory basis. 
 

The documented evaluation will be forwarded as soon as practicable to 
the licensee for its information. 

 
C. Part 76 Certificate Holders: A documented evaluation is required for 

backfitting that NRC intends to treat as an exception to the requirement to 
prepare a backfit analysis. A documented evaluation is required for 
backfits that NRC intends to treat as exceptions per §76.76(a)(4)(i) - (iii). 
(See Section 2.5, “Determining Backfitting,” of this OI). As such, the 
backfitting provisions are inapplicable and a backfit analysis is not 
required and the backfit standards do not apply where the Commission 
finds and declares, with appropriate documentation, the exception 
provisions (see Section 2.5.C. of this OI). 

 
A documented evaluation should include the following items: 

 
1. Statement of the objectives of and reasons for the modification; 

 
2. Statement of the basis for invoking the exception; and 

 
3. If the compliance exception is invoked, the documented evaluation 

should identify the specific regulatory basis. 
 

The documented evaluation will be forwarded as soon as practicable to the 
certificate holder for its information. 
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3. SPECIFIC REQUIREMENTS 

 
3.1 Backfit Analysis 

 
The proposed backfit and supporting backfit analysis must be approved by the 
OD and forwarded to the EDO for information before the backfit and its 
supporting backfit analysis are transmitted to the licensee/certificate holder. The 
EDO may review and revise any backfit decision. Guidance on application of 
“substantial” increase (defined in Section 2.3, “Definitions,” above) and cost 
standards are given in Attachment C, “Guidance on Application of the Substantial 
Increase and Justified Cost Standards.” The staff should follow the steps shown 
in Attachment D, “Guidance on Backfit Analysis – Suggested Procedures,” for 
backfit analyses (See also Figure 1, “Backfit Process Flow Chart,” taken from 
reference No. 6)”. 

 
3.2 Backfitting Appeal Process 

 
A licensee/certificate holder can appeal any proposed backfit or denied backfit 
claim to the NMSS OD or the Regional Administrator (RA), as discussed herein 
(see Figure 2, “Appeals Process Flow Chart for Exceptions and Justifications,” 
taken from reference No. 6). A copy of the claim should be sent to the EDO. 

 
For a staff position within NMSS jurisdiction that is claimed to be a backfit by the 
licensee, the Director of NMSS shall make the decision on imposition of the 
backfit. Claims on the security-related backfits shall be forwarded to the Director 
of the Office of Nuclear Security and Incident Response (NSIR). The Director of 
NMSS is responsible for final disposition and imposition of backfits. See NSIR 
Office Procedure LIC-801, “Procedure for Managing Security-Related Backfits,” 
for information related to NSIR’s role in backfitting as defined in the NRC MD 8.4, 
“Management of Facility-specific Backfitting and Information Collection.” The EDO 
may review and revise any backfitting decision at the request of a 
licensee/certificate holder. 

 
The Office Director’s decision is subject to the EDO’s review. The project 
manager and cognizant staff shall promptly review the licensee’s claim and after 
approval, the NMSS OD shall promptly communicate the decision to the licensee 
and re-evaluate the staff position in accordance with this OI. 

 
The licensee may implement the backfit or appeal the backfitting determination to 
the NMSS OD. This is the first level of appeal. If dissatisfied with the decision of 
the NMSS OD, the licensee may appeal to the EDO, which is the second level of 
appeal. More information on this can be found in Attachment E, “Appeal Process.” 

 
The appeals described in this section are of two types, which are applied to two 
distinctly different situations: 

 
1. Appeal to the NMSS OD to modify or withdraw a proposed backfit for 

which a backfit analysis had been prepared and transmitted to the 
licensee; or 
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2. Appeal to the NMSS OD to reverse its denial of a prior licensee claim 
that: 
a)  A staff position not identified by NRC as a backfit is, in the licensee’s 

view, backfitting; or 
 

b)  A backfit that the staff believes falls within one of the exceptions from 
the requirement for the staff to perform a backfit analysis, in the 
licensee’s view does not fall within one of the exceptions. 

 
For the first situation described above: 

 
• The licensee/certificate holder should address an appeal of the proposed 

backfitting to the NMSS OD (see Figure 2, “Appeals Process Flow Chart 
for Exceptions and Justifications”); 

 
• The appeal should provide arguments against the rationale for imposing 

the backfit as presented in the staff’s backfit analysis; 
 

• The NMSS OD shall forward security-related backfit appeals to the NSIR 
OD; 

 
• The NMSS OD will report to the EDO within 90 calendar days of receipt 

concerning the plan and schedule to resolve the issue. The 
licensee/certificate holder should be within 15 business days informed, in 
writing, regarding staff plans; 

 
• After the staff’s re-evaluation of the licensee’s appeal and appropriate 

interoffice coordination and management review, the NMSS OD shall 
decide on the appeal and inform the licensee or certificate holder in 
writing. A copy of this decision will be sent to the EDO; 

 
• If the licensee/certificate holder is dissatisfied with the written decision of 

the NMSS OD on a facility-specific backfit, they may appeal to the EDO 
unless resolution is achieved at a lower management level; 

 
• The EDO may review and modify the backfit decision either on his or her 

own initiative or at the request of the licensee; 
 

• The cognizant staff shall prepare summaries of all appeal meetings, enter 
the summaries into NRC’s Agencywide Documents Access and 
Management System (ADAMS),6 and profile them as publicly available; 
and 

 
• The staff should reconsider the supporting analysis as well as any other 

information that is relevant and material to the proposed backfit. 
 
