@e", ) 4;%1
- RULEMAKING ISSUE
(Affirmation)
August 20, 2024 SECY-24-0069
FOR: The Commissioners
FROM: Mirela Gavrilas, PhD

Executive Director for Operations

SUBJECT: FINAL RULE: HARMONIZATION OF TRANSPORTATION
SAFETY REQUIREMENTS WITH INTERNATIONAL ATOMIC ENERGY
AGENCY STANDARDS (RIN 3150-AJ85; NRC-2016-0179)

PURPOSE:

The purpose of this paper is to obtain Commission approval to publish in the Federal Register
the enclosed final rule (enclosure 1) that would revise the regulations in Title 10 of the Code of
Federal Regulations (10 CFR) Part 71, “Packaging and Transportation of Radioactive Material,”
to harmonize the regulations with International Atomic Energy Agency (IAEA) standards and
conform to U.S. Department of Transportation (DOT) regulations.

BACKGROUND:

On June 12, 2015, the U.S. Nuclear Regulatory Commission (NRC), in consultation with DOT,
published a final rule in the Federal Register that amended the NRC’s regulations for packaging
and transporting radioactive material (80 FR 33988). These amendments made conforming
changes to the NRC’s regulations based on the standards of the IAEA. That final rule, in
combination with a DOT final rule (79 FR 40589; July 11, 2014), amending 49 CFR,
“Transportation,” brought United States regulations into general accord with the 2009 Edition of
the IAEA’s “Regulations for the Safe Transport of Radioactive Material.” The IAEA has since
updated its standards for transporting radioactive material in Specific Safety Requirements

No. 6 (SSR-6), “Regulations for the Safe Transport of Radioactive Material” (2012 and 2018
Editions).
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The roles of DOT and the NRC in coregulating the transportation of radioactive materials are
documented in a memorandum of understanding (44 FR 38690; July 2, 1979). Because of the
coregulation of the transportation of radioactive materials in the United States, the NRC and
DOT have historically coordinated to harmonize their respective regulations with the IAEA
revisions through the rulemaking process. The NRC has engaged with DOT to identify and
evaluate gaps between the NRC’s regulations in 10 CFR Part 71 and the updated IAEA
standards in SSR-6 (2018 Edition). The enclosed final rule would close these gaps, where
warranted. The DOT is undertaking similar action to harmonize its regulations for the
transportation of radioactive material in 49 CFR Part 107, “Hazardous Materials Program
Procedures,” and 49 CFR Parts 171-180 with IAEA SSR-6 (2018 Edition).

DISCUSSION:

Overview of Proposed Changes to NRC Regulations

The NRC is amending its regulations to harmonize with IAEA SSR-6 (2018 Edition). These
revisions have been coordinated with DOT and its hazardous materials regulations to maintain a
consistent framework for the domestic packaging and transportation of radioactive material. The
final rule revises 10 CFR Part 71 to include administrative, editorial, and clarifying changes,
including changes to certain Agreement State compatibility category designations. The rule will
apply to (1) NRC licensees authorized by a Commission -issued specific or general license to
receive, possess, use, or transfer licensed material, if the licensee delivers that material to a
carrier for transport, or transports the material outside of the site of usage as specified in the
NRC license, or on public highways, (2) holders of, and applicants for, a certificate of
compliance under 10 CFR Part 71, and (3) holders of a 10 CFR Part 71 quality assurance
program approval. This final rule will be effective 30 days after date of publication in the Federal
Register. Compliance with aging management and maintenance regulations in § 71.43(d) for
radioactive material transportation packages will be delayed and required by January 1, 2029.

Specifically, 10 CFR Part 71 is being amended as follows:

° Revise the fissile material exemptions in 10 CFR 71.15, “Exemption from classification
as fissile material” (Issue 1).

° Change the unit of measure for insolation in 10 CFR 71.71(c)(1) and require insolation
as an initial condition for the tests for hypothetical accident conditions in
10 CFR 71.73(b) (Issues 4.1 and 4.2).

