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1. How are items controlled under an Appendix B-
compliant quality assurance (QA) program without
doing commercial grade dedication?

* Neither option is a shortcut.

* The types of quality activities should be very similar, although
the approach to acceptance criteria may be different.

Control under Appendix B-compliant QA program | Control under Appendix B-compliant QA program

without dedication with dedication

Based on known product / item design requirements Based on critical characteristics necessary for safety

(for example, a design document that includes function(s) or if known, design function(s) (for

acceptance criteria) example, determining safety function, postulating
failure modes, and identifying characteristics
necessary to preclude the failures



1. How are items controlled under an Appendix B-compliant
quality assurance (QA) program without doing commercial

grade dedication?

Control under Appendix B-compliant QA program | Control under Appendix B-compliant QA program

without dedication with dedication
Activities may not all be addressed in a single Acceptance activities are addressed in a single
technical evaluation commercial grade dedication technical evaluation
Basis for acceptance activities and criteria must be Basis for acceptance activities and criteria must be
documented and retrievable documented in the dedication technical evaluation
Quality activities are typically performed in accordance Quality activities are typically performed in accordance
with procedures and processes such as: with the dedication technical evaluation and

* Procurement specification acceptance plan such as:

« