Enclosure 1

Request for Additional Information
Regarding the Nuclear Energy Institute
Quality Assurance Program Description
Topical Report No. NEI 06-14, Revision 0

Partl INTRODUCTION

1. 10 CFR 52.17 (a)(1)(xii) requires the applicant of an early site permit (ESP) to include a
quality assurance program description (QAPD) that satisfies applicable portions of
Appendix B to 10 CFR Part 50. 10 CFR 52.79 (a)(25) requires that the applicant of a
combined license (COL) includes a QAPD to be applied to the design, fabrication,
construction, and testing of the structures, systems, and components of the facility that
satisfies applicable portions of Appendix B to 10 CFR Part 50. Part |, Section 1.1 of the
template provides information on activities to which the QAPD template applies.

a. For consistency with the above regulations, the staff needs clarification of the
overall scope (e.g., ESP, COL) that applies or could apply to the QAPD, in
addition to the list of activities already mentioned.

NEI Response: This QAPD is a full scope document and could be used for any or all portions of
nuclear development. Revision 0 stated that: “For the ESP and COL applications, this QAPD
applies to those [Nuclear Development] and [CA] activities that can affect either directly or
indirectly the safety-related site characteristics or analysis of those characteristics. In addition,
this QAPD applies to engineering activities that are used to characterize the site or analyze that
characterization.” For clarification, an additional reference to ESP, COL, Construction and or
Operation was added in Part |, Section 1.1.

While “designing” is listed in Part 1, Section 1.1, the intent is design activities performed by the
licensee for initial construction or modifications to the plant during its operational phase. The
“designing” did not intend to imply “Design Certification.” The expected use of NEI 06-14 is by
licensees; however, it could be used for Design Certification provided that differences in the
document and the vendor’s actual programs are acceptably justified.

b. The staff recommends that the list of activities be included as bracketed text in order
that the applicant using the template determine the extent of the applicability/scope
of the QAPD. Additionally, the staff recommends the addition of pre-operational
activities to the list.

NEI Response: Added “Preoperational Activities (including ITAAC)” and bracketed listing in
QAPD template.

c. The template states that "the QAPD may be applied to certain activities where
regulations other than 10 CFR [Part] 50 establish QAPD requirements for activities
within their scope." Since application of this QAPD will mainly be under the
regulations of 10 CFR Part 52, and by reference to 10 CFR Part 50, the staff
determined that it would be appropriate that the QAPD template include 10 CFR Part
52 in the statement.

NEI Response: Added reference is 10 CFR 52 in Part |, Section 1 and Section 1.1 to the QAPD
template.




PART Il QAPD DETAILS

SECTION 1 ORGANIZATION

2.

Draft Standard Review Plan (SRP) Section 17.5, paragraph Il.A.3, states that, for
multiple organizations, the QA program organizational description should clearly define
the interface responsibilities. Clarify how the QAPD template will provide guidance for
the applicant or holder to describe the interface of multiple organizations.

NEI| Response: Added text to Part Il, Section 1 of the QAPD template.

3.

Draft SRP Section 17.5, paragraph |l.A.4, states that there should be independence
between the organization performing checking functions from the organization
responsible for performing the functions. In order to satisfy the Three Mile Island (TMI)-
related requirement contained in 10 CFR 50.34(f)(3)(iii)(A), clarify how the QAPD
template will provide guidance for the applicant or holder to implement measures to
control the independence of organizations consistent with Section 17.5 of the draft SRP.

NEI Response: Added new Part I, Section 1.9 of the QAPD template.

4.

Draft SRP Section 17.5, paragraph II.A.7, states that management should ensure that
the size of the QA organization is commensurate with its duties and responsibilities. In
order to satisfy the TMI-related requirement contained in 10 CFR 50.34(f)(3)(iii)(A),
clarify how the QAPD template will provide guidance for the applicant or holder to ensure
that the size of the QA organization is commensurate with its duties and responsibilities.

NEI Response: Added additional paragraph to Part Il, Section 1 in the QAPD template.

SECTION Il QUALITY ASSURANCE PROGRAM

5.

