
U.S. NUCLEAR REGULATORY COMMISSION 

 

REGULATORY GUIDE 3.72, REVISION 1  
 
 

 Issue Date: September 2020 
Technical Lead: Marlone Davis 

 
 

Written suggestions regarding this guide or development of new guides may be submitted through the NRC’s public Web site in 
the NRC Library at https://nrcweb.nrc.gov/reading-rm/doc-collections/reg-guides/, under Document Collections, in Regulatory 
Guides, at https://nrcweb.nrc.gov/reading-rm/doc-collections/reg-guides/contactus.html.  
 
Electronic copies of this RG, previous versions of RGs, and other recently issued guides are available through the NRC’s public 
Web site in the NRC Library at https://nrcweb.nrc.gov/reading-rm/doc-collections/reg-guides/, under Document Collections, in 
Regulatory Guides. The RG is also available through the NRC’s Agencywide Documents Access and Management System 
(ADAMS) at http://www.nrc.gov/reading-rm/adams.html, under Accession Number (No.) ML20220A185. The regulatory 
analysis may be found in ADAMS under Accession No. ML19269B764. The associated draft guide DG-3054 may be found in 
ADAMS under Accession No. ML19269B763, and the staff responses to the public comments on DG-3054 may be found under 
ADAMS Accession No. ML20220A183. 
 

GUIDANCE FOR IMPLEMENTATION OF 10 CFR 72.48, 
“CHANGES, TESTS, AND EXPERIMENTS” 

 
A.  INTRODUCTION 

 
Purpose 
 

This regulatory guide (RG) describes an approach that is acceptable to the staff of the 
U.S. Nuclear Regulatory Commission (NRC) to meet the regulatory requirements of Title 10 of the Code 
of Federal Regulations (10 CFR) 72.48, “Changes, tests, and experiments.” Specifically, this RG provides 
guidance for addressing changes under 10 CFR 72.48 that affect an independent spent fuel storage 
installation (ISFSI), a spent fuel storage cask design, or a monitored retrievable storage (MRS) facility. 

 
Applicability 
 

This RG applies to certificate of compliance (CoC) holders and specific and general licensees 
subject to 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” (Ref. 1). 
 
Applicable Regulations 
 

• 10 CFR Part 72 provides requirements, procedures, and criteria for the issuance of licenses to 
receive, transfer, and possess power reactor spent fuel, power reactor-related greater-than-Class-C 
waste, and other radioactive materials associated with spent fuel storage in an ISFSI and the terms 
and conditions under which the Commission will issue these licenses. The regulations in this part 
also establish requirements, procedures, and criteria for the issuance of CoCs approving spent 
fuel storage cask designs. 

o 10 CFR 72.48 describes the process under which licensees and CoC holders may make 
changes to an ISFSI facility, a spent fuel storage cask design, or an MRS installation and to 
related procedures, as described in the final safety analysis report (FSAR) (as updated), and 
may conduct tests or experiments not described in the FSAR (as updated), without prior NRC 
approval. 
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o 10 CFR 72.146, “Design control”, requires that licensees, CoC holders, and applicants for 
CoCs establish measures to ensure that the license or CoC application specifies the applicable 
regulatory requirements and design bases. 

 
Related Guidance 
 

• RG 1.187, “Guidance for Implementation of 10 CFR 50.59, “Changes, tests, and experiments” 
(Ref. 2), provides guidance on the process by which licensees, under certain conditions, may 
make changes to their facilities and procedures as described in the FSAR.  
 
o The NRC endorsed Nuclear Energy Institute (NEI) 96-07, “Guidelines for 10 CFR 50.59 

Implementation,” Revision 1, issued November 2000 (Ref. 3), in RG 1.187. 
 

o RG 1.187 references NEI 96-07, Appendix B, “Guidelines for 10 CFR 72.48 
Implementation,” dated March 5, 2001 (Ref. 4).  

