UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

March 26, 2026

Ms. Helena Perry

Safety & Regulatory Affairs Director
Rolls-Royce SMR Ltd

Jubilee House, 4 Saint Christopher's Way
4 Saint Christopher's Way

Pride Park, Derby, DE24 8JY

England, United Kingdom

SUBJECT:  U.S. NUCLEAR REGULATORY COMMISSION FEEDBACK REGARDING
ROLLS-ROYCE SMALL MODULAR REACTOR (SMR) QUALITY ASSURANCE
WHITE PAPER FOR PRE-APPLICATION ENGAGEMENT (SMR0025468)

Dear Helena Perry:

By letter dated November 28, 2025 (Agencywide Documents Access and Management System
(ADAMS) Accession No. ML25332A058), Rolls-Royce SMR Ltd (Rolls-Royce) submitted
various documents in support of Rolls-Royce SMR’s Pre-Application activities. This letter
included a Quality Assurance topical report (ML25332A056). Subsequently, by Letter dated
January 21, 2026 (ML26082A155), Rolls-Royce requested the NRC to reconsider the
submission as a White Paper.

Accordingly, the enclosure to this letter provides the NRC staff's feedback and observations on
the white paper for Rolls-Royce’s consideration in any future application.

If you have questions about this matter, please contact Getachew Tesfaye at (301) 415-8013 or
Getachew.Tesfaye@nrc.gov.

Sincerely,

NolirkeiLrprgF Signed by Tesfaye, Getachew

on 03/26/26

Getachew Tesfaye, Sr. Project Manager
New Reactor Licensing Branch

Division of New and Renewed Licenses
Office of Nuclear Reactor Regulation

Docket No.: 99902143
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UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

FEEDBACK AND OBSERVATIONS REGARDING

ROLLS-ROYCE PRE-APPLICATION ENGAGEMENT

WHITE PAPER ON QUALITY ASSURANCE (SMR0029542)

Sponsor Information
Sponsor: Rolls-Royce SMR Ltd (Rolls-Royce)
Docket No.: 99902143

Document Information
Submittal Date: November 28, 2025
ADAMS Accession No.: ML25332A056
Purpose of the White Paper: Rolls-Royce stated that the white paper describes the Quality
Assurance (QA) program put in place during the development of the generic 50 Hertz (Hz)
design of the Rolls-Royce Small Modular Reactor (SMR) (RR SMR). Rolls-Royce also added
that the deployment of the RR SMR 60 Hz design in the United States of America (US) will be

undertaken by a different organization with similar requirements to those presented in the white
paper.

Action Requested: Rolls-Royce requested feedback and observations from the U.S. Nuclear
Regulatory Commission (NRC) on the information discussed in this pre-submittal white paper.

FEEDBACK AND OBSERVATIONS
The feedback and observations on this white paper are preliminary and subject to change. The
feedback and observations are not regulatory findings on any specific licensing matter and are

not official agency positions.

Requlatory Requirements for a Quality Assurance Program Description

The NRC'’s regulatory requirements for an applicant’s QA program are established in Appendix
B, “Quality Assurance Criteria for Nuclear Power Plants and Fuel Reprocessing Plants,” to Title
10 of the Code of Federal Regulations (10 CFR) Part 50, “Domestic Licensing of Production and
Utilization Facilities.” Appendix B to 10 CFR Part 50 contains 18 quality criteria which are
required to be addressed in an applicant’s Quality Assurance Program Description (QAPD).

The QAPD serves as a top-level policy document in which senior management defines the
organization’s QA policies and the means by which quality will be achieved. It reflects the
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organization’s overall philosophy regarding quality. A QAPD may be submitted to the NRC as a
standalone QA topical report or as part of a safety analysis report.

The specific regulatory requirements applicable to a QAPD submittal vary depending on the
scope of the application (e.g., Construction Permit (CP), Operating License (OL), Early Site
Permit (ESP), Design Certification (DC), Combined License (COL), or Manufacturing License
(ML)). Table 1 identifies the associated scope-specific regulations.

Table 1: QAPD Scope and Related Regulatory Requirements

QAPD Scope Scope Specific Regulation
Construction Permit 10 CFR 50.34(a)(7)
Operating License 10 CFR 50.3;0(.152‘(&1)6(28.34(f)(||) and
Early Site Permit 10 CFR 52.17(a)(1)(xi)
Design Certificate 10 CFR 52.47(a)(19)
Combined License 10 CFR 52.79(a)(25)
Manufacturing License 10 CFR 52.157(f)(17)

NRC Review and Acceptance of QAPDs

The NRC staff reviews and evaluates QAPDs in accordance with applicable sections of Chapter
17 of NUREG-0800, “Standard Review Plan for the Review of Safety Analysis Reports for
Nuclear Power Plants: LWR Edition - Quality Assurance.” The Standard Review Plan (SRP)
provides the criteria the NRC staff uses when evaluating whether an applicant’'s QA program
satisfies the applicable NRC regulations.

