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From: Brian Anderson

Sent: Friday, September 12, 2008 1:48 PM

To: robert.kitchen@pgnmail.com; david.waters@pgnmail.com; tillie.wilkins@pgnmail.com;
HarrisCOL Resource

Cc: Brian Anderson; Manny Comar

Subject: DRAFT - RAI 444 - SRP section 17.5 - Shearon Harris Units 2 and 3 Combined License
Application

Attachments: HARRIS Draft RAl 444 - 17.5.doc

Importance: High

Attached is a draft RAI related to SRP section 17.5 for the Shearon Harris Units 2 and 3 Combined
License Application. If you would like to schedule a conference call to discuss this RAI, please let me
know before 5:00 p.m. on September 17.

Thank you,
Brian

Brian Anderson

301-415-9967

Project Manager, AP1000 Projects Branch 1
Office of New Reactors

U.S. Nuclear Regulatory Commission
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Request for Additional Information No. 444 Revision 0

Shearon Harris
Progress Energy Carolinas, Inc.
Docket No. 52-022 and 52-023
SRP Section: 17.5 - Quality Assurance Program Description - Design Certification, Early Site Permit
and New License Applicants
Application Section: 17.5 - Quality Assurance

QUESTIONS

17.5-***

Appendix B to 10 CFR Part 50 states, in part, that every applicant for a combined license
under 10 CFR Part 52 is required by the provisions of 10 CFR 52.79 to include in its
FSAR a description of the quality assurance (QA) applied to the design, and to be
applied to the fabrication, construction, and testing of SSCs of the facility and to the
managerial and administrative controls to be used to assure safe operation. Section
17.5 of the Harris FSAR states, in part, that the QA program in place during the design,
construction, and operations phases is described in the QAPD, which is maintained as a
separate document. Pursuant to 10 CFR 52.79, please either include in Chapter 17.5 of
the Harris FSAR or incorporate by reference into Chapter 17.5 of the Harris FSAR

the QAPD provided in Part 11 of the Harris application.

17.5-***

Chapter 17.1, "Quality Assurance During the Design and Contruction Phases," of the
Harris Final Safety Analysis Report (FSAR) states, in part, that the COL application
development was conducted in accordance with the quality assurance requirements for
the existing Progress Energy nuclear plants. However, Chapter 17.1 does not identify
the QA program applied to design, procurement, and construction activities associated
with the Harris Units 2 & 3 COLA before the COL is issued. Please revise Chapter 17.1
accordingly.

Also, the NRC staff requests clarification on the expected scope of work related to Harris
COLA design and procurement activities from the time of docketing until the time the
COL might be issued. In particular, please identify when and where these design and
procurement activities will take place.

17.5-***

Chapter 17.1 of the Harris FSAR states, in part, that the Quality Assurance Program
Description (QAPD) discussed in Section 17.5 of the FSAR will become effective at COL
issuance. Table 13.4-201, Operational Programs Required by NRC Regulations, states



that the QA program — Operation, which is discussed in FSAR Section 17.5, will be
implemented 30 days prior to the scheduled date for the initial loading of fuel. Since the
QAPD discussed in Section 17.5 of the FSAR applies to the design, construction, and
operations of Harris, provide clarification as to when the QAPD discussed in FSAR
Section 17.5 will be actually implemented.

17.5-***

Pursuant to 10 CFR 52.79(a)(41), COL applicants must provide an evaluation of the
facility against the Standard Review Plan (SRP) revision in effect 6 months before the
docket date of the application. Where differences exist, the applicant’s evaluation must
discuss how the proposed alternative provides an acceptable method of complying with
the Commission’s regulations, or portions thereof, that underlie the corresponding SRP
acceptance criteria. Regulatory Guide (RG) 1.206, Section C.1.17.5.3, states that COL
applicants may use an existing QAPD that the NRC has approved for current use for
either or both phases of its QAPD submittal, provided that the applicant identifies and
justifies alternatives to, or differences from, the SRP in effect 6 months prior to the
docket date of the application. Section 17.1 of the Harris FSAR states that the

existing Progress Energy 10 CFR Part 50, Appendix B Quality Assurance Program
(NGGM-PM-0030) is used to provide oversight of the activities performed in support of
the COL application development. Table 1.9-202, Conformance with SRP Acceptance
Criteria, states that the FSAR Position is acceptable with regards to SRP 17.1. Pursuant
to 10 CFR 52.79(a)(41), please provide the evaluation of the existing Progress

Energy QA program against the acceptance criteria in SRP 17.1.

17.5-***

Part 1, Section 1.1 of the QAPD in Attachment 11, lists the activities affecting quality to
which the QAPD applies. Although this list is not all-inclusive, siting is listed as an
activity affecting quality to which the QAPD applies. Since the FSAR states that this
QAPD would not become effective until COL issuance, the staff requests additional
information to clarify how siting activities would be subject to the provisions in the QAPD.

17.5-***

Section 17.5 of the Harris FSARstates that the QAPD is maintained as a separate
document. Part Il, Section 1 of the Harris QAPD states, in part, that the organization
charts for the various departments/organizations are contained in Chapter 13 of the
respective station’s FSARs and will describe organizational positions, relations and
specific roles and responsibilities. Please clarify how the organizational charts provided
in Chapter 13 of the Harris FSAR describe the specific functions and responsibilities as
well as how these organizational charts are consistent with the organization described in
the QAPD. Also, please revise the organizational description in the QAPD to include the
necessary organization charts for the construction/pre-operations organization and the
operations organization consistent with their role as outlined in the QAPD.