° Define the term “radiation level” in 10 CFR 71.4, “Definitions,” to clarify that it has the
same meaning as “dose equivalent rate” (Issue 5).

° Remove the leaching test requirement from 10 CFR 71.77, “Qualification of LSA-III
material,” for Low Specific Activity-1ll material, and make conforming changes to
10 CFR 71.4 and 10 CFR 71.100, “Criminal penalties” (Issue 6).

° Add a definition to 10 CFR 71.4 for a new category of large-surface contaminated
objects (Issue 7).

° Add a new requirement for a uranium hexafluoride cylinder plug to ensure it remains
leak tight and prevents water ingress (Issue 8).
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o Clarify existing requirements in 10 CFR 71.43(d) related to the evaluation of the effects
of aging and require a description of the maintenance program for the packaging
(Issue 9).

° Update the regulations related to continued fabrication and use of packages approved

under previous regulations (Issue 10).

° Add a design requirement to ensure adequate ullage (unfilled space) in a package
designed to contain liquids (Issue 11).

o Clarify 10 CFR 71.106(b) to require a biennial report when no changes are made to the
NRC -approved quality assurance program during the reporting period (Issue 12).

° Correct the inconsistencies between the mass limits and package restrictions for fissile
material general licenses in 10 CFR 71.22, “General license: Fissile material,” and
10 CFR 71.23, “General license: Plutonium-beryllium special form material” (Issue 13).

o Remove an inconsistency in 10 CFR 71.22 for fissile material in packages with low
concentrations of uranium-233 (Issue 14).

° Remove duplicative reporting requirements in 10 CFR 71.95, “Reports” (Issue 15.1).

° Revise the definition of “Low Specific Activity (LSA) material” in 10 CFR 71.4 to be
consistent with 10 CFR 71.15 (Issue 15.2).

o Remove Tables A-1 through A-4 of Appendix A, “Determination of A1 and A2,” to
10 CFR Part 71 to remove duplicative information with DOT regulations at
49 CFR 173.435, “Table of A1 and A2 values for radionuclides,” and 49 CFR 173.436,
“Exempt material activity concentrations and exempt consignment activity limits for
radionuclides” (Issue 15.3).

° Revise the Agreement State compatibility categories for the quality assurance program
requirements in 10 CFR 71.101, 71.103, 71.105, 71.106, 71.109, 71.111, 71.113,
71.1158, 71.117, 71.119, 71.121, 71.123, 71.125, 71.127, 71.129, 71.131, 71.138,
71.135, and 71.137, and the reporting requirements in 10 CFR 71.95 (Issue 15.4).

° Remove redundant advance notification requirements for spent fuel between
10 CFR Part 71 and 10 CFR Part 73, “Physical protection of plants and materials”
(Issue 15.5).

Significant Changes from Proposed Rule to Final Rule

In response to public comments received on the proposed rule, the NRC staff (staff) is
implementing a few changes that differ from the proposed rule. Significant changes include the
removal of Tables A-1 through A-4 in Appendix A of 10 CFR Part 71 that reference duplicative
tables in DOT regulations, instead of revising the tables to include seven new radionuclides.
The staff is also adding high-level guidance related to aging management to

Regulatory Guide 7.9, “Standard Format and Content of Part 71 Applications for Approval of
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Packaging for Radioactive Material.” Additional changes from the proposed rule to the final rule
are not considered significant and are detailed in enclosures 1 and 2.

Implementation Guidance

The staff is issuing new guidance, Regulatory Guide 7.9, Revision 3, “Standard Format and
Content of Part 71 Applications for Approval of Packages for Radioactive Material” (Agencywide
Documents Access and Management System Accession No. ML24089A172), to assist
licensees with implementing the requirements of the final rule (enclosure 3). Draft regulatory
guidance was issued for public comment with the proposed rule. Enclosure 2 includes the
NRC'’s responses to public comments received on the draft regulatory guidance.