 

6   Any classified information or information deemed to be Safeguards Information pursuant to 10 CFR 
73.21 shall not be placed in ADAMS. Additionally, any proprietary or sensitive information shall be 
designated non-public access in ADAMS. 
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For the second situation described above: 
 

• The written licensee appeal must be addressed to, and will be decided 
by, the NMSS OD, unless resolution is achieved at a lower management 
level (see Figure 2); 

 
• The appeal must provide arguments against the staff's position, the 

licensee's response, and any other information that is relevant and 
material to the backfitting determination; 

 
• The licensee should send a copy of the appeal to the EDO; 

 
• The NMSS OD shall forward security-related backfit appeals to the 

Director of NSIR; 
 

• Within 90 calendar days after receipt of the appeal, the NMSS OD shall 
report to the EDO the staff’s plan for resolving the issue; 

 
• After the staff’s re-evaluation of the licensee’s appeal and appropriate 

interoffice coordination and management review, the NMSS OD shall 
decide on the appeal and inform the licensee in writing. A copy of this 
decision will be sent to the EDO; 

 
• If dissatisfied with the decision of the NMSS OD, the licensee may appeal 

to the EDO, unless resolution is achieved at a lower management level; 
 

• The cognizant staff shall prepare summaries of all appeal meetings and 
enter the relevant information into ADAMS,7 which shall be profiled as 
publicly accessible; and 

 
• Backfit claims and resultant staff determinations that are reevaluated in 

response to an appeal and that are again determined by NRC as not to 
be backfits, or are excepted from the requirement for a backfit analysis, 
shall not be treated further in the context of this OI. Such matters are to 
be dealt with within the normal licensing or inspection appeal process. 

 
If, after an appeal has been made, and a subsequent final decision has been 
made by the appropriate OD or EDO rejecting the appeal, the licensee/certificate 
holder may either implement or refuse to implement the backfit. If the 
licensee/certificate holder refuses to implement the backfit, the NRC may order 
the licensee/certificate holder to implement the backfit. 

 
 
 
 
 
 

7   Any classified information or information deemed to be Safeguards Information pursuant to 10 CFR 
73.21 shall not be placed in ADAMS. Additionally, any proprietary or sensitive information shall be 
designated non-public access in ADAMS. 
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Once an Order to implement the backfit is issued, whether or not it is immediately 
effective, this guidance no longer applies. Any appeals of Orders are governed 
by the requirements of 10 CFR Part 2, Subpart B. 

3.3 Implementation of Backfit 
 

A. Implementation of Backfit: After approval of any required backfit analysis 
or documented evaluation by the OD, review (if any) by the EDO, 
issuance of the backfit to the licensee/certificate holder, and the 
resolution of any appeals (as discussed in Section 3.2, “Backfitting Appeal 
Process,” of this OI above), the licensee/certificate holder must implement 
the decision. Implementing backfits should normally8 be accomplished on 
a schedule set by the NRC in the backfitting action, after 
discussion with the licensee/certificate holder. Scheduling criteria should 
include the importance of the backfit relative to other safety-related 
activities underway, or the facility construction or maintenance planned for 
the facility, to maintain high-quality construction and operations. 
Staff-proposed backfits shall not be imposed, and facility construction, 
licensing activities, or operations shall not be interrupted nor delayed by 
NRC actions, during the staff’s evaluation and backfit transmittal process 
or a subsequent appeal process. 

 
If a licensee/certificate holder does not elect to implement the backfit, it 
may be imposed by Order of the NMSS OD. Once an Order is issued, 
whether or not it is immediately effective, this guidance no longer applies 
and appeals are governed by the requirements in 10 CFR Part 2, 
Subpart B. 

 
B. Immediate Imposition of Backfit: In accordance with §§ 70.76(a)(5), 

72.62(b), and 76.76(a)(5), backfitting proposed by the staff may be 
imposed by Order before completing any of the procedures set forth in this 
guidance, provided the NRC official authorizing the Order determines 
that immediate imposition is necessary to address an imminent threat/risk 
to the public health and safety (imminent hazard), or an imminent threat 
to the common defense and security. 

 
Once an Order is issued, whether or not it is immediately effective, this 
guidance no longer applies, and appeals of Orders are governed by the 
requirements in 10 CFR Part 2, Subpart B. 

 
3.4 Record Access and Management and System for Facility Specific Backfits 

 
In accordance with the February 22, 2006, memorandum from Luis A. Reyes to 
several program offices (ADAMS Accession No. ML052720481), a centralized 
system has been established in ADAMS to preserve, access, and manage all 
records pertaining to facility-specific backfits. This system will also enhance the 
effectiveness of the NRC’s plant-specific backfitting process, as the CRGR 
recommended in its “Review of Administrative Controls for Plant-Specific 

 
8   If a backfit is implemented by Order, the certificate holder/licensee may or may not have the opportunity 

to negotiate the scheduled implementation. Also see Section 3.3 Implementation of Backfits for 
immediate implementation instructions. 
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Backfits,” dated July 31, 2003 (attached to a September 24, 2003 Memorandum 
from William Travers, EDO to the Commission, ADAMS Accession 
No. ML032550007). Facility-specific backfit documents for NMSS will be located 
in a folder labeled “NMSS,” which is located in the ADAMS Document Manager 
folder labeled “BACKFIT-Facility Specific.” For each specific backfitting claim (or 
set of related claims), a folder should be created and placed within the NMSS 
folder and given a unique identifying name using the following naming convention: 
last two digits of fiscal year and month number-number of backfit claim for that 
particular month (i.e., YYMM/01-99)9 in sequential order (i.e., 01, 
02, etc.). 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

9 For example, for the first (No. 01) final backfit claim filed on January 31, 2014, the convention 
identification should be 1401/01. 
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Figure 1. Backfit Process Flow Chart10,11. 
 
 
 
 
 

10 
Licensee in figure means licensee/certificate holder. 

11 Taken from reference No. 6. 
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Figure 2. Appeals Process Flow Chart for Exceptions and 
Justifications12,13. 

 
 
 
 
 

12 Figure 2 does not apply to new or revised generic requirements or staff’s position that require prior review and 
endorsement of the CRGR. 

13 Taken from reference No. 6. 
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Attachment A Mechanisms Used by the NRC to Establish or Communicate Regulatory 

Requirements or Positions that May Constitute Backfitting 
 

Attachment B Guidance on Identification of Backfitting 
 

Attachment C Guidance on Application of the Substantial Increase and 
Justified Cost Standards 

Attachment D Guidance on Backfit Analysis 

Attachment E Appeal Process 

Attachment F  Backfitting Identification Form 
 

Attachment G  Requirements for Content of the Packages Submitted for Review to the 
Committee to Review Generic Requirements 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

14 See reference No.15. 
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ATTACHMENT A – MECHANISMS USED BY THE NRC TO ESTABLISH OR 

COMMUNICATE REGULATORY REQUIREMENTS OR POSITIONS THAT MAY 
CONSTITUTE BACKFITTING 

 

 
Formal Requirements 

 
Regulations 
Facility License/Certificate Conditions 
Orders, including show-cause Orders and Confirmatory Orders 

 
Staff Position1

 

 
Regulatory Issue Summaries 
Bulletins Generic 
Letters Regulatory 
Guides 
Standard Review Plans (including Branch Technical Positions) 
Evaluations and Resolutions of Unresolved Safety/Safeguards or Security Issues 
Inspection Manual (including Temporary Instructions) 
Interim Staff Guidance 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1   Documents that reflect staff positions which, unless complied with or a satisfactory alternative offered, 
the staff would impose or seek to have imposed by formal requirement. However, these documents, by 
themselves, are not requirements and do not constitute “backfitting.” 