Draft SRP Section 17.5, paragraph II.B.1, states that management implementing
portions of the QAPD should assess the part of the program for which they are
responsible and assure is effective implementation at least once each year or at least
once during the life of the activity, which ever is shorter, or may extend it to once every
two years. Section Il of the QAPD template states that reviews of the status and
adequacy of the program and its implementation will be conducted on an ongoing basis
via senior management review of quality assurance audit reports. In addition, Section
18.1 of the QAPD template provides measures to assess the effective implementation of
the program at least once a year or at least once during the life of the activity, which ever
is shorter. Clarify how the QAPD template will provide for these requirements
consistently throughout the QAPD template and consistent with Section 17.5 of the draft
SRP.

NEI Response: Agree to remove the current word in favor of similar words from the SRP. The

term “activity” applies as described in Part I, Section 1.1 and does not apply to a
specific/discrete task (e.g., a specific weld or pump overhaul).

6.

Draft SRP Section 17.5, paragraph 11.B.8, states that “a general grace period of 90 days
may be applied to provisions that are required to be performed on a periodic basis
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unless otherwise noted. Annual evaluations and audits that must be performed on a
triennial basis are examples where the 90 day general grace period could be applied.
The grace period does not allow the “clock” for a particular activity to be reset forward.
The “clock” for an activity is reset backwards by performing the activity early.” Section Il
of the QAPD template incorporates a grace period of 25% to be applied to provisions
that are required to be performed on a periodic basis. In addition, the statement in the
QAPD template does not discuss the “clock” portion of this provision. The entire
provision as stated in draft SRP Section 17.5, paragraph 11.B.8 should be addressed in
the QAPD template.

NEI Response: Agree to remove the 25 percent grace in favor of similar words from the SRP.

Based on verbiage from the NRC SER dated June 17, 2005 (ML051570349) the audits
schedules are based on the month in which the audit starts.

7.

Draft SRP Section 17.5, paragraph II.S.2 states the qualification requirements for
individuals responsible for managing the implementation of the QA plan. Section 2.6 of
the QAPD template provides the minimum qualification of the quality assurance
manager and the nuclear development quality assurance project manager. However,
these qualifications do not provide for requirements for management and supervisory
skills and experience or training in leadership, interpersonal communication,
management responsibilities, motivation of personnel, problem analysis and decision
making, and administrative policies and procedures. Clarify how the QAPD template will
provide for these requirements consistent with Section 17.5 of the draft SRP.

NEI Response: Added text to Part Il, Section 2.6 of the QAPD template.

8.

Draft SRP Section 17.5, paragraph 11.S.3, states the qualification requirements for
individuals responsible for planning, implementing, and maintaining the QA plan. Clarify
how the QAPD template will provide for these requirements consistent with Section 17.5
of the draft SRP.

NE| Response: Added text to Part Il, Section 2.6 of the QAPD template.

SECTION IV  PROCUREMENT DOCUMENT CONTROL

9.

Draft SRP Section 17.5, paragraph I1.D.1, states, in part, that changes made as a result
of bid evaluations or pre-contract negotiations are incorporated into the procurement
documents, and the review of such changes and their effects are completed prior to
contract award. Section 4.1 of the QAPD template establishes a commitment to NQA-1-
1994, Basic Requirement 4 and Supplement 4S-1, and includes clarifications and
exceptions to these requirements. As an exception, the template proposes that “the
quality assurance review of procurement documents is satisfied through review of the
applicable procurement specifications, including the technical and quality procurement
requirements, prior to bid or award of contract.” This exception does not specify if
procurement documents as well as changes to procurement documents will be part of
the proposed quality assurance review. Clarify how the proposed quality assurance
review of procurement documents includes the considerations delineated in Section 17.5
of the draft SRP.

NEI| Response: Added text to Part Il, Section 4.1 of the QAPD template. Added requirements

that procurement document changes (e.g., scope, technical or quality requirements) will be part
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of the quality assurance review. The original requirements remain in the clarifications and
exceptions sub-bullet because they clarify how the QA review of technical and quality
requirements occur.

SECTION VI DOCUMENT CONTROL

10.

Draft SRP Section 17.5, paragraph II.C.1.q, states that QA personnel are included in the
documented review and concurrence of quality-related procedures associated with
design, construction, and installation. This paragraph applies to ESP and construction
QA programs. The inclusion of these criteria satisfy the TMI-related requirement
contained in 10 CFR 50.34(f)(3)(iii)(C). Section 6.1 of the QAPD template provides for
the review of design, construction and installation procedures by the organization
responsible for quality verification during the construction phase. Clarify how the QAPD
template will implement measures to control the documented review and concurrence of
quality-related procedures during ESP phase consistent with Section 17.5 of the draft
SRP.