Regulatory Analysis

The staff prepared a regulatory analysis to determine anticipated costs and benefits of the final
rule and to examine the qualitative factors to be considered in the NRC’s rulemaking decision
(enclosure 4). The regulatory analysis shows that the rulemaking and guidance development is
not overall quantitatively cost beneficial. There is a net benefit to the industry; fissile materials
licensees and nuclear power plant licensees will realize savings, and certificate of compliance
holders will incur costs for changes to regulations that affect package preparation and approval.
The rulemaking is not cost beneficial to the NRC and the Agreement States (due largely to costs
associated with implementation of the rule). The results of the regulatory analysis show that the
rulemaking is cost-justified, however, because the total estimated qualitative benefits exceed
the estimated costs of the rule. Important qualitative benefits include harmonizing the NRC’s
regulations with the IAEA’s safety standards, which minimizes potential disruption in
international commerce, helps to ensure that international obligations are met, and ensures
consistency between the NRC'’s regulations and DOT'’s regulations for the domestic
transportation of radioactive materials. One area that the staff did not assess for quantitative
benefit is the impact on international commerce over time if the U.S. had regulations that were
not compatible with IAEA standards. For example, shipments could be denied or re-routed if
U.S. packages are not acceptable in another country. This could be a potentially large cost
benefit that could change the rule to quantifiably beneficial. However, due to the unavailability of
data, and the staff conclusion that the rulemaking is net beneficial based on qualitative factors,
this issue was not assessed.

Stakeholder Engagement

The staff considered the cumulative effects of regulation by engaging with external stakeholders
throughout the development of the rule. The staff published the regulatory basis in the Federal
Register on April 12, 2019 (84 FR 14898), and held a public meeting on April 30, 2019, to
facilitate public comments on the regulatory basis. The NRC published the proposed rule and
requested public comments on September 12, 2022 (84 FR 14898), and held a public meeting
on October 26, 2022, to discuss the proposed rule and answer questions. The NRC received 17
public comment submissions on the proposed rule. The NRC considered these comments in
preparing the final rule, as described in enclosure 2.

The staff has coordinated with the Agreement States during the development of the final rule

and discussed the final rule with the Organization of Agreement States Chair and Rulemaking
lead to ensure that they are informed of the amendments to compatibility categories. The staff
also discussed the final rule with the Agreement States Standing Committee for Compatibility.
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Backfitting and Issue Finality Considerations

The staff has determined that the backfitting provisions in 10 CFR 50.109, 10 CFR 70.76,

10 CFR 72.62, or 10 CFR 76.76, all titled “Backfitting,” and the issue finality provisions in

10 CFR Part 52, “Licenses, Certifications, and Approvals for Nuclear Power Plants,” do not
apply to the final rule because the amendments do not involve any provisions that would impose
backfits as defined in 10 CFR Chapter |.

RECOMMENDATION:

The staff recommends that the Commission approve the enclosed draft final rule (enclosure 1)
for publication in the Federal Register.

If the Commission approves publication of the final rule, the staff will complete the following
activities:

° Publish the final rule in the Federal Register.

° Publish the comment resolution document, regulatory analysis, guidance, and
environmental assessment for the final rule.

© Submit the information collection to the Office of Management and Budget for approval
of the new information collection requirements that are subject to the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501 et seq.).

° Inform the appropriate congressional committees.

o Work with the Office of Public Affairs on an appropriate public communication when the
final rule is published in the Federal Register.
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COORDINATION:

The Office of the General Counsel reviewed this package and has no legal objection to the
publication of the final rule.
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Mirela Gavrilas, PhD

Executive Director
for Operations

Enclosures:

1. FRN Part 71 Harmonization of
Transportation Safety Requirements
with IAEA Standards

2. Final Comment Response Document
Part 71 Harmonization

3. Draft Final RG 7.9 - Part 71 Harmonization

4. Final RA Document (Draft) PART 71

5. Final EA - Part 71 Harmonization
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