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PMLeeCol PEmails

From: Brian Anderson
Sent: Friday, September 05, 2008 10:17 AM
To: pshastings@duke-energy.com; mcnolan@duke-energy.com; tjbowling@duke-energy.com; 

leenuclear@duke-energy.com; PMLeeCol PEmails
Cc: Brian Anderson; Brian Hughes
Subject: DRAFT - RAI 811- related to SRP section 17.5 for William States Lee III Units 1 and 2
Attachments: LEE Draft RAI 811 - 17.5.doc

Importance: High

Attached is a draft RAI related to SRP section 17.5 for William States Lee III Units 1 and 2.  If you 
would like to schedule a conference call to discuss this RAI, please let me know before 5:00 p.m. on 
September 10. 
 
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. 811 Revision 0 
 
  
 

William States Lee III Nuclear Station Units 1 and 2 
Duke Energy Carolinas, LLC 

Docket No. 52-018 and 52-019 
SRP Section: 17.5 - Quality Assurance Program Description - Design Certification, Early Site Permit 

and New License Applicants 
Application Section: 1 

 
QUESTIONS 
 
17.5-*** 

17.5-1 Scope of QAPD (QAPD Part I, Section 1) 
 
The Lee Quality Assurance (QA) Program Description (QAPD) Part 1, Section 1.1, 
Scope/Applicability, states that the QAPD applies to COL/construction/pre-operation 
and/or operation activities.  The “and/or” is not consistent with the scope of the QAPD, 
as stated in QAPD Part 1, Section 1 or Final Safety Analysis Report (FSAR) Table 13.4-
201, which lists the QA program as a required operational program.  Please address the 
inconsistent use of “and/or”, since the QAPD applies to all of the stated activities. 
 

 
 
17.5-*** 

17.5-2  Siting Activities (QAPD Part I, Section 1) 
 
QAPD Part 1, Section 1.1 lists siting as an activity within the scope of the QAPD.  Since 
the QAPD would not become effective until COL issuance, clarify how siting activities 
would be subject to its provisions. 
 

 
 
17.5-*** 

17.5-3 Construction/Operations Phases (QAPD Part I, Section 1) 
 
QAPD Part II, Section 1, Organization, describes the Duke organizational structure, 
functional responsibilities, levels of authority and interfaces for establishing, executing, 
and verifying QAPD implementation.   The description is applicable to the 
construction/preoperation phase and also to the operations phase.  
 
Every applicant for a combined license is required by the provisions of §52.79 to include 
in its FSAR a description of the QA applied to the design, and to be applied to the 
fabrication, construction, and testing of the structures, systems, and components of the 
facility and to the managerial and administrative controls to be used to assure safe 
operations.  The QAPD must include a discussion of how the applicable requirements of 
Appendix B have been and will be satisfied, including a discussion of how the QA 
program will be implemented. 
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In accordance with the above, Section 1, Organization, of the QAPD should be 
structured to clearly delineate 1) how the QA program is implemented during the period 
of construction and testing and 2) how the QA program is implemented during the 
operations phase.  The transition process during which the operational programs 
become effective should be described.  Position descriptions, including roles, 
responsibilities, and lines of authority, should be included for applicable corporate and 
line positions that implement and verify elements of the QA program and the 
administrative controls described by N18.7, Administrative Controls and Quality 
Assurance for the Operational Phase of Nuclear Power Plants. 

 
 
17.5-*** 

17.5-4 Organization (QAPD Part I, Section 1) 
 
FSAR Section 17.5 states that the QAPD is maintained as a separate document; 
whereas QAPD Part II, Section 1 states that organization charts for various 
departments/locations are contained in chapter 13 of the FSARs of the respective 
station.    NEI 06-14A, “Quality Assurance Program Description,” referenced by FSAR 
Section 17.5, includes charts typical of the construction/preoperation phase. 
 
   
Because the QAPD is a stand-alone document, periodically submitted for NRC review, it 
should include organization charts for the construction/preoperation phase and the 
operations phase.  These charts should depict the flow of responsibilities from corporate 
positions responsible for quality-related programs to and including positions responsible 
for implementing and verifying elements of these programs.  Generic position titles, 
descriptive of position functions and supplemented by descriptive text, may be used. 
 
The QAPD describes the functions and responsibilities associated with the quality 
assurance requirements of Appendix B, Criteria I, Organization, Criteria II, Quality 
Assurance, and the administrative requirements described by American National 
Standard Institute (ANSI) N18.7.  All positions associated with the establishment, 
implementation, and verification of quality-related activities should be shown on the 
organization charts and described in the QAPD.  For the operations phase, the level of 
detail to be included should include roles, responsibilities, and lines of authority for the 
positions necessary to implement the requirements of N18.7.  Comparable detail should 
be provided for the construction/preoperation phase. 
 
The following clarifications are requested, specific to the submitted QAPD, Section 1: 
 
Section 1, Organization – It is stated that design, engineering and environmental 
services are provided by a contract that identifies the Engineer and Constructor.  Please 
clarify whether these services are provided by a single contract, as suggested in the text, 
and also the method for determining the “applicable” requirements of the QA program. 
 