NEI Response: Added text to Part Il, Section 6.1 of the QAPD template.

11.

Draft SRP Section 17.5, paragraph II.F.9.b, states that there should be coordination and
control of interface documents. The QAPD template does not provide measures for
coordinating and controlling interface documents. Clarify how the QAPD template
addresses coordination and control of interface documents consistent with Section 17.5
of the draft SRP.

NEI Response: Part Il, Section 6 of the QAPD template was revised to reflect a requirement to

coordinate and control interface documents and procedures.

SECTION VIl CONTROL OF PURCHASED MATERIAL, EQUIPMENT, AND SERVICES

12.

Draft SRP Section 17.5, paragraph II.L.8, states that, for procurement of commercial-
grade calibration services for safety-related applications, laboratory accreditation
programs administered by the National Institute of Standards and Technology and by the
American Association for Laboratory Accreditation (A2LA) are acceptable in lieu of a
supplier audit, commercial-grade survey, or in-process surveillance, provided that certain
conditions are met. One of the conditions states that the use of the alternative method is
limited to the National Voluntary Accreditation Program (NVLAP) and A2LA, as
recognized through the mutual recognition arrangement of the International Laboratory
Accreditation Program (ILAC). Section 7.2 of the QAPD template proposes to use this
alternative method with a calibration laboratory accredited by NVLAP or A2LA as
recognized by NVLAP through a Mutual Recognition Arrangement (MRA). An MRA is a
generic term referring to a conformity assessment process. For assessment of
calibration laboratories, the NRC has found the ILAC MRA to be an acceptable
alternative. The alternative does not include MRAs administered under other programs.
Clarify which MRA the QAPD template proposes to use.

NEI Response: Part I, Section 7.2, 3 of the QAPD template was revised to reflect a

requirement to only reflect International Laboratory Accreditation Cooperation (ILAC) Mutual
Recognition Arrangement (MRA).
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13. Draft SRP Section 17.5, paragraph II.L.8, states that, for procurement of commercial-
grade calibration services for safety-related applications, laboratory accreditation
programs administered by the National Institute of Standards and Technology and by the
A2LA are acceptable in lieu of a supplier audit, commercial-grade survey, or in-process
surveillance, provided that certain conditions are met. Paragraph II.L.8.h states that the
proposed alternative is limited to the domestic calibration service suppliers. Clarify how
the QAPD template will implement the procurement of commercial-grade calibration
services consistent with Section 17.5 of the draft SRP.

NEI Response: Part I, Section 7.2 of the QAPD template was clarified to be limited to
calibration laboratories that hold a domestic accreditation by NAVLAP or A2LA as recognized
through the ILAC MRA.

14. In lieu of Section 8.1 of NQA-1-1994, Supplement 7S-1, regarding documents to be
available at the site, the QAPD template proposed to consider documents that may be
stored in approved electronic media under the company or vendor control and not
physically located on the plant site but which are accessible from the respective nuclear
facility site as meeting the NQA-1 requirement for documents to be available at the site.
Clarify if measures are in place to ensure that documents store in approved electronic
media under company or supplier control and not physically located on site will be
reviewed for acceptance. In addition, clarify if measures are in place for timely retrieval
of these documents consistent with Section 17.5 of the draft SRP.

NEI Response: The specification and the procurement contract for vendor services will include
the document review for acceptance. If a vendor is performing the design work then their
responsibilities for design review and records retention must be part of the vendor's QA program
that is audited. Part of the objectives for the audit of the vendor will be verification of timely
retrieval of the documents. Following completion of the construction period, sufficient as-built
documentation will be turned over to the licensee to support operation. The records
management system will provide for timely retrieval of necessary records.

SECTION X INSPECTION

15. Section 10.1 of the QAPD template provides an alternative to Subpart 2.4, regarding the
use of the definition of "Safety Systems Equipment" from IEEE 603-1980. Clarify how
the proposed definition is consistent with Section 17.5 of the draft SRP.