 
Purpose of Regulatory Guides 
 

 The NRC issues RGs to describe methods that are acceptable to the staff for implementing 
specific parts of the agency’s regulations, to explain techniques that the staff uses in evaluating specific 
issues or postulated events, and to describe information that the staff needs in its review of applications 
for permits and licenses. Regulatory guides are not NRC regulations and compliance with them is not 
required. Methods and solutions that differ from those set forth in RGs are acceptable if supported by a 
basis for the issuance or continuance of a permit or license by the Commission. 
 
Paperwork Reduction Act 
 

This RG provides voluntary guidance for implementing the mandatory information collections in 
10 CFR Part 72 that are subject to the Paperwork Reduction Act of 1995 (44 U.S.C. 3501 et. seq.). These 
information collections were approved by the Office of Management and Budget (OMB), approval 
number 3150-0132. Send comments regarding this information collection to the Information Services 
Branch (T6-A10M), U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001, or by e-mail to 
Infocollects.Resource@nrc.gov, and to the OMB reviewer at: OMB Office of Information and Regulatory 
Affairs (3150-0010), Attn: Desk Officer for the Nuclear Regulatory Commission, 725 17th Street, NW 
Washington, DC 20503; e-mail: oira_submission@omb.eop.gov. 
 
Public Protection Notification  

 
The NRC may not conduct or sponsor, and a person is not required to respond to, a collection of 

information unless the document requesting or requiring the collection displays a currently valid OMB 
control number.  
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B.  DISCUSSION 

Reason for Revision 
 

This revision of RG 3.72 (Revision 1) endorses NEI 12-04, Revision 2, “Guidelines for 
10 CFR 72.48 Implementation,” issued September 2018 (Ref. 5), with exceptions and clarifications. 
NEI 12-04, Revision 2, updated and revised NEI 96-07, Appendix B, with information based on ISFSI 
operating experience and the NRC’s inspection findings. In addition, this revision modifies the NRC’s 
guidance for departures from a method of evaluation (MOE) and the NRC’s approval of an MOE. 

 
Background 
 

The NRC amended its regulations in 10 CFR 72.48 and 10 CFR 50.59 (Ref. 6), “Changes, tests 
and experiments,” in 1999 (Ref. 7). These regulations address the authority of licensees for nuclear 
reactors and ISFSIs, and of certificate holders for spent fuel storage casks, to make changes to the facility 
or procedures, or to conduct tests or experiments, without prior NRC approval. The objectives of 
10 CFR 72.48 are to ensure that ISFSI licensees and holders of CoCs (1) evaluate proposed changes to 
their facilities or cask design for their effects on the licensing basis of the ISFSI, cask design, or MRS, as 
described in the FSAR (as updated), and (2) obtain prior NRC approval for changes that meet specified 
criteria in 10 CFR 72.48(c)(2) having a potential impact upon the basis of the license or CoC. 

 
The statement of considerations (SOC) for the final rule states that a departure from an MOE as 

described in the FSAR (as updated) used in establishing the design bases or in the safety analyses means 
(1) changing any of the elements of the method described in the FSAR (as updated) unless the results of 
the analysis are conservative or essentially the same or (2) changing from a method described in the 
FSAR to another method unless that method has been approved by the NRC for the intended application.1 
The NRC defines the departure basics in 10 CFR 72.48(a)(2)(i) and (ii). The SOC states that “[a]pproval 
for intended application includes assuring that the approved method was approved for the type of analysis 
being conducted, generically approved for the type of facility using it, and that all terms and conditions 
for use of the method are satisfied.”2 The guidance in NEI 12-04, Revision 2, clarifies, consistent with 
language in the SOC, that meeting all three factors is not required when determining whether an MOE 
was “approved for the intended application.” The SOC and the guidance provide a nonexhaustive list of 
factors that may be considered when making that determination.  