 
 
 

Attachment A 
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ATTACHMENT B – GUIDANCE ON IDENTIFICATION OF BACKFITTING 

 

 
A. BACKFITS IDENTIFIED BY THE STAFF 

 
When a proposed requirement/staff position is identified as a potential backfit, the staff 
should use the following procedure to determine if it is a backfit. The staff should also 
contact Office of the General Counsel (OGC) for guidance. 

 
1. The staff that has identified a potential backfit should immediately notify line 

management and the facility Project Manager (PM).1 

 
2. The PM is responsible for coordinating staff action concerning the potential 

backfit.2 

 
A.2.1 The PM should open a fee billable technical assignment control (TAC) number 

on the issue. 
 

A.2.2 The PM should ensure that the appropriate technical staff evaluates the potential 
backfit. Objectivity in the review should be maintained by the PM. If possible, 
technical staff not previously involved in the issue should evaluate it. 

 
A.2.3 The PM is responsible for coordinating staff action preparing correspondence 

concerning the potential backfit issue. 
 

A.2.4 The PM should complete the form in Attachment F Backfit Identification Form, of 
this Office Instruction (OI). 

 
3. The technical staff should evaluate the proposed requirement/staff position to 

determine whether it constitutes backfitting. The basis for this determination 
should be documented. 

 
i. The technical staff performing the review should consult with Division 

management to ensure there is a common understanding of the 
interpretation of the backfit rule for the issue under review. 

 
ii. The technical staff should identify all existing requirements and 

commitments applicable to the evaluation. This will establish the basis for 
the evaluation. 

 
iii. A detailed backfit analysis is not required if the proposed 

requirement/staff position is needed to bring a facility into compliance with 
a license/certificate or the rules or Orders of the Commission, or into 
conformance with written commitments by the licensee/certificate holder. 
This conclusion must be documented. See Section 2.5, “Determining 
Backfitting,” of this OI. 

 
 
 
 

1   For a § 72.62 claim, the Division Director shall also assign a staff member as the Backfit Task Lead 
(BTL) to implement the instructions of this Office Instruction. 

2   For a § 72.62 claim, this responsibility belongs to the BTL, not the project manager. 
 
 

Attachment B 
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iv. A detailed backfit analysis is not required if the regulatory action is 

necessary to ensure that the facility provides adequate protection to 
public health and safety or common defense and security. This 
conclusion must be documented. See Section 2.5, “Determining 
Backfitting.” 

 
v. A detailed backfit analysis is not required if the proposed 

requirement/staff position involves defining or redefining what level of 
protection to the public health and safety or common defense and 
security should be regarded as adequate. This conclusion must be 
documented. See Section 2.5, “Determining Backfitting.” 

 
vi. If the technical staff determines that a backfit analysis is required, it 

should be performed as described in Section 3.1, “Backfit Analysis.” 
 

vii. The initial recommendation on whether the proposed requirement/staff 
position is a backfit should be provided to the Division Director in a 
memorandum from the originating Branch Chief. The memorandum 
should include concurrence from the PM. 

 
4. The Office of Nuclear Material Safety and Safeguards (NMSS) Office Director 

(OD) should determine whether the proposed requirement/staff position is 
backfitting. 

 
5. If the NMSS OD determines that a proposed requirement/staff position is 

backfitting, it should be resolved in accordance with Section 3.1, “Backfit 
Analysis.” 

. 
6. If the Division Director determines that implementation of a backfit originally 

identified by the staff is not justified, closure of the issue should be documented, 
and the staff need take no further action. 

 
B. LICENSEE/CERTIFICATE HOLDER BACKFIT CLAIMS 

 
If a licensee/certificate holder provides a written claim that a proposed requirement/staff 
position constitutes backfitting, the staff should promptly evaluate the claim using the 
following procedure. The staff should also contact the OGC for guidance. 

 
1. The PM is responsible for coordinating staff action concerning the potential 

backfitting. 
 

i. The PM should immediately notify line management. 

ii. The PM should open a TAC number on the issue. 

iii. The PM should fill out form in Attachment F, “Backfit Identification Form.” 
 

iv. The PM should contact the appropriate technical staff to review the issue. 
The PM should maintain the objectivity of the technical staff assigned to 
the review. If possible, technical staff not previously involved in the issue 
should evaluate it. 
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v. The PM is responsible for coordinating staff action and preparing 
correspondence concerning the potential backfit issue. 

 
2. The technical staff should evaluate the proposed requirement/staff position to 

determine whether it constitutes backfitting. The basis for this determination 
should be documented. 

 
3. The Division Director should inform the NMSS OD and Deputy Director of the 

backfitting claim. Note that the Office Deputy Director should be informed of the 
backfitting claim before the backfitting determination is made. 

 
4. The technical staff should evaluate the backfitting claim and recommend to the 

Division Director whether or not the proposed requirement/staff position 
constitutes backfitting. The staff should follow the steps noted in Section 2.5, 
“Determining Backfitting.” 

 
5. The PM should arrange a meeting between the licensee/certificate holder and 

the NMSS technical staff to resolve the issue. This meeting may be chaired by 
the Division Director, and the PM should determine whether the meeting should 
be open to the public. 

 
6. The PM should provide a written summary of the discussions in the meeting for 

input into Section 2.5, “Determining Backfitting.” 
 