NEI Response: Because IEEE 336-1985 references the definition of “Safety Systems
Equipment” from IEEE 603-1980, the definition must be committed to in order to appropriately
implement Subpart 2.4 of NQA-1-1994. This clarification is simply to reinforce the fact that the
entirety of IEEE 603-1980 was not referenced or committed to in Subpart 2.4. The definition of
safety systems in IEEE 603-1980 is: “Those systems (the reactor trip system, an engineered
safety feature, or both, including all their auxiliary supporting features and other auxiliary
features) which provide a safety function. A safety system is comprised of more than one safety
group of which any one safety group can provide the safety function.” This definition is consistent
with Section 17.5 of the draft SRP and is only applicable to equipment in the context of Subpart
2.4,

16. Draft SRP Section 17.5, paragraph I1.J.5, states that inspections are performed by
individuals other than those who performed the activity being inspected and that do not
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report directly to the supervisor responsible for the work being inspected. Section 10 of
the QAPD template states that "inspections are carried out by properly qualified persons
independent of those who performed or directly supervised the work." In addition,
Section 10.1 proposes an alternative to those sites where the reporting independence
may not be met, and where inspections are performed by persons within the same
organization.

The proposed alternative states that this is an exception to the requirements of NQA-1-
1994, Supplement 10S-1, Section 3.1. Supplement 10S-1, Section 3.1 requires that
inspection personnel shall not report directly to the immediate supervisors who are
responsible for performing the work being inspected, which are the same requirements
of Draft SRP Section 17.5, Paragraph 11.J.5. Paragraph 1l.J.1 states, in part, that the
inspection program may be implemented by or for the organization performing the
activity being inspected. However, inspection personnel still cannot report directly to
same immediate supervisor who is responsible for the work being inspected as required
by NQA-1-1994, Supplement 10S-1, Section 3.1, and Paragraph II.J.5 of draft SRP
Section 17.5. Clarify how the QAPD template will provide measure for an inspection
program consistent with Section 17.5 of the draft SRP.

NEI Response: This proposed alterative has been revised to reflect the Dominion QAPD which

was accepted by SER dated September 9, 2005 (ML052490337).

SECTION XI TEST CONTROL

17.

Draft SRP Section 17.5, paragraph II.K.1, states that a test control program is required
to be established to demonstrate that items will perform satisfactorily in service. Section
11 of the QAPD template provides measures for a test control program during
construction and the operations phase. Clarify if test control measures are applicable for
tests performed during the ESP phase.

NEI Response: Part I, Section 2.3 of the QAPD template was intended to cover all ESP

activities unless a licensee went directly to a COL.

SECTION XIll HANDLING, STORAGE, AND SHIPPING

18.

Draft SRP Section 17.5, paragraph II.M.8, states that during operation, cleanliness
controls for work on safety related and risk-significant non-safety related equipment are
required to be established to the extent necessary to minimize the introduction of foreign
material and maintain system/component cleanliness throughout maintenance or
modification activities. During the construction phase, draft SRP Section 17.5
references the use of Subpart 2.1 of NQA-1-1994. Section 13.2 of the QAPD template
establishes the commitment during construction and pre-operational phase to NQA-1-
1994, Subpart 2.1, and includes a clarification and exception to these requirements.
Clarify how the proposed alternative is acceptable during construction phase and is
consistent with Section 17.5 of the draft SRP.

NEI Response: During the construction phase, Subpart 2.1 of NQA-1-1994 will be followed.

The referenced exception has been deleted from NEI 06-14.
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19. During construction phase, draft SRP Section 17.5 references the use of Subpart 2.2 of
NQA-1-1994. Section 13.2 of the QAPD template establishes the commitment during
construction and pre-operational phase to NQA-1-1994, Subpart 2.2. Section 13.2 of the
QAPD template provides an alternative to Subpart 2.2, sections 3.2 and 3.5 regarding
alternate methods for packaging. Clarify how the proposed alternative is acceptable
during construction phase and is consistent with Section 17.5 of the draft SRP.

NEI Response: During the construction phase, NQA-1-1994, Subpart 2.2, Sections 3.2 and 3.5
will be followed. The referenced exception has been deleted from NEI 06-14. .