 
Shortly following this rulemaking, NEI developed implementing guidance for ISFSIs in 

NEI 96-07, Appendix B. RG 3.72, Revision 0, issued March 2001 (Ref. 8), which endorsed NEI 96-07, 
Appendix B, with exceptions, provided guidance on the methods acceptable to the NRC staff for 
complying with the provisions of 10 CFR 72.48, including how to make changes to MOEs. With respect 
to MOEs, RG 3.72, Revision 0, limited MOEs “approved by NRC for the intended application” to the 
particular design being reviewed. 

 
Subsequently, in August 2012, NEI submitted draft guidance for implementing a change control 

process, in accordance with 10 CFR 72.48, as NEI 12-04, Revision 0, issued August 2012 (Ref. 9). This 
RG endorses, with exceptions and clarifications, NEI 12-04, Revision 2. NEI 12-04, Revision 2, can be 
used to replace NEI 96-07, Appendix B. 

 

                                            
1.  Volume 64 of the Federal Register (FR), pages 53582-01 and 53598 (64 FR 53582-01, 53598), October 4, 1999 (Ref. 7). 
 
2.  64 FR 53582-01, 53598, October 4, 1999, emphasis added (Ref. 7). 
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NEI 12-04, Revision 2, includes updates and revisions to NEI 96-07, which are based on 
operating experience and NRC lessons learned through inspections and enforcement. In addition, 
NEI 12-04, Revision 2, incorporates stakeholder input provided in a series of public meetings and in the 
NRC staff’s written comments on both NEI 12-04, Revision 0, and NEI 12-04, Revision 1, issued 
September 2017 (Ref. 10). NEI 12-04, Revision 2, provides guidance for CoC holders and licensees in a 
separate document, rather than as an appendix to NEI 96-07. For the most part, a large portion of the 
current guidance in Appendix B to NEI 96-07 is unchanged in NEI 12-04, Revision 2. However, NEI has 
made some changes to the guidance on approvals and departures from MOEs under 10 CFR 72.48. 

 
RG 3.72, Revision 1, provides guidance on which changes are permissible without prior NRC 

review and approval. Revision 1 increases regulatory effectiveness and efficiency by clarifying the NRC’s 
licensing and oversight activities, bringing consistency to the guidance for implementing 10 CFR 72.48 
and 10 CFR 50.59, and potentially reducing the number of amendment requests from specific licensees 
and certificate holders, with no reduction in safety. 

 
NEI 12-04, Revision 2, states “approved by NRC for the intended application,” including 

approval for the type of analysis being conducted across cask systems and amendments for a single 
vendor-design authority. Accordingly, when the NRC approves a CoC application or amendment that 
describes and analyzes an MOE in the FSAR (as updated), the NRC is approving the MOE. The approval 
of an MOE may be used to support the use of that MOE in another cask system in a separate licensing 
action if the MOE is used for the same type of analysis and is within a single vendor-design authority. 

 
The guidance in NEI 12-04, Revision 2, includes guidance on MOEs, which is consistent with 

NEI 96-07, Revision 1, the current guidance for 10 CFR 50.59 changes for operating reactors. The NRC 
endorsed NEI 96-07, Revision 1, in RG 1.187. Specifically, the NRC’s review and approval of a licensing 
action, documented in a safety evaluation report (SER), includes the review and approval of the MOEs for 
the intended application. The NRC’s approval of a specific licensing action or method is not a generic 
approval for the use of the MOE by all licensees or CoC holders in making 10 CFR 72.48 changes. 
Licensees under 10 CFR Part 72 and CoC holders may extend the use of a previously approved MOE to 
other certificates when they (1) are the authorized design authority and (2) the NRC has approved the 
MOE for the intended application, provided the conditions and the limitations associated with the MOE 
are met. 

