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Enclosure 2 - NEDO-11209, GE Hitachi Nuclear Energy Quality Assurance Program
Description, Revision 9
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Non-proprietary Information

Section 1.0 - ORGANIZATION

RAI - 1

NUREG-0800, “Standard Review Plan for the Review of Safety
Analysis Reports for Nuclear Power Plants” (SRP), Section 17.5,
“Quality Assurance [(QA)] Program Description [(QAPD)] -
Design Certification, Early Site Permit and New License
Applicants,” Paragraph II.A.3, states in part that the QAPD is to
contain an organizational description that addresses the -
organizational structure, functional responsibilities, levels of
authority, and interfaces. The organizational description is to
include the onsite and offsite organizational elements that
function under the cognizance of the QA program. Topical Report
NEDO-11209, Revision 9, Paragraph 1.2.1 states that the
organizational structure is shown in Figure 1, “Organizational
Structure.” Figure 1 is not aligned with the organizational
structure described in NEDO-11209, Section 1.2, “Organizational
Description.”

Please provide clarification of the different groups that are in
Figure 1 that are not described in Section 1.2 of NEDO-11209,
Revision 9.

RESPONSE

NEDO 11209, Sec. 1 was revised to be more detailed and

consistent with its use of terminology.

RAI -2

SRP Section 17.5, Paragraph [I.A.3, states in part that the QAPD
is to contain an organizational description that addresses the
organizational structure, functional responsibilities, levels of
authority, and interfaces. The organizational description is to
include the onsite and offsite organizational elements that
function under the cognizance of the QA program. NEDO-11209,
Revision 9, Paragraph 1.2.3, makes reference to Figure 2,
“Functional Responsibilities.”

Please provide clarification of the functional responsibilities
presented in Figure 2.

RESPONSE

NEDO 11209, Sec. 1 was revised to be more detailed and
consistent with its use of terminology.
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RAIl -3

SRP Section 17.5, Paragraph 11.A.5.c, states in part that
managers responsible for carrying out the audit functions are to
report at a management level sufficiently high to ensure that cost
and schedule considerations do not unduly influence decision
making. NEDO-11209, Revision 9, Paragraph 1.2.2.3.1, states
that the Nuclear Quality Assurance (NQA) Manager has a direct
line of communication to the President to discuss quality-related
issues. The NQA Manager is not represented nor is the direct line
of communication reflected in Figure 1, “Organizational
Structure.”

Please provide clarification in Figure1 of the location of the NQA
Manager and the direct line of communication.

RESPONSE

Figure 1 was revised to show the direct line of -
communication between the NQA Leader and the CEO.

RAI -4

SRP Section 17.5, Paragraph I1.A.5.c, states in part that
managers responsible for carrying out the audit functions are to
report at a management level sufficiently high to ensure that cost
and schedule considerations do not unduly influence decision
making. NEDO-11209, Revision 9, Paragraph 1.2.2.3.4 states in
part that the structure is designed to provide sufficient
independence for the “Specific Quality Leaders” from cost and
schedule when opposed to quality and safety considerations,
provides the required independence between the performers and
the verifiers, and enables a direct line of communication to top
management.

Please provide clarification of the term “top management.”'

Please provide clarification in Figure 1 of the location of the
“Specific Quality Leaders” and the direct line of communication

described in Paragraph 1.2.2.3.4 of NEDO-11209, Revision 9.

RESPONSE

NEDO 11209, Sec. 1 was revised to be more detailed and
consistent with its use of terminology. -
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Section 2.0 — Quality Assurance Program

RAI -5

SRP Section 17.5, Paragraph 11.S.4, states the qualification
requirements for lead auditors. Specifically, Paragraph 11.S.4.c
requires a lead auditor to have participated in a minimum of five
QA audits within a period of time not to exceed three years prior
to the date of qualification, one audit of which is a nuclear QA
audit within the year prior to qualification or for individuals with
related industry experience, demonstrated ability to properly
implement the audit process, to effectively organize and report
results, including participation in at least one nuclear audit within
the year preceding the date of qualification. NEDO-11209, _
Revision 9, Paragraph 2.9, commits GE Hitachi Nuclear Energy
(GEH) to compliance with NQA-1a-2009, Requirement 2, which
contains the requirements for qualification of audit personnel.

Please provide clarification if GEH intended to implement this
alternative consistent with Section 17.5, Paragraph 11.S.4 of the
SRP.

RESPONSE

GEH does not intend to implement the alternative policy of
waiving participation in 5 audits as a requirement for
qualification as a lead auditor.

RAI - 6

SRP Section 17.5, Paragraph 11.U.2, states in part that the
reviewer verify the standards (subparts 2.1 — 2.20) listed in
Paragraphs 11.U.2.a-h. The “GE Hitachi Nuclear Energy Quality
Assurance Program Description Abstract” submitted with NEDO-
11209, Revision 9, states that the QAPD has been revised to
meet NQA-1, 2008 and NQA-1a-2009 Addenda, in accordance
with U.S. Nuclear Regulatory Commission Regulatory Guide
1.28, “Quality Assurance Program Criteria (Design and
Construction),” Revision 4.

Please provide clarification as to whether GEH will implement
Part 1l of NQA-1, 2008 and NQA-1a-2009.