7. The PM should prepare a letter, from the NMSS OD to the licensee/certificate 
holder, incorporating the report on the backfit determination, with a copy to the 
Executive Director for Operations (EDO). This letter would normally be sent 
within four weeks of receiving the written backfit claim. 

 
i. If the NMSS OD determines that the proposed requirement/staff position is 

not backfitting, the licensee/certificate holder should be advised in the 
letter that it can appeal the decision as discussed in Section 3.2, 
“Backfitting Appeal Process,” of this OI or can provide a technical 
discussion of proposed alternative actions to meet the relevant regulatory 
requirements outside the provision of this letter. If the 
licensee’s/certificate holder’s backfitting claim is denied, the licensee/ 
certificate holder should be advised in the letter that if the 
licensee/certificate holder decides to appeal the staff’s backfitting 
determination, it should do so within 60 calendar days of the date of the 
letter. Section 3.2, “Backfitting Appeal Process,” provides guidance for 
submitting appeals; this guidance should be included in the letter as 
appropriate. 

 
ii. If the NMSS OD determines that the proposed requirement/staff position 

is backfitting, the letter should document agreement with the licensee’s/ 
certificate holder’s claim and establish a proposed plan and schedule for 
resolution. The backfit should be resolved in accordance with Section 
3.3, “Implementation of Backfits.” 
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C. RESOLUTION OF BACKFITS 
 

Once a proposed requirement/staff position has been determined to be a backfit, the 
staff should act to resolve the issue promptly, after deciding whether the backfit should 
be imposed immediately. See Section 3.3, “Implementation of Backfits.” 

 
1. When a Documented Evaluation Is Used: 

 
A documented evaluation is required in lieu of the backfit analysis if it is 
determined that: i) the proposed requirement/staff position is necessary to bring 
the facility into compliance with the regulations, license/certificate, Commission 
rules, commitments, or Orders; or ii) it is necessary to ensure adequate 
protection of the public health and safety, or as a result of a definition or 
redefinition of what constitutes adequate protection. The documented evaluation 
should include the following: 

 
i. A description of the objectives of, and reasons for, the change; 

 
ii. A basis for determining that the change is required to ensure compliance 

or conformance; 
 

iii. An analysis to document the safety/safeguards or security significance 
and appropriateness of the action; 

 
iv. A description of how any consideration of costs was limited to selecting 

the solution among various acceptable alternatives; and 
 

v. A citation of the specific provisions of the license/certificate, Order, or 
Commission rules for which compliance is to be required by the backfit. 

 
The technical staff should normally complete the documented evaluation within 
three weeks of the determination that the issue is a backfit and should forward it 
to the PM. The PM should prepare a letter to the licensee/certificate holder 
containing the staff’s resolution and the documented evaluation. The letter should 
state that if the licensee/certificate holder decides to appeal the staff resolution, it 
should do so within 60 calendar days from the date of the letter. (Section 3.2, 
“Backfitting Appeal Process,” provides guidance for submitting appeals; this 
guidance should be included in the letter as appropriate.) Within two weeks of 
completing the documented evaluation, the NMSS OD should send the letter to 
the licensee/ certificate holder. The NMSS OD will approve the determination and 
the action should be imposed with an Order. The NMSS Deputy Director’s 
concurrence is needed on the evaluation and the NMSS 
Deputy Director and the EDO should be provided with copies of the letter and the 
evaluation. 
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2. When a Backfit Analysis is Used: 

 
If it is determined that a proposed requirement/staff position constitutes 
backfitting, and does not fall within the exceptions of Title 10 of the Code of 
Federal Regulations (10 CFR) §70.76(a)(4) and 76.76(a)(4), then a backfit 
analysis is required. 

 
i. The technical staff should prepare, usually within six weeks of the time 

the backfit determination is made, a backfit analysis, in accordance with 
Section 3.1, “Backfit Analysis,” of this OI. 

. 
ii. If, at any time, the backfit analysis shows that a backfit identified by the 

staff is not justified because of the lack of substantial additional overall 
protection (of the public health and safety or common defense and 
security) or lack of justification for the direct and indirect costs of 
implementation, the issue may be closed. In this case, the technical staff 
should notify the PM of the reasons. The Division Director should then 
inform the NMSS Deputy Director of the backfit disposition. The PM 
should complete the “Backfit Identification Form,” (see Attachment F) to 
document the backfit disposition. 

 
iii. The technical staff should forward the backfit analysis to the PM. 

 
iv. If the staff decides to modify its position so that no licensee/certificate 

holder action is required, the PM should prepare a letter for the signature 
of the NMSS OD, advising the licensee/certificate holder that it need not 
take the proposed actions. The EDO and NMSS Deputy Director should 
receive a copy of the letter. 

 
v. The PM should prepare a letter, from the NMSS OD, to the licensee/ 

certificate holder, containing the staff’s resolution and the backfit analysis, 
and provide a copy to the EDO. Usually, the letter to the licensee/ 
certificate holder would be issued within two weeks of completing the 
backfit analysis. The letter should state that if the licensee/certificate 
holder decides to appeal the staff’s backfit determination, it should do so 
within 60 calendar days from the date of the letter. Section 3.2, 
“Backfitting Appeal Process,” provides guidance for submitting appeals; 
this guidance should be included in the letter as appropriate. 

 
vi. There may be proposed actions that do not meet the “substantial” 

increase standard but, in the staff’s judgment, should be promulgated 
nonetheless. The Commission has indicated a willingness to consider 
such exceptions to the Backfit Rule on a case-by-case basis. See 
S. J. Chilk, Secretary, U.S. Nuclear Regulatory Commission, 
memorandum to J. M. Taylor and W. C. Parler, “SECY-93-086 - Backfit 
Considerations,” June 30, 1993. ADAMS Accession No. ML003760758. 
The NMSS OD should be consulted, in such cases, for guidance. 
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D. GUIDANCE ON THE CONTENT OF THE PACKAGES SUBMITTED TO THE 

COMMITTEE TO REVIEW GENERIC REQUIREMENTS FOR REVIEW AND 
ENDORSEMENT 

 
1. The package of information that accompanies a proposed new or modified 

generic staff interpretation, position, or requirement for consideration by the 
Committee to Review Generic Requirements (CRGR) must provide the requisite 
information to enable the CRGR to make a prompt decision. 