SRP Section 17.5, “Quality Assurance Program Description - Design Certification, Early Site
Permit and New License Applicants” (ADAMS Accession No. ML15037A441) provides a
standardized approach for QA programs for DC, ESP, CP, OL, and COL applicants and
licensees. For QAPDs which scope includes an ML, the NRC staff uses 10 CFR 52.157(f)(17)
for its review and acceptance.

The SRP is not a substitute for the NRC regulations, and compliance with it is not required.
However, applicants are required to identify differences between their proposed QA program
and the SRP acceptance criteria. For any such differences, applicants should describe how their
alternative methods continue to provide an acceptable approach for meeting NRC regulatory
requirements.

Specific Feedback on Rolls-Royce’s Quality Assurance White Paper

1. The Executive Summary states that, “[the Quality Assurance Report] covers certain aspects
of Quality Assurance (QA) required to be demonstrated in a future Preliminary Safety
Analysis Report (PSAR) under 10CFR50 Appendix B.” Section 1.1.3 further elaborates that
the “certain aspects” only include 5 out of the 18 criteria required by Appendix B to 10 CFR
Part 50. Rolls-Royce’s white paper does not address the remaining 13 criteria and as
currently written would not be an acceptable QAPD in accordance with Appendix B to 10
CFR Part 50. An applicant’'s QAPD, regardless of the applicant’s scope, is required to
address all 18 criteria of Appendix B to 10 CFR Part 50 in accordance with the applicable
regulations.
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a. Current applicants use the guidance in SRP 17.5 to develop their QAPD prior to it
being submitted to the NRC for review and approval.

b. While Rolls-Royce is not required to format their QAPD following a particular method,
the QAPD is required to describe how it meets the 18 criteria from Appendix B to 10
CFR Part 50. Since Rolls-Royce’s QAPD is not written following the format of the 18
criteria of Appendix B to 10 CFR Part 50, Rolls-Royce should consider including a
table or an appendix that points to where and/or how each of the 18 criteria of
Appendix B to 10 CFR Part 50 is addressed. This will require current sections of the
QAPD to be supplemented with additional information to ensure compliance with the
applicable criteria.

c. The Executive Summary additionally states that Rolls-Royce’s QA Integrated
Management System is certified to International Organization for Standardization
(ISO) standard ISO 9001:2015 “Quality Management Systems.” The NRC staff
previously issued guidance on the use of ISO 9001 as a quality standard in SECY-
03-0117, “Approaches for Adopting More Widely Accepted International Quality
Standards” (ADAMS Accession No. ML031490421). The SECY, alongside its
associated attachment “Comparison of Appendix B to ISO 9001-2000” (ADAMS
Accession No. ML031490463), includes a comparison between ISO 9001-2000 and
the requirements of Appendix B to 10 CFR Part 50 and identifies supplemental QA
requirements which would need to be applied to successfully address the 18 criteria
using ISO 9001-2000. If Rolls-Royce is committing to implementing 1ISO 9001:2015,
the NRC staff suggest that Rolls-Royce review SECY-03-0117 and its attachment for
guidance on gaps between ISO 9001 and Appendix B that the NRC staff have
already identified.

2. Section 1.1.2 states: “As such, this Topic Report does not, and is not intended to, contain all
the information that will be provided by RR SMR in a future Preliminary Safety Analysis
Report (PSAR) for a Combined Construction Operating [License] (COL), manufacturing
process or Early Site Permit (ESP).” There are regulatory differences in the requirements for
a QAPD for a COL and an ESP, with 10 CFR 52.79(a)(25) establishing requirements for a
COL and 10 CFR 52.17(a)(1)(xi) establishing requirements for an ESP. The NRC staff is not
clear what “manufacturing process” means within the context of a QAPD. The NRC staff
recommend that Rolls-Royce clarify the scope of their QAPD for a possible future submittal.
Further, in accordance with the regulations, an applicant’'s QAPD is required to address all
18 criteria from Appendix B to 10 CFR Part 50.

3. Section 1.3 lists the 2019 version of American Society of Mechanical Engineers (ASME)
NQA-1, “Quality Assurance Arrangements for Nuclear Facilities,” as one of the standards
used to develop Rolls-Royce SMR limited management arrangements. The NRC staff is not
clear if this means that Rolls-Royce is committing to implementing NQA-1 for their QAPD. If
so, the QAPD is not written in accordance with NQA-1. Further, the NRC staff also noted
that Rolls-Royce is referencing the 2019 edition of NQA-1. In Revision 6 of Regulatory
Guide 1.28, “Quality Assurance Program Criteria (Design and Construction),” (ADAMS
Accession No. ML23177A002), the NRC endorsed the 2017, 2019, and 2022 editions of
NQA-1. The NRC staff is not clear why Rolls-Royce is referencing an older edition of NQA-1.
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Examples of Approved QAPDs and Corresponding NRC Safety Evaluations

Table 2 below contains several examples of QAPDs that have been reviewed and approved by
the NRC staff, alongside their corresponding Safety Evaluations (SE). The NRC staff included
these as resources which Rolls-Royce may use for developing their QAPDs.

Table 2: Approved QAPDs and SEs

Company ADAMS Accession Number
X-Energy ML25085A152
Kairos Power ML21350A349
TerraPower ML23213A199 & ML21263A236
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