 
The NRC has determined that this guidance is one acceptable way of meeting the requirements in 

10 CFR 72.48 because it continues to ensure adequate protection of public health and safety. Licensees 
and certificate holders continue to be responsible for evaluating whether a proposed change constitutes a 
departure from an MOE under 10 CFR 72.48(a)(2) and whether the change is permissible without prior 
approval by the NRC under 10 CFR 72.48(c). Additionally, 10 CFR 72.48(d)(2) requires the specific 
licensee or certificate holder making changes to submit a report summarizing the changes, tests, and 
experiments, and the evaluation performed for each, at intervals not to exceed 24 months. Through its 
oversight function, the NRC may inspect the licensee’s or certificate holder’s evaluation. 
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Harmonization with International Standards 
 

The NRC has a goal of harmonizing its regulatory guides with documents issued by the 
International Atomic Energy Agency (IAEA) to the extent practical. The NRC staff has reviewed the 
IAEA standards and guides and did not identify any documents with relevant information related to the 
topics in this RG. 

 
Documents Discussed in Staff Regulatory Guidance 

 
This RG endorses the use of one or more codes or standards developed by external organizations, 

and other third party guidance documents. These codes, standards and third party guidance documents 
may contain references to other codes, standards or third party guidance documents (“secondary 
references”). If a secondary reference has itself been incorporated by reference into NRC regulations as a 
requirement, then licensees and applicants must comply with that standard as set forth in the regulation. If 
the secondary reference has been endorsed in a RG as an acceptable approach for meeting an NRC 
requirement, then the standard constitutes a method acceptable to the NRC staff for meeting that 
regulatory requirement as described in the specific RG. If the secondary reference has neither been 
incorporated by reference into NRC regulations nor endorsed in a RG, then the secondary reference is 
neither a legally-binding requirement nor a “generic” NRC approved acceptable approach for meeting an 
NRC requirement. However, licensees and applicants may consider and use the information in the 
secondary reference, if appropriately justified, consistent with current regulatory practice, and consistent 
with applicable NRC requirements. 
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C.  STAFF REGULATORY GUIDANCE 
 

The NRC staff endorses NEI 12-04, Revision 2, as generally acceptable for use in complying 
with the requirements in 10 CFR 72.48. However, the NRC staff provides exceptions and clarifications to 
specific statements in NEI 12-04, Revision 2, as described below. 
 
1. NEI 12-04, Revision 2, Section 6.8, provides the following as one of several examples of 

changes that “are not considered departures from a method of evaluation”: 
 

Use of a methodology revision that is documented as providing results that are 
essentially the same as or more conservative than either the previous revision of 
the same methodology or with another methodology previously accepted by NRC 
through issuance of an SER. 

 
Exception—The regulation allows licensees to document a methodology revision either (1) as a 
change to any of the elements of the methodology described in the FSAR (as updated) 
(i.e., 10 CFR 72.48(a)(2)(i) of the departure definition), or (2) as a change from the methodology 
described in the FSAR (as updated) to another method (i.e., 10 CFR 72.48(a)(2)(ii) of the 
departure definition). If a methodology revision is documented as a change from the methodology 
described in the FSAR to another method using 10 CFR 72.48(a)(2)(ii) of the departure 
definition, then 10 CFR 72.48(a)(2)(i) of the departure definition (i.e., “the results of the analysis 
are conservative or essentially the same”) is not applicable. 

 
2. NEI 12-04, Revision 2, Section 6.5, states, in part, the following: 

 
Certain accidents are not discussed in the UFSAR because their effects are 
bounded by other related events that are analyzed. For example, a postulated cask 
drop of a certain distance may not be specifically evaluated in the UFSAR 
because it has been determined to be less limiting than the evaluated cask drop. 
Therefore, if a proposed design change would introduce a cask drop of a distance 
less than the evaluated cask drop, the postulated cask drop need not be 
considered an accident of a different type. 
 