20. Draft SRP Section 17.5, paragraph II.M.7, states that during operational phase controls
for hoisting, rigging, and transport activities are required to be established that protect
the integrity of the item involved as well as potentially affected nearby structures and
components. During construction phase, draft SRP Section 17.5 references the use of
Subpart 2.15. Section 13.2 of the QAPD template establishes the commitment during
construction and pre-operational phase to NQA-1-1994, Subpart 2.2. Subpart 2.2,
section 7.1 refers to Subpart 2.15 for the requirements related to handling of items.
Section 13.2 of the QAPD template provides an alternative to Subpart 2.15 during
operational phase. Since the QAPD is not committing to use Subpart 2.15 during
operation phase, the staff recommends taking the measures established for the controls
over hoisting, rigging and transport during operational phase outside the commitment
and exceptions to Subpart 2.2.

NEI Response: Agreed with the comment. The discussion regarding operational phase was
moved outside the commitment and exceptions to Subpart 2.2.

SECTION XV NONCONFORMING MATERIAL, PARTS, OR COMPONENTS

21. Section 15.1 of the QAPD template provides for measures "that implement a reporting
program which conforms to the requirements of 10 CFR 50.55(e) and/or 10 CFR [Part]
21 during construction and 10 CFR Part 21 during operations." Clarify how the QAPD
template will provide measures for reporting of nonconforming materials, parts, or
components during ESP phase consistent with 10 CFR Part 52 requirements.

NEI Response: Agreed with comment. Revised Part Il, Section 15.1 accordingly.

SECTION XVII QUALITY ASSURANCE RECORDS

22. Draft SRP Section 17.5, paragraph 11.Q.4, states that document access controls, user
privileges, and other appropriate security controls must be established. The QAPD
template does not provide measures for security control of records. Clarify how the
QAPD template will implement measures to provide document access and security
consistent with Section 17.5 of the draft SRP.

NEI Response: Agreed with comment. Revised Part Il, Section 17 introduction accordingly.

23. Draft SRP Section 17.5, paragraph 11.Q.5, states, in part, that design documentation and
records include not only the final design documents, such as drawings and
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specifications, and revisions thereto, but also documentation which identifies the
important steps, including sources of design inputs that support the final design. The
QAPD template does not provide measures for incorporation of documentation of design
input sources that support the final design as part of the record retention program.
Clarify how the QAPD template will implement measures to control records consistent
with Section 17.5 of the draft SRP.

NEI Response: The clarification is addressed in NQA-1, Supplement 3S-1, Section 7. Since

this is stated explicitly in the standard which the template commits to, there is no need for
redundancy.

24.

Draft SRP Section 17.5, includes a reference to Regulatory Issue Summary 2000-18.
Regulatory Issue Summary 2000-18 provides guidance on storing and maintaining QA
records in electronic media. Section 17 of the QAPD template includes the commitment
to Regulatory Issue Summary 2000-18 as bracketed text. Clarify how an applicant or
holder using the QAPD template will provide alternate measures consistent with the
above guidelines if the applicant or holder chooses not to follow Regulatory Issue
Summary 2000-18.

NEI Response: Agreed with the comment. Brackets were removed from text.

SECTION XVIII AUDITS

25.

Draft SRP Section 17.5, paragraph II.R.10, states that when any work carried out

under the requirements of the QA program is delegated to others, the work is to be
audited by the QA audit program. Clarify how the QAPD template will provide measures
to address the audit of QA program requirements delegated to others, consistent with
Section 17.5 of the draft SRP.

NEI Response: Work delegated to others would be controlled either under the licensee’s QA

program (internal audits) or under a contract (supplier audits) for those specific services.
Internal and supplier audits would cover the auditing of work delegated to others.

26.

Draft SRP Section 17.5, paragraph II.R.11, provides guidance to conduct procurement
audits of suppliers. The guidance states, in part that: (1) the supplier's QA program is
audited on a triennial basis, (2) the triennial period starts when the first audit is
performed, and, (3) an audit is initially performed after the supplier has completed
sufficient work to demonstrate that its organization is implementing a QA program. In
addition, if a subsequent contract or a contract modification significantly enlarges the
scope of or changes the methods or controls for activities performed by the same
supplier, an audit of the modified requirements is conducted, thus starting a new triennial
period. Section 18.1 of the QAPD template makes reference to Section 7.1 of the QAPD
template for the description of measures established for audits of safety-related
component suppliers. Section 7.1 of the QAPD template states that qualified suppliers
are audited on a triennial basis. Clarify how the QAPD template will implement the full
supplier audit controls consistent with Section 17.5 of the draft SRP.