 
2. Staff members preparing the information package must determine which of the 

following three categories would be appropriate for the action: 
 

a. Immediately effective action: The action is needed immediately to ensure 
that selected facilities do not pose an undue risk to the health and safety of 
the public in accordance with 10 CFR 70.76(a)(4)(iii), 72.62(b), and 
76.76 (a)(4)(ii). Although this category of actions does not need CRGR 
review before such an action is taken, an information package must be 
prepared for later consideration by the CRGR. The staff may brief the 
CRGR on an immediately effective action before preparing the 
information package. 

 
b. Proposed requirements which the sponsoring program OD determines to 

be urgently needed to overcome a safety problem requiring immediate 
resolution or to comply with a legal requirement for immediate or near- 
term compliance. These items would usually involve an adequate 
protection issue, are expected to be infrequent and very few, and must be 
reviewed or acted on within 2 working days of receipt by the CRGR. If 
the CRGR Chairman questions the appropriateness of the urgency and if 
the question is not resolved within 2 working days, the proposed 
requirement or staff position will be forwarded by the CRGR Chairman to 
the EDO for decision. 

 
c. Any actions other than those addressed by categories a or b above. The 

CRGR will schedule consideration of such a matter at one of the regularly 
scheduled meetings. 

 
3. The required content of a CRGR review package is enclosed as Attachment G to 

this OI. The response to each of the items needs to be brief but sufficient to 
address the reasonable questions of CRGR members. If the backfit is justified, 
the CRGR Charter provides the option of avoiding consideration of the set of 
factors under item (vi) of Attachment C, “Requirements for Contents of the CRGR 
Review Packages,” to the CRGR Charter.3  However, in accordance with the 
procedures in this OI, the staff should have previously considered these factors 
to make a backfit determination, and, hence, the staff is expected to address the 
factors in item (vi) of Attachment C, “Requirements for Contents of the CRGR 
Review Packages,” to the CRGR Charter for compliance issues. 

 
 
 

3   The CRGR Charter is incorporated in Management Directive 8.4 , "Management of Facility-Specific Backfitting and 
Information Collection," as well as various program office administrative procedures for developing new or revised 
generic actions. 
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4. The staff is responsible for assessing the effect on staff resources of a generic 

backfit action. To support rapid recognition of the expected effect on the staff, 
each CRGR package must be accompanied by a “Backfit Identification Form” 
(see Attachment F to this OI) when the package is submitted to the Deputy 
Director, NMSS. This form need not be sent to the CRGR. 

 
5. A regulatory analysis to fulfill item (iv) of Attachment C, “Requirements for 

Contents of the CRGR Review Packages,” to the CRGR Charter is optional if the 
staff is taking a generic backfit action on the basis of compliance (in accordance 
with 
10 CFR 70.76(a)(4)(ii), 72.62(b), or 76.76(a)(4)(i)); or on the basis of the 
adequate protection factors related to public health and safety (in accordance 
with 10 CFR 70.76(a)(4)(iii), 72.62 (b), or 76.76(a)(4)(ii)). 

 
6. If the staff is not taking a generic backfit action on the basis of item (iv) of 

Attachment C, “Requirements for Contents of the CRGR Review Packages,” of 
the CRGR Charter, a regulatory analysis is required as part of a CRGR package. 

 
7. If the information in the Backfit Identification Form identifies the need for the 

preparation of either review guidance or inspection guidance, this guidance must 
accompany the CRGR package when it is submitted to the Deputy Director, 
NMSS, but it need not be sent to the CRGR. For backfit actions that fall under 
either category D.2.a. or D.2.b. mentioned above, the preparation of the review 
guidance or inspection guidance may be deferred until after the CRGR package 
is submitted. However, the preparation of the guidance should be given high 
priority in order to make it available to the reviewers or inspectors in a timely 
manner. 
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ATTACHMENT C – GUIDANCE ON APPLICATION OF THE SUBSTANTIAL INCREASE AND 

JUSTIFIED COST STANDARDS 
 

 
The various backfitting provisions applicable to entities regulated by the Office of Nuclear Material 
Safety and Safeguards (NMSS) provide that backfitting may be imposed only if “there is a 
substantial increase in the overall protection of public health and safety or 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,” 10 CFR 50.109, 
10 CFR Part 52 (various provisions), 10 CFR 70.76(a)(3), 10 CFR 72.62(b) and (c), and 10 CFR 
76.76(a)(3). 

 
Although NUREG/BR-0058, “Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory 
Commission,” contains specific guidance for nuclear power reactors, this NUREG can be a 
source of guidance on application of the substantial increase and cost justification standards for 
non-reactor facilities. In order to calculate the “net-benefits” (i.e., benefits minus cost) of the 
regulatory action, both the substantial increase and the cost justification should have consistent 
units. A conversion factor is needed that reflects the monetary worth of a unit of radiation 
exposure. The currently recommended value for this dollar conversion factor in 
NUREG/BR-0058 is $2,000 per person-rem. The $2,000 per person-rem conversion factor is 
still a correct figure for avoiding the risk of latent cancer from radiological exposure. 

 
For the interim, the staff will use the “net-benefits” approach, discussed in NUREG/BR-0058, 
when addressing cost justification under either §§ 70.76, 72.62, or 76.76. In making this 
determination, the staff will use a qualitative, non-monetary methodology to derive the value of 
the safety/safeguards or security improvement, taking into consideration the specific facility 
hazards. The use of qualitative arguments for benefits where quantification has not been 
available is established in other areas regulated by the Commission (see Committee to Review 
Generic Requirements (CRGR) Charter). As an example, the incorporation of industry 
standards (including revisions to existing codes and standards) into the U.S. Nuclear Regulatory 
Commission (NRC) rules or staff positions, as a prudent means of assuring continued 
performance with currently voluntary standards and practices that provide substantial safety 
benefit, can provide the basis for a finding that a proposed backfit meets the “substantial- 
increase” standard. 

 
Additional factors may be used to assess the “substantial increase” in safety/safeguards or 
security of a proposed modification or backfit. These include: 

 
A. Incorporation of advances in science and technology; 

B. Greater uniformity of practice; 

C. Greater flexibility in practice/less prescriptive requirements; 

D. Greater specificity in existing generally-stated requirements; 

E. Correction of significant flaws in current requirements; 

F. Greater confidence in the reliability and timeliness of information or programs; 
 

G. Fewer exemption requests and interpretative debates; 
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H. Better focusing of corrective actions towards the sources of problems; and 
 

I. Benefits that may accrue in the longer term, beyond the immediately apparent 
effect of the backfit. 
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ATTACHMENT D – GUIDANCE ON BACKFIT ANALYSIS-SUGGESTED PROCEDURES 
 

 
1. State the specific objective(s) that the proposed backfitting is designed to 

achieve. This statement should include a succinct description of the proposed 
backfit and how it substantially increases overall protection. 