RESPONSE

Appendix A, Regulatory commitments was revised to read
"ASME NQA-1, 2008 Edition, “Quality Assurance
Requirements for Nuclear Facility Applications”, with the
NQA-1a, 2009 addenda, Part | in its entirety and Part Il for
those activities within GEH’s scope as an NSSS supplier.”
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Section 3.0 — Design Control

RAI-7

SRP Section 17.5, Paragraph 11.C.1.j.(1), states that computer
program acceptability is pre-verified or the results verified with the
design analysis for each application. NEDO-11209, Revision 9,
Paragraph 3.4.1, states in part that pre-verified computer
programs are controlled to ensure that changes are documented
and approved by authorized personnel. When pre-verified
computer programs are used, the encoded mathematical model
does not need to be verified.

Please specify the criteria for a pre-verified‘co’mputer program.

RESPONSE

Paragraph 3.4.1 revised to state: “The results of computer
programs used for design analysis are verified with each use
or pre-verified to show the following:
° The computer program produces correct
solutions for the encoded mathematical model within
defined limits for each parameter employed.
. The encoded mathematical model produces a
valid solution to the physical problem associated with
the particular application.” ‘

RAI - 8

SRP Section 17.5, Paragraph II.C.1.p, states that where a
significant design change is necessary because of an incorrect
design, the design process and verification procedure is reviewed
and modified as necessary.

Please provide clarification regarding the review and modification,
as applicable, of the design process where a significant design
change is necessary because of an incorrect design.

RESPONSE

Paragraph added to 3.6: “Where a significant design change
is necessary due to a design error, the design and
verification procedures are reviewed for adequacy and

modified as necessary.”
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Handling, Storage, and Shipping

RAI#9

SRP Section 17.5, Paragraph II.M.1, states that marking and
labeling instructions for packaging, shipment, handling, and
storage of items are required to be established that adequately
identify, maintain, and preserve the item, including indication of
the presence of special environments or the need for special
controls. NEDO-11209, Revision 9, Paragraph 13.1, states in part
that GEH has a program in place that will minimize deterioration
of items.

Please provide clarification on whether GEH has a sufficient
packaging, shipping, handling, and storage program in place to
establish controls to indicate the presence of special
environments or the need for special controls.

RESPONSE

Paragraph 13.3 revised to read: “Special controls (such as
containers, shock absorbers, accelerometers) and
environments (such as inert gas atmospheres, specific
moisture content levels and temperature levels) are provided
when required to maintain acceptable quality. The presence
of these special environments is indicated by marking the
exterior of the container to prevent premature penetration of
the seallng boundary.”

Section 14.0 -

Inspection, Test, and Operating Status

RAI - 10

SRP Section 17.5, Paragraph II.N.5, states that temporary
modifications, such as temporary bypass lines, electrical jumpers,
lifted electrical leads, and temporary trip point setting, are
controlled by approved procedures which include a requirement
for independent verification.

Please provide clarification if GEH intended to implement this
alternative consistent with Section 17.5 of the SRP.

RESPONSE

GEH does not intend to implement this requirement because
independent verification of temporary modifications is
applicable to operating plants and is outside our scope as an
NSSS supplier.
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Audits

RAI# 11

SRP Section 17.5, Paragraph 11.R.3.a, states in part that internal
audits of organization and facility activities, conducted before
placing the facility in operation, should be performed in such a
manner as to ensure that an audit of all applicable QA program
elements is completed for each functional area at least once each
year or at least once during the life of the activity, whichever is
shorter. NEDO-11209, Revision 9, Section 18.3.1, states in part
that internal audits of organizations and activities are conducted
prior to placing a facility in operation and at least once a year
subsequently.

Please provide clarification as to whether GEH has an audit
program in place to ensure that audits of applicable elements of
the GEH QA program will be completed at least once a year or at
least once during the life of the activity, whichever is shorter.

RESPONSE

The following sentence was added at the end of the first
paragraph of 18.3.1: “Activities with durations of less than
one year are audited at least once during the life of the
activity.”
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RAI # 12

SRP Section 17.5, Paragraph II.R.3.b., states that internal audit
frequencies of well-established activities, conducted after placing
the facility in operation, may be extended one year at a time
beyond the two-year interval based on the results of an annual
evaluation of the applicable functional area and objective
evidence that the functional area activities are being satisfactorily
accomplished. The evaluation should include a detailed
performance analysis of the functional area based upon
applicable internal and external source data and due
consideration of the impact of any function area changes in
responsibility, resources or management. However, the internal
audit frequency interval should not exceed a maximum of four
years. If an adverse trend is identified in the applicable functional
area, the extension of the internal audit frequency interval should
be rescinded and an audit scheduled as soon as practicable.

Please provide clarification if GEH intended to implement this
alternative consistent with Section 17.5 of the SRP.

RESPONSE

GEH does not intend to implement an alternative position
consistent with Section 17.5 of the SRP. Due to the
complexity of our business and the importance of our
services and products to the nuclear industry as an NSSS
supplier, we feel it is prudent to remain committed to the
audit frequency described in NEDO-11209, Rev.9. This is a
continuation of our long standing policy.