The last sentence of Section 6.5 of NEI 12-04, Revision 2, states: “The types of 
credible accidents that the proposed activity could create that are not bounded by 
UFSAR-evaluated accidents are accidents of a different type.” 

 
Exception—An accident of a different type is any new accident, distinct from any previously 
evaluated in the updated final safety analysis report (UFSAR) but of similar frequency and 
significance. A different accident analysis, not simply a revision of an existing analysis, would be 
needed for this different type of accident. 
 

3. NEI 12-04, Revision 2, Section 6.8.1, as it relates to uncertainty in method of evaluation. 
 
Regarding the use of uncertainty in evaluation methods, NEI 12-04, Revision 2, Section 6.8.1, 
provides language that addresses the use of uncertainty as an element of a method when 
documenting a change under 10 CFR 72.48. 

 
Clarification—The statement on uncertainty in Section 6.8.1 of NEI 12-04, Revision 2, could 
limit the use of uncertainty in an MOE to be considered only as an element. The NRC staff’s 
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position is that uncertainty in an MOE could either be an element or an input parameter, 
depending on the circumstances of specified factors to account for uncertainty in measurements 
or data. The NRC staff also notes that in some situations, an input parameter in an MOE can be 
considered an element of an MOE, if it meets the criteria for an input parameter being an element 
of an MOE. Sections 2.15 and 2.17 of NEI 12-04, Revision 2, provide additional guidance on 
those particular circumstances. 
 

4. NEI 12-04, Revision 2, Section 3.1.5.2, states the following: 
 

Licensees and CoC holders are required to report certain defects or deficiencies 
in any spent fuel storage structure, system, or component to the NRC in 
accordance with the reporting requirements in 10 CFR 72.75, and 10 CFR 21. 

 
Clarification—Section 3.1.5.2 of NEI 12-04, Revision 2, does not include all applicable 
reporting requirements for CoC holders. The NRC’s regulations at 10 CFR 72.242(d) also require 
that CoC holders submit a written report to the NRC within 30 days of the discovery of a design 
or fabrication deficiency in any spent fuel storage cask that has been delivered to a licensee if the 
design or fabrication deficiency affects the ability of structures, systems, and components 
important to safety to perform their intended safety function. 
 

5. Guidance for FSAR supplements for license renewal. 
 

Clarification—The guidance in NEI 12-04 and RG 3.72 is applicable to information added to the 
FSAR (as updated) and submitted as part of ISFSI license renewals, in accordance with 
10 CFR 72.42(a) and 10 CFR 72.240(c). The summary descriptions of the aging management 
programs, activities for managing the effects of aging, and the evaluation of time-limited aging 
analyses in the UFSAR that supports the bases for renewals of specific licenses and CoCs.  
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D.  IMPLEMENTATION 

The NRC staff may use this regulatory guide as a reference in its regulatory processes, such as 
licensing, inspection, or enforcement. However, the NRC staff does not intend to use the guidance in this 
regulatory guide to support NRC staff actions in a manner that would constitute backfitting as that term is 
defined in 10 CFR 72.62, “Backfitting,” and as described in NRC Management Directive 8.4, 
“Management of Backfitting, Forward Fitting, Issue Finality, and Information Requests” (Ref. 11). The 
staff also does not intend to use the guidance to support NRC staff actions in a manner that constitutes 
forward fitting as that term is defined and described in Management Directive 8.4. 

The backfitting and forward fitting considerations in 10 CFR 72.62 and NRC Management 
Directive 8.4 apply to holders of general and specific licenses for ISFSIs and MRSs issued under 
10 CFR Part 72. However, the backfitting and forward fitting considerations in 10 CFR 72.62 and NRC 
Management Directive 8.4 do not apply to CoC holders. If a licensee believes that the NRC is using this 
regulatory guide in a manner inconsistent with the discussion in this Implementation section, then the 
licensee may file a backfitting or forward fitting appeal with the NRC in accordance with the process in 
Management Directive 8.4. 
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