Section 1.1, Corporate Organization – It is stated that “The verification of quality is 
assigned to qualified personnel independent of the responsibility for performance or 
direct supervision of the activities.  The degree of independence varies commensurate 
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with the activity’s importance to safety.”  Please describe the method for determining an 
activity’s “importance to safety.” 
 
Section 1.2, Group Executive & Chief Nuclear Officer, Nuclear Generation – It is stated 
that this position is responsible for providing “technical support to the plants” and 
establishing and managing the contract for the development of new nuclear generation.”  
Section 1.1 also assigns responsibility for “technical support” to the President of US 
Franchised Electric Gas and responsibility for “procurement” to the Chief Financial 
Officer.   Please clarify the distinction between the technical support and contract 
responsibilities of the CNO and the positions described in Section 1.1.     
  
Section 1.3, Nuclear Operations – This section describes the responsibilities of the 
“executive responsible for Nuclear Operations”.  Is this position filled during the 
construction/preoperation phase?  If it is, please differentiate between responsibilities 
during this phase and the operations phase.      
 
Section 1.4, Nuclear Plant Development – Management of engineering, construction, 
and procurement contractors and subcontractors is assigned to the “executive 
responsible for Nuclear Plant Development.”  Since no quality assurance responsibilities 
are assigned to this position, please clarify how QA program implementation and 
verification is conducted during the construction/preoperation phase, with particular 
detail provided with respect to activities performed by contractors and subcontracts. 
 
Section 1.5, Quality Assurance and Oversight – Is the position of the “manager 
responsible for quality assurance and oversight” a corporate position or a plant position?  
The reporting relationships incumbent with this position are not described.  Please clarify 
the oversight responsibilities of this position, including those associated with 
implementation of the independent review function, described in Section 2.7.  Section 
1.5 states that the “manager for quality assurance and oversight” is responsible for 
“making periodic reports on the effectiveness” of the quality assurance program.  To 
whom are these reports distributed and for what purpose?  
 
Section 1.6, Support and Shared Services - Clearly identify the positions and 
responsibilities for the “executives responsible for support and shared services.”  To 
whom do these executives report?  Clarify the position(s) responsible for implementing 
the programs for “maintenance and testing services,” which are noted as elements of the 
quality program, but which are not assigned to position(s). 
 
Section 1.8, Authority to Stop Work – Reference is made to “approved procedures.”  If 
this reference pertains to the Duke procedural controls described in Section 5, identify 
them as such.  If these are other than procedures developed and controlled by Duke, 
describe the process for approving these procedures. 
 
Section 1.9, QA Organizational Independence – What is the functional definition of 
“checking” and how does it differs from “verification.”  Since it is stated that design 
activities are not checked, provided clarification of how the adequacy of design activities 
is assured. 

 
 
17.5-*** 
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17.5-5 Part 52 Update (QAPD Part II, Section 2) 
 
QAPD, Part II, Section 2.5 states that 10 CFR 50.34(b)(6)(ii) requires 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.  Pursuant to the current Part 52 regulation, effective August 2007, please 
update Section 2.5 to reference 10 CFR 52.79(a)(27). 

 
 
17.5-*** 

17.5-6 Safety Related Systems, Structures, Components (SSCs) (QAPD Part I, Section 
2) 
 
QAPD, Section 2, states that the QAPD applies to those quality-related activities that 
involve the functions of safety-related activities of structures, systems, and components 
(SSCs) as described in the COL Final Safety Analysis Report.  The staff notes that 
Appendix B to 10 CFR Part 50 requires, in part, that Part 52 applicants include in the 
FSAR a descrption of the quality assurance [program] applied to the design, and to be 
applied to the fabrication, construction, and testing of the SSCs of the facility and to the 
managerial and administrative controls to be used to assure safe operations.  Please 
revise the language in this section to conform to this requirement.    
  
Also, the current language in this section seems to indicate that safety-related SSCs are 
described in the FSAR.  Please indentify the corresponding FSAR section.  Otherwise, 
please clarify the purpose of this text and/or modify it accordingly.     

 
 
17.5-*** 

17.5-7 Early Site Permit (QAPD Part I, Section 2) 
 
QAPD Section 2 – Reference is made to ESP applications in Section 2 and other places 
in the QAPD.  Please clarify how the QAPD applies to ESP activities or remove 
these references from the QAPD. 

 
 
17.5-*** 

17.5-8 Safety-Related Activities (QAPD Part I, Section 2) 
 
Section 2.3 of NEI 06-14A states that the QAPD in the COL application will be annotated 
to identify site-specific design basis activities.  Section 2.3 of the Lee QAPD states that 
this information will be maintained in a project planning document.  Please clarify the 
intent of this statement which seems to refer to the development of the COL application 
rather than to the design, construction, or operational phases of the Lee Nuclear Station.  
Are the annotated outlines intended to be submitted as part of the application?   