 
2. Generally describe the activity that would be required by the licensee/certificate 

holder to complete the backfit. 
 

3. Determine the potential safety/safeguards or security impact of changes in facility 
design or operational complexity. Include the relationship of these changes to 
proposed and existing regulatory requirements. 

 
4. State whether the proposed backfit is interim or final and, if interim, justify 

imposing the proposed backfit on an interim basis. 
 

5. Prepare a statement describing the benefit and the cost of implementing the 
backfit. The staff should always attempt to prepare a quantitative analysis. If a 
quantitative analysis cannot be performed in full or part, then a qualitative 
assessment of benefits may be made in lieu of the quantitative analysis. Where 
a qualitative analysis would provide more meaningful insight, then the staff shall 
prepare an analysis that contains both the quantitative and qualitative 
information. The staff must document: (i) the limitations preventing the full use 
of a quantitative analysis or the reasons why a quantitative analysis would not 
provide a complete and meaningful insight, and (ii) the steps, procedures or 
actions taken (consistent with the guidance in Item 1 above) in performing a 
qualitative analysis to provide a fair description to the decision maker of the costs 
and benefits of the proposed agency action. This statement should include 
consideration of at least the following factors: 

 
1. The potential change in risk to the public from the accidental offsite 

release of radioactive material. 
 

2. The potential impact on radiological and/or chemical exposure (from 
licensed material or hazardous chemicals produced from licensed 
material) of facility employees which is a regulatory responsibility of the 
U.S. Nuclear Regulatory Commission (NRC) defined in the 
“Memorandum of Understanding Between the Nuclear Regulatory 
Commission and the Occupational Safety and Health Administration” 
dated July 29, 2013 (ADAMS Accession No. ML13204A374). Also, 
consider the effects to other onsite workers from procedural or hardware 
changes. Consider the effects of the changes for the remaining lifetime of 
the facility. 

 
3. The installation and continuing costs associated with the backfit, including 

the cost of facility downtime or the cost of construction delay. 
 

4. The estimated resource burden on NRC associated with the proposed 
backfit and the availability of these resources. 
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6. Consider important qualitative factors bearing on the need for the backfit at the 
particular facility, such as, but not limited to, operational trends, significant facility 
events, management effectiveness, or the results of performance reports such as 
inspection reports. 

 
7. Prepare a statement affirming interoffice (e.g., Regions if needed) coordination 

related to the proposed backfit and the plan for its implementation. 
 

8. State the basis for requiring or permitting implementation on a particular 
schedule, including sufficient information to demonstrate that the schedules are 
realistic, and provide adequate time for in-depth engineering, evaluation, design, 
procurement, installation, testing, development of operating procedures, and 
training of operators and other facility personnel. 

 
9. Establish a schedule for staff actions involved in the implementation and verifying 

the implementation of the backfit, as appropriate. 
 

10. Determine the importance of the proposed backfit activities considered in light of 
other safety/safeguards or security-related activities underway at the affected 
facility. 
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ATTACHMENT E – APPEAL PROCESS - SUGGESTED PROCEDURES 
 

 
A. LICENSEE/CERTIFICATE HOLDER APPEAL TO THE NMSS OD TO MODIFY OR 

WITHDRAW BACKFITTING 
 

Licensee/certificate holder appeals should be handled as follows: 
 

1. Licensees/certificate holders should address an appeal of the proposed backfit to 
the Office of Nuclear Material Safety and Safeguards (NMSS) Office Director (OD) 
with a copy to the Executive Director for Operations (EDO). The appeal should 
provide arguments against the rationale for imposing the backfit. 

 
2. Within 30 calendar days after the staff receives the appeal request, the NMSS 

OD should report to the EDO with a plan and schedule for resolving the issue. 
 

The project manager (PM)1 is responsible for developing and managing the 
staff’s plans regarding the appeal process. The PM or Backfit Task Lead should 
ensure that all relevant information is available for supporting the staff’s position. 

 
3. The licensee/certificate holder should be promptly and periodically informed, in 

writing, regarding the staff’s plans for resolving the appeal. 
 

4. At the discretion of the NRC staff, the PM2 will arrange a meeting if desired by the 
licensee/certificate holder, at which time the licensee/certificate holder can present 
its appeal and arguments to the NMSS OD. If this meeting is arranged, it should 
take place as soon as practical. 

 
5. No later than two weeks after the appeal meeting, the PM should issue a meeting 

summary. The PM should include the following addressees on the distribution 
list: the licensee/certificate holder; the EDO; the NMSS OD and Deputy Director; 
the appropriate Division Director; the lead NMSS branches; and the public 
document room in the Agencywide Documents Access and Management 
System. 

 
6. The NMSS OD, with input from the NMSS Deputy Director as appropriate, will 

decide whether the backfit appeal will be granted or denied and whether the 
backfit is to be imposed on the licensee/certificate holder. The NMSS OD’s 
decision should be forwarded to the licensee/certificate holder within four weeks 
of the appeal meeting. The PM should also prepare a letter to the licensee/ 
certificate holder for the signature of the NMSS OD, with a copy to the EDO. 
During the appeal process, primary consideration shall be given to how and why 
the proposed backfit provides a substantial increase in overall protection and 
whether the direct and indirect costs of implementation are justified in view of the 
increased protection. This consideration should be made in the context of the 
backfit analysis, as well as any other information that is relevant and material to 
the proposed backfit. 

 
1   For a §72.62 claim, the Division Director shall also assign a staff member as the Backfit Task Lead 

(BTL) to implement the instructions of this Office Instruction (OI). 
2   For a §72.62 claim, this responsibility belongs to the BTL, not the project manager. 
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7. If, as a result of the meeting, the NMSS OD decides that the backfit is still 
warranted and the licensee/certificate holder agrees to implement it, the backfit 
should be implemented in accordance with Section 3.3, “Implementation of 
Backfits,” of this OI. 

 
8. All correspondence related to the appeal must be made available to the public by 

docketing the correspondence, unless otherwise protected against disclosure 
under applicable law and regulations. 

 
NOTE: If the NMSS OD decides that the backfit appeal is denied and the licensee/ 
certificate holder does not agree, refer to Section B of this Attachment, below. 