NEI Response: Agreed with the comment. Revised Part Il, Section18.1.c and added additional
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information in Part Il, Section 7.1 regarding scope changes and also regarding initial audits of
suppliers following sufficient work to demonstrate compliance with a QA program.

PART Il REGULATORY TREATMENT OF NON-SAFETY SYSTEMS (RTNSS)

27. Draft SRP Section 17.5, paragraph I1.V.1.b, provides the quality assurance program
controls required for non-safety related structures, systems, and components (SSCs)
that are identified as being significant contributors to plant safety. Paragraph 11.V.1.b
states that the supplier's procedures describe the quality controls applied to the subject
equipment. Part lll, Section 2 of the QAPD template states that "suppliers of these
SSCs or related services may describe the quality controls applied in appropriate
procedures, [and] a new or separate QA program is not required." Clarify how the
proposed quality assurance program controls are consistent with Section 17.5 of the
draft SRP.

NEI Response: Agreed with comment. Removed “may.” Also, revised RTNSS to reflect Draft
SRP language — “nonsafety-related SSC Quality Control.”

28. Draft SRP Section 17.5, paragraph I1.V.2 provides guidance for measures that applies to
non-safety related SSCs credited for regulated events, including fire protection (10 CFR
50.48), anticipated transient without scram (10 CFR 50.62), and station blackout (10
CFR 50.63). Clarify how the QAPD template will implement measures for non-safety
related SCCs credited for regulated events consistent with Section 17.5 of the draft SRP

NEI Response: Part lll, Section 2 has been added to the QAPD template to address this issue.

GENERAL

29. The staff recommends that the QAPD template include these additional statements as
bracketed text in order that the applicant or holder using the template make the final
determination of the applicability of these text to their application (e.g., ESP, COL,
construction, pre-operation, operation). The template should allow the applicant or
holder to determine the specific information applicable for the type of application for
which they will be using the QAPD template.

a. Page 4 first paragraph: "for plants designed and constructed by or for [CA]."

NE| Response: Agreed — text revised

b. Page 4, second paragraph, states the types of procedures that will be used along
with the QAPD. The template should allow the applicant and holder to determine
the types of procedures they will use along with the QAPD.

NE| Response: Agreed — text revised

C. Page 11, second paragraph, provides examples of ESP/COL program safety-
related activities.
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NEI| Response: Agreed — text revised

d. Page 11, fifth and sixth paragraphs provides measures that can be used during
ESP and/or COL application/activities.

NEI Response: Agreed — text revised

e. All of Section 2.3 on page 12 should be bracketed. In addition, the note at the
beginning of the section should have been included since the beginning of the
template.

NEI Response: Agreed — text revised

f. Page 13, first paragraph of Section 2.5 provides option for ESP or COL.

NEI Response: Agreed — text revised

g. Page 23, second paragraph provides types of documents to be controlled.

NEI Response: Agreed — text revised

h. Page 23, third and last paragraphs provide measure during operational phase.

NEI Response: Agreed — text revised

i. Page 24, first paragraph provides measures applicable to operational phase
procedures.

NEI| Response: Agreed — text revised

j Page 32, first paragraph provides types of tests requiring test controls.

NEI| Response: Agreed — text revised

k. Page 37, Section 15.1 provides measures for reporting nonconforming material,
parts and components during construction and operation.

NEI Response: Agreed — text revised

l. Page 40, first paragraph provides different types of activities and focus areas of
internal audits.

NEI| Response: Agreed — text revised

m. Page 40, first paragraph provides examples of procedures to be audited.

NEI| Response: Agreed — text revised

n. All of Part Il on page 42 should be bracketed.

NEI Response: Agreed — Note was placed at the beginning of Section lll stating that it was not
applicable to ESP-only QA programs.
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30. Consistent with your letter dated October 26, 2006, from Adrian P. Heymer, place the
NEI document number, NEI-06-14, with the revision number on the cover page of the
QAPD document.

NEI Response: Agreed — text revised
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