 
 
17.5-*** 

17.5-10 Specificity of Term (QAPD Part II, Section 4) 
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QAPD, Part II, Section 4, Procurement Document Control, states that procurement 
documents shall require suppliers to have a documented QA program that is determined 
to meet the applicable requirements of 10 CFR, Appendix B, as appropriate to the 
circumstances of procurements (or the supplier may work under the licensee's approved 
QA program).  Please identify what QA program is being referred to and revise the 
QAPD accordingly. 

 
 
17.5-*** 

17.5-12 Exceptions to NQA-1 Requirements for Commercial Grade Items (QAPD Part II, 
Section 7) 
 
 QAPD, Part II, Section 7.2, describes an exception to NQA-1-1994, Supplement 7S-1, 
Section 10.  It is stated that Duke will also use other appropriate approved regulatory 
means and controls to support Duke commercial grade dedication activities and cites an 
example of such an exception as that provided by NRC Regulatory Information 
Summary (RIS) 2002-22, which applies to digital upgrades.  The associated NRC safety 
evaluation, Attachment 1 to the RIS, references SRP Chapter 7, Instrumentation and 
Controls, and the change process regulated under 10 CFR 50.59 rule as the regulatory 
framework for approval.  However, neither of these methods establish requirements that 
provide guidance with regard to commercial grade dedication activities.  Please explain 
how RIS 2002-22 may be applied to commercial grade activities. 
  

 
 
17.5-*** 

17.5-13 RG 1.37, Cleaning of Fluid Systems (QAPD Part IV) 
 
QAPD Part IV, Regulatory Commitments, does not include a commitment to RG 1.37, 
Revision 1, which SRP 17.5, Section II.U.1.c identifies as the effective revision for new 
plant licensing.  Please revise Part IV to include this commitment or justify its exclusion. 
 

 
 
17.5-*** 

17.5-14 Design Activities (FSAR Section 17.1) 
  
FSAR Section 17.1 states that the Duke Energy Quality Assurance (QA) program and 
the Westinghouse Electric Company Quality Management System establish the QA 
requirements for design activities until the Duke QAPD becomes effective.  In order to 
plan NRC inspections of these activities, please clarify the expected scope, locations, 
and schedules for design activities to be conducted by Duke/Westinghouse from the 
date of docketing until issuance of the COL.  

 
 
17.5-*** 

17.5-15 Implementation of Operations Program (FSAR Section 17.1) 
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FSAR Section 17.1 states that the Duke NPD QAPD will become effective at COL 
issuance.  FSAR Table 13.4-201, Operational Programs Required by NRC Regulations, 
states that the QA program – Operation will be implemented 30 days prior to initial fuel 
loading.  Please confirm when the Duke NPD QAPD will become effective and clarify the 
variance between these statements. 

 
 
17.5-*** 

17.5-16 Evaluation of Current QA Program against the SRP (FSAR Section 17.1) 
 
FSAR Section 17.1 states that the existing Duke Energy QA program is used to provide 
oversight of contractors that have been delegated the responsibility of design activities 
prior to COL issuance.  FSAR 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), COL applicants must provide an evaluation of the 
facility against the 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.I.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.  Pursuant to 10 CFR 52.79(a)(41), please provide an 
evaluation of the existing Duke Energy QA program against the acceptance criteria in 
SRP 17.5. 

 
 
17.5-*** 

17.5-17 QAPD Incorporation by Reference (FSAR Section 17.5) 
 
FSAR Section 17.5 states, without reference, that the QAPD is maintained as a separate 
document.  Appendix B to 10 CFR Part 50 states 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 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.  Please clarify why the 
FSAR does not either include or incorporate the QAPD by reference. 

 
 
17.5-*** 

17.5-18 Conformance to Regulatory Guides (FSAR Appendix 1AA)  
 
FSAR Appendix 1AA, Conformance with Regulatory Guides, identifies conformances 
and exceptions to NRC regulatory guides applicable to and provides a list of 
conformances/ exceptions with NRC regulatory guides.  For regulatory guides related to 
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quality assurance, the FSAR apparently refers to the Duke NPD QAPD.  Please provide 
a similar list of conformances/exceptions for the existing Duke Energy QA program, 
which will be used until the Duke NPD QAPD is implemented.  

 
 
17.5-*** 

17.5-19 Exceptions to Regulations to Regulatory Guides (FSAR Appendix 1AA) 
  
For regulatory guides related to quality assurance, Appendix 1AA proposes to take 
exceptions in accordance with the QAPD.  Please provide the bases for exceptions to 
each of the following regulatory guides: 
 

RG 1.28, Revision 3  RG 1.30, Revision 0  RG 1.33, Revision 2 
RG 1.37, Revision 1  RG 1.38, Revision 2  RG 1.39, Revision 2 
RG 1.94, Revision 1  RG 1.116, Revision 0  RG 1.139, Revision 0. 

 
 
 
17.5-*** 

17.5-20 DCD Updates (DCD Revisions) 
 
AP1000 DCD, Revision 16 proposed changes to Table 1.9-1, Regulatory Guide/DCD 
Section Cross-References.  Specifically, Revision 16 of the AP1000 DCD references RG 
1.33 second proposed Rev. 3, dated 11/80.  Please explain how these proposed 
changes are consistent with FSAR Appendix 1AA or revise the appendix accordingly. 
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