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Background and Issue: Criterion Ill, “Design Control,” of Appendix B to 10 CFR Part 50
requires, in part:

"The design control measures shall provide for verifying or checking the adequacy of
design, such as by the performance of design reviews, by the use of alternate or
simplified calculational methods, or by the performance of a suitable testing program.
The verifying or checking process shall be performed by individuals or groups other than
those who performed the original design, but who may be from the same
organization...Design changes, including field changes, shall be subject to design
control measures commensurate with those applied to the original design and be
approved by the organization that performed the original design unless the applicant
designates another responsible organization."

Section 3.1 of the Quality Manual, Revision 2, states, in part, that [[

]] The NRC staff evaluated the
above information and determined that it is not clear.

Request: Please provide clarification to:

1. Clarify the meaning of the statement [[ 1.
2. How the Quality Manual, Revision 2, has met the requirements in Criterion Il of
Appendix B to 10 CFR Part 50 for:
1. Independence between those who perform the design verification
activities and those who performed the design activities.
2. Design changes, including field changes, to be approved by the
organization that performed the original design unless the applicant
designates another responsible organization.
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ANSWER:
1. The statement means [[

MELCO will revise the Quality Manual by clarifying the response above.
2. 1. MELCO will revise the Quality Manual to clearly meet the requirements of
Criterion Il of Appendix B to 10 CFR Part 50 as follows:
([
1.

2. MELCO will revise the Quality Manual to clearly meet the requirements of
Criterion Il of Appendix B to 10 CFR Part 50 as follows:

I

11

Impact on Topical Report and/or Support Documents.
MELCO will revise Section 3.1 of Part Il of the Quality Manual.
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