17.5-***

The Harris QAPD, Part I, Section 2.4, "Issuance and Revision to Quality Assurance
Program," states, in part, that 10 CFR 50.34(b)(6)(ii) and 10 CFR 52.79(a)(25) require
that the FSAR include the managerial and administrative controls to be used to assure
safe operation, including a discussion of how the applicable requirements of Appendix B
will be satisfied. Since 10 CFR Part 52 was revised in August 2007, the correct citation
for Part 52 applicants is now 10 CFR 52.79(a)(27) and not 50.34(b)(6)(ii). Please revise
Section 2.4 of the Harris QAPD accordingly.

17.5-***

The Harris QAPD, Part Il, Section 4, Procurement Document Control, states, in part, that
procurement documents shall require suppliers to have a documented QA program that
is determined to meet the applicable requirements of Appendix B, as appropriate to the
circumstances of procurements (or the supplier may work under the “licensees”

approved QA program). Please substitute "Progress Energy’s" for “licensee’s” to clarify
that a supplier may work under Progress Energy's approved QA program.

17.5-***

TheHarris QAPD, Part I, Section 7.2, "NQA-1-1994 Commitment / Exceptions,"
describes an NRC-approved exception to NQA-1-1994, Supplement 7S-1, for
commercial-grade calibration services from a calibration laboratory. Specifically, the
QAPD states, in part, that a documented review of the supplier’s accreditation shall be
performed and shall include a verification that the calibration laboratory holds a domestic
accreditation by NVLAP or A2LA as recognized by NVLAP through the ILAC mutual
recognition arrangement. However, SRP Section 17.5, Section II.L.8.c, describes the
relevant accreditation of A2LA as recognized by ILAC signatories, not as recognized by
NVLAP through ILAC. Please revise the QAPD accordingly, or justify the alternative
approach.

17.5-***

The Harris QAPD, Part I, Section 7.2, "NQA-1-1994 Commitment/Exceptions,"
describes an exception to NQA-1-1994, Supplement 7S-1, Section 10, Commercial
Grade Item, which states that PGN will also use other appropriate approved regulatory
means and controls to support PGN commercial grade dedication activities. The QAPD
states that NRC Regulatory Information Summary (RIS) 2002-22, “Use Of EPRI/NEI
Joint Task Force Report, ‘Guideline On Licensing Digital Upgrades: EPRI TR-102348,
Revision 1, NEI 01-01: A Revision Of EPRI TR-102348 To Reflect Changes To The 10
CFR 50.59 Rule,” is one example of other appropriate approved regulatory means.
Attachment 1 of RIS 2002-22 provides the NRC staff's safety evaluation of the EPRI/NEI
joint task force report. The NRC safety evaluation specifically states that the regulatory
framework for this evaluation consists of (1) the requirements outlined in SRP Chapter 7
for the licensing process for digital I&C components in nuclear power plants and (2) the
requirements for implementing digital replacements under the 10 CFR 50.59 rule.
However, neither SRP Chapter 7 nor 10 CFR 50.59 provides guidance on commercial



grade dedication activities. Please provide an explanation as to how RIS 2002-22
represents an exception applicable to Progress Energys’s QAPD, or revise the QAPD
accordingly.

17.5-***

The SRP 17.5, Section 11.U.1.c, provides for a commitment to RG 1.37, Revision 1. Part
IV, Regulatory Commitments, of the Progress Energy QAPD, identifies the NRC
Regulatory Guides and other quality assurance standards that have been selected to
supplement and support the Progress Energy QAPD, however, RG 1.37 is not listed in
the QAPD as a RG to which Progress Energy commits. Please revise the Progress
Energy QAPD Part IV to commit to RG 1.37, Revision 1, or justify its exclusion.

17.5-**

Appendix 1AA of the Harris FSAR lists Progress Energy's conformance with NRC
Regulatory Guides (RGs) and provides any exceptions to conformance with those RGs.
For those RGs that describe quality assurance-related requirements, Appendix 1AA
appears to address the conformance of the QAPD provided in Part 11 of the COL
application. However, since Progress Energy is relying on its existing quality assurance
program for activities prior to COL issuance, please clarify how Appendix 1AA also
addresses the existing Progress Energy quality assurance program’s conformance to
the applicable RGs, or justify an alternative approach.

17.5-***

For all RGs that describe quality assurance-related requirements, Appendix 1AA
proposes to use the exception that quality assurance be in accordance with the QAPD.
For the following RGs, explain how the QAPD provides an acceptable exception to the
RGs:

a. RG 1.28, Revision 3;

G 1.30, Revision 0;

G 1.33, Revision 2;

G 1.37, Revision 1;

G 1.38, Revision 2;

RG 1.39, Revision 2;

RG 1.94, Revision 1;

RG 1.116, Revision 0;

RG 1.139, Revision 0.

b.R
c.R
d.R
e.R
f.
g.
h.
i

17.5-***

Revision 16 to the AP1000 DCD has proposed changes to Table 1.9-1, Regulatory
Guide/DCD Section Cross-References. Specifically, Revision 16 of the AP1000 DCD is
referencing RG 1.33, second proposed Revision 3, dated 11/80. Appendix 1AA of the
Harris FSAR references RG 1.33, Revision 2, dated 2/78. Please explain how these
proposed changes to the AP1000 DCD are consistent with Appendix 1AA of the Harris
FSAR or modify the Appendix accordingly.



17.5-***

Chapter 17.1 of the Harris FSAR refers to (1) the Progress Energy Program Manual
(NGGM-PM-0030) Quality Assurance Plan for New Nuclear Plant Development and
Construction Activities and, (2) the CH2M HILL Quality Assurance Program Nuclear
Business Group Quality Manual (NBG-QA-02-00). However, these documents are not
listed in Section 17.8, "References." Please add all documents discussed in Section
17.1 of the Harris COLA to the references in Section 17.8.
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