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10 CFR Part 50 Appendix B

EPRI NP-5652, “Guideline for the Utilization of
Commercial Grade Items in Nuclear Safety Related
Applications (NCIG-07)”

EPRI NP-6406, “Guidelines for the Technical Evaluation
of Replacement Items in Nuclear Power Plants (NCIG-11)”

EPRI TR-017218-R1, “Guidelines for Sampling in the
Commercial-Grade Dedication Process”

ASME Codes
|IEEE Standards

FRBRT AR § AL =



% = ~ NRCH*10CFR21% ##

® : K% ¢ ¢ (NRC)*>*2015# 37 % {7 7 Draft
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1.7 B 3% 22 % 3F (Evaluating and Reporting)#* £ % *.4p
51 (Lack of Regulatory Guidance) » f%;4i-:% 78
® NRCr &% & 4p 351 X % DG-1291, “Evaluating
Deviations and Reporting Defects and
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® = ENEI(Nuclear Energy Institute) = 4-%+10CFR21
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Implementation of 10 CFR Part 21 Reporting of
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Discovery means the completion of the
documentation first identifying the existence of a
deviation or failure to comply potentially associated
with a substantial safety hazard within the evaluation

procedures discussed in § 21.21(a).
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The “completion” of the documentation that first identifies the existence
of a deviation or failure to comply is not defined in the current
regulations. In practice, the phrase “completion of documentation” as used
In the definition of discovery has been subject to diverse interpretation and
Implementation by licensees and vendors. Inasmuch as the current regulation
does not set forth a specific period of time or other limitation on the time for
completion of the documentation the staff has found several instances where
an inordinate length of time passed between (1) the point at which a licensee
or vendor possessed sufficient information to determine the existence of a
deviation or failure to comply associated with a basic component and (2) the
time that the date of discovery was actually recorded. Such delay in the
completion of the documentation identifying a deviation is not consistent
with the intent of Section 206 of the Energy Reorganization Act of 1974
which indicates that the Commission should be notified immediately of
defects and failures to comply associated with a substantial safety hazard.

FRBRT AR § AL



% = ~ NRCH*10CFR21% ##
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The staff is considering revising the definition to expressly address the time
allowed for discovery, and to more clearly delineate what matters are
subject to the discovery process. A revised definition would indicate that
discovery Is the time at which a deviation is first documented in a formal
process (i.e., condition report, corrective action report) as part of a QA
program (e.g., Appendix B for reactor applicants and licensees and certain
nonreactor licensees, and management measures for uranium enrichment
and fuel fabrication facilities, etc.). When it can be determined that, based
upon the evidence collected, a deviation in a basic component exists, the
deviation should be documented and that documentation date becomes the
date of discovery.

When a potential deviation is identified, the licensee should take action
without delay to confirm if a deviation exists. For example, licensees should
not wait to complete extensive evaluations before entering the condition
Into their problem identification/corrective action process.
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3.74% 2 7 ¥_& 2_ 72 i# (Clarification of Defect)

[ Defect means:
(1) A deviation in a basic component delivered to a purchaser for use in a facility or
an activity subject to the regulations in this part if, on the basis of an evaluation, the
deviation could create a substantial safety hazard,;
(2) The installation, use, or operation of a basic component containing a defect as
defined in this section;
(3) A deviation in a portion of a facility subject to the early site permit, standard
design certification, standard design approval, construction permit, combined license
or manufacturing licensing requirements of part 50 or part 52 of this chapter,
provided the deviation could, on the basis of an evaluation, create a substantial safety
hazard and the portion of the facility containing the deviation has been offered to the
purchaser for acceptance;
(4) A condition or circumstance involving a basic component that could contribute to
the exceeding of a safety limit, as defined in the technical specifications of a license
for operation issued under part 50 or part 52 of this chapter; or
(5) An error, omission or other circumstance in a design certification, or standard
design approval that, on the basis of an evaluation, could create a substantial safety
hazard.
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Basic components are items designed and manufactured

under a quality assurance program complying with
appendix B to part 50 of this chapter, or commercial
grade items which have successfully completed the

dedication process.
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® Guideline for the Utilization of Commercial
Grade Items In Nuclear Safety Related
Applications (NCIG-07), NP-5652, 1988
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® Supplemental Guidance for the Application of
EPRI Report NP-5652 on the Utilization of
Commercial Grade Items, TR-102260, 1994
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® Plant Engineering: Guideline for the
Acceptance of Commercial-Grade Items In
Nuclear Safety-Related Applications, EPRI,
3002002982, 2014
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® Commercial-grade item dedication Is an acceptance method
used to obtain reasonable assurance that an item will be

capable of performing its intended safety-related functions(s).
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® Guideline for Sampling in the Commercial-Grade

Iltem Acceptance Process, EPRI TR-017218-R1,
1999

8,450 N
TR+t i §PnAy o —s B

| ==



<%§%%n r > EHDFQI#éfﬁﬁé?‘§k¢%L§§'

‘ﬂ\?lf-é’gl/*r’é;ﬂ:

1. A3 4B 33 36 45 - (Sampling sizes for
destructlve testing)

FEEREEER T RE 2P AEZ2ER N
(Con5|derat|on of safety function and safety
significance when selecting a sample size)

3. #+ 5L 72 < & (Lot homogeneity
considerations)
4.~ i & F(Documentation requirements)
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® = 2_{f = (Lot Formation) :

1. A & ¥ :f = (Product Traceability) :
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2 F i i o

2. H - Z %/¥ - %% % (Line Item/Single Product
Manufacturer) :
Wi M 2 84 5 #2= ;2 iéiﬁ?*j% SR 3
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3. H¥- A& &/% =%:¢ % (Line ltem/Multiple Product
Manufacturer) :
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1. & % (Normal)3é 3+ %
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2. ¥ (Reduced)# 3+ %
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Normal plan Reduced plan Tightened plan
Lot size Sample size] Lotsize Samplesize] Lotsize  Sample size
1 | 1-5 1 1 1
2-4 2 6-13 2 2 2
5-6 3 14-24 3 3-4 3
7-11 4 25-41 4 5-6 4
12-20 5 42-50 5 7-8 5
21-24 6 51-63 6 9-10 6
25-28 7 64-76 7 11 7
29-32 8 77-90 8 12-13 8
33-41 9 91-102 9 14-15 9
42-50 10 103-114 10 16-20 10
51-56 11 115-126 11 21-25 11
57-62 12 127-138 12 26-31 12
63-69 13 139-150 13 32-38 13
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Lot Size Sample Size
1-10 1
11-30
31-70
71 - 150
151 - 310
311-630
631 - 1270
1271 - 2550
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