 
B. APPEAL TO THE NRC EDO TO REVERSE A DENIAL OF A LICENSEE/CERTIFICATE 

HOLDER CLAIM 
 

When the NMSS OD has denied a licensee/certificate holder appeal and the licensee/ 
certificate holder disagrees with the NMSS OD’s decision, the licensee/certificate holder 
may further appeal to the NRC EDO in writing within 30 calendar days from the date that 
the licensee/certificate holder is informed in writing of such decision. The EDO will 
promptly resolve the appeal in accordance with applicable procedures. The EDO may 
review and modify a decision either at the request of the licensee/certificate holder or on 
its own initiative. Once the backfit appeal is forwarded to the EDO, the guidance in this 
Attachment is no longer applicable. 



NMSS Office Instruction NMSS-LIC-253 Page F1 of 3 

 
ATTACHMENT F – BACKFITTING IDENTIFICATION FORM 

 

 
Facility Name:     

 
Project Manager:     

 
Branch:     

 
Office Responsible for Providing Backfit Determination:    

 
Identifier of Backfit or Potential Backfit 
(Licensee/certificate holder, NMSS, or Region):     

 
Identification of Backfit 

 
Document Listing (List documents pertaining to the backfit or backfit claim. Description should 
only identify relationship to backfit): 

 
Date:     Description:     

 
 
 
 
 
 
Date:     Description:     

 
 
 
 
 
 
Date:     Description:     

 
 
 
 
 
 
Backfit Issue Substance (Describe the technical substance of the issue, including licensee/ 
certificate holder and staff positions): 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
Predicted Backfit Determination Date:     
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Backfit Determination 
 
Backfit Determination Date (forwarded to licensee/certificate holder):     

 
Backfit Determination Organization:     

 
Backfit Determination Official (last name, initial):     

 
Backfit Issue Substance (Describe why issue was, or was not, determined to be a backfit.): 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
Predicted Appeal Date:     

 
Predicted Closing Action Date:     

 
 

Appeal by Licensee/Certificate Holder 
 
Appeal Date: 

 
Appeal Organization:    

 
Appeal Official (last name, initial): 

 
Predicted Closing Action Date:     

 
Appeal Description:     
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Closing Action 

 
Date Regulatory Analysis Sent:    

 
Closing Action Date:     

 
Closing Organization:     

 
Closing Official:     

 
Closing Action Description (Describe how technical aspects of issue were resolved): 
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ATTACHMENT G – REQUIREMENTS FOR CONTENT OF THE PACKAGES SUBMITTED 
FOR REVIEW TO THE COMMITTEE TO REVIEW GENERIC REQUIREMENTS 

 
For each proposed action submitted for Committee to Review Generic Requirements (CRGR) 
review and endorsement, the program office staff shall provide 10 copies of all related 
documents (in both electronic and hard-copy formats), and shall include the following 
information: 

 
(i) The new or revised regulatory requirement, generic correspondence, staff position, 

or regulatory guidance, as the staff proposes to disseminate it to licensees or issue it for 
public comment. The staff should focus on developing less-prescriptive generic actions that 
are consistent with the U.S. Nuclear Regulatory Commission's (NRC’s) goal of risk- 
informed and performance-based regulation. The proposed regulatory requirement, generic 
correspondence, staff position, or regulatory guidance should specify the desired outcome 
(objective, performance, or result), rather than prescribing how the licensees should attain 
that outcome. In so doing, the staff should clearly state the desired outcome, such that it 
(1) is enforceable, and (2) can be achieved by setting readily quantifiable standards that 
have an unambiguous relationship to a readily measurable quantity. 

 
(ii)  Draft documents or other materials supporting the new or revised regulatory 

requirement, generic correspondence, staff position, or regulatory guidance. (A copy 
of all materials referenced in the document shall be made available upon request to the 
CRGR staff. In the event a Committee member requests the CRGR staff to obtain a copy 
of any reference material for his or her use, copies of the said material will be distributed to 
all members and will also be retained in the CRGR meeting files.) 

 
(iii) The sponsoring office's position as to whether the proposed regulatory requirement, 

generic correspondence, staff position, or regulatory guidance would constitute a 
backfit (that is, whether it would modify, implement, relax existing requirements or staff 
positions in a manner that would modify or add to systems, structures, or components; the 
design of a facility; the design approval or manufacturing license for a facility; or the 
procedures or organization required to design, construct, or operate a facility). 

 
(iv) The proposed implementation method and resource implications, along with the 

concurrence (and any comments) of the NRC's Office of the General Counsel (OGC) and 
all affected offices (including the regional offices), as well as an explanation of any non- 
concurrences. 

 
(v)  The related regulatory analysis, which generally conforms to the directives and guidance 

of NUREG/BR-0058, “Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory 
Commission,” (ADAMS Accession No. ML042820192) and NUREG/BR-0184, “Regulatory 
Analysis Technical Evaluation Handbook,” (ADAMS Accession No. ML050190193), as 
applicable. (This does not apply to backfits that ensure compliance or define/redefine 
adequate protection. For Materials Licensees, a documented evaluation is required, as 
discussed under item (ix) of this Attachment 7 as part of the CRGR review package.) 

 
(vi) The category of power reactors or nuclear materials facilities or activities to which the 

proposed regulatory requirement, generic correspondence, staff position, or regulatory 
guidance applies [i.e., whether it applies only to future plants, operating plants, all 
pressurized-water reactors (PWRs), all boiling-water reactors (BWRs), specific nuclear 
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steam supply system (NSSS) vendors, specific vintage plants, gaseous diffusion plants 
(GDPs), etc.]. 

 
(vii) A backfit analysis, as defined in the Backfit Rule (10 CFR 50.109 for power reactors, 10 

CFR 70.76 for Special Nuclear Materials or 10 CFR 76.76 for GDPs), unless the proposed 
action constitutes a compliance or adequate protection backfit. The backfit analysis shall 
document for consideration pertinent available information concerning any of the following 
factors, as appropriate: 

 
a) statement of the specific objectives that the proposed action is intended to achieve 

 
b) general description of the activity that the licensee/certificate holders or applicant would 

be required to perform in order to complete the action 
 

c) potential change in the risk to the public from the accidental offsite release of radioactive 
material 

d) potential impact on radiological exposure of facility employees and other onsite workers 

e) installation and continuing costs associated with the action, including the cost of facility 
downtime or the cost of construction delay 

 
f)  potential safety impact of changes in plant or operational complexity, including the 

relationship to proposed and existing regulatory requirements and staff positions 
 

g) estimated resource burden on the NRC associated with the proposed action and the 
availability of such resources 

 
h) potential impact of differences in facility type, design, or age on the relevancy and 

practicality of the proposed action 
 

i)  whether the proposed action is interim or final, and if interim, the justification for 
imposing the proposed action on an interim basis 

 
j)  staff evaluation of comments received as a result of the notice and comment process 

(for both rulemaking actions and proposed generic correspondence) 
 

k) an evaluation that demonstrates how the proposed action should be prioritized and 
scheduled in light of other ongoing regulatory activities (for each category of nuclear 
power reactor or nuclear materials facility or activity), which may include any or all of the 
following information, as appropriate: 

 
1. proposed priority or schedule 

 
2. summary of the current backlog of existing requirements awaiting implementation 

 
3. assessment of whether the implementation of existing requirements should be 

deferred as a result of the proposed action 
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4. any other information that may be considered appropriate with regard to priority, 

schedule, or cumulative impact (e.g., whether implementation could be delayed 
pending public comment) 

 
l)  any other information that is relevant and material to the proposed action 

 
(viii) Determination of the Office Director for the office sponsoring the backfitting 

(including the rationale for that determination), based on consideration of the previously 
listed items (i) through (vii) of this attachment 7, that the following conditions apply: 

 
a) The proposed action will yield a substantial increase in the overall protection of public 

health and safety or the common defense and security. 
 

b) The direct and indirect costs of implementation for the affected licensees/certificate 
holders under 10 CFR Parts 70, 72, and 76 are justified in view of this increased 
protection. 

 
This requirement applies to proposed backfits that are analyzed in accordance with 
10 CFR 50.109(a)(2), 10 CFR 72.62(c), or 10 CFR 76.76(a)(3) (i.e., other than adequate 
protection or compliance backfits). As a legal matter, the Backfit Rule (10 CFR 50.109) 
does not apply to nuclear material facilities and activities that are not licensed under 10 
CFR Part 50. Nonetheless, the staff should consider specific provisions of 10 CFR 
72.62 and 10 CFR 76.76, as appropriate, when considering backfit-related matters for 
independent spent fuel storage installations (ISFSI) and the monitored retrievable 
storage installations (MRSIs), and gaseous diffusion plants respectively. Additionally, in 
the context of licensing actions under 10 CFR Part 70, the Commission supported the 
requirement that "…any new backfit [must] pass a cost-benefit test without the 
'substantial increase in safety' test. The Commission believes that modest increases in 
safety at minimal or inconsequential cost should be justified on a cost-benefit basis." 
See J.C. Hoyle, Secretary U.S. Nuclear Regulatory Commission, memorandum to W. D. 
Travers, Staff Requirements Memorandum, SECY-98-185, “Proposed Rulemaking 
Revised Requirements for the Domestic Licensing of Special Nuclear Material,” 
December 1, 1998 ADAMS Accession No. ML003755356. 

 
(ix) For adequate protection or compliance backfits affecting licensees, evaluated pursuant 

to 10 CFR 70.76 (or analogous provisions in 10 CFR 50.109(a)(4), 10 CFR 72.62 or 10 
CFR 76.76, as appropriate), the package submitted for CRGR review and endorsement 
must include the following: 

 
a)  a documented evaluation, including of the following information: 

 
1)  objectives of the modification 

 
2)  reasons for the modification 

 
3)  basis for compliance exception (if applicable), including the following 

 
A. requirements (e.g., Commission regulation, license condition, order) or written 

licensee commitments, for which compliance is sought 
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B. assessment of risk/safety implications of not requiring licensees to immediate 

restore compliance, and the basis for determining that reasonable concession 
could be allowed to defer restoration of compliance at a later time (e.g., next 
refueling outage) 

 
C. demonstrated consideration of other possible alternatives, and rationale for 

rejecting them in favor of compliance backfitting 
 

D. evaluation of cost-benefit considerations (not a complete regulatory analysis) 
and the rationale for the proposed compliance exception 

 
4)  basis for concluding that the matter to be addressed involves adequate protection (if 

the adequate protection exception is invoked), and why current requirements (e.g., 
regulations, license conditions, and/or orders) or written licensee commitments do 
not provide adequate protection 

 
b)  an evaluation documenting the safety-significance and appropriateness of the 

action taken (for actions that were immediately effective and, therefore, issued without 
prior CRGR review, as discussed in Section III, Scope, of the CRGR Charter), and 
consideration of how costs contributed to selecting the solution from various acceptable 
alternatives (if applicable). 

 
(x)  For each request for information from licensees/certificate holders under 10 CFR Parts 

70.76, 72.62, and 76.76, which is for purposes other than to verify compliance with the 
facility's licensing/certificate holders basis, the package submitted for CRGR review and 
endorsement must contain an evaluation that includes at least the following elements: 

 
a) problem statement that describes the need for the information in terms of the 

potential safety benefit 
 

b) required licensee actions and anticipated cost to develop a response to the 
information request 

 
c) anticipated schedule for NRC use of the information 

 
d) statement affirming that the request does not impose new requirements on the 

licensee, other than submittal of the requested the information 
 

e) proposed Office Director’s determination that the burden to be imposed is justified 
in view of the potential safety-significance of the issue being addressed in the 
requested information 

 
The NRC's Executive Director for Operations (EDO) shall approve the staff's justification. 
Additional guidance for preparing this evaluation is provided in Section 5.4 of 
NUREG/BR-0058, "Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory 
Commission." 

 
The package submitted for CRGR review and endorsement should include an analogous 
evaluation addressing the previously listed items (a) through (e) for each request for 
information that is directed to licensees of the selected nuclear materials facilities or 
activities referred to in Section III of the CRGR Charter. 
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(xi) For each proposed licensees/certificate holders backfit that is analyzed pursuant to 10 

CFR 70.76(a)(2) and 76.76(a)(2) (i.e., other than adequate protection or compliance 
backfits), the package submitted for CRGR review and endorsement should include an 
assessment of how the proposed action relates to the Commission's Safety Goal Policy 
Statement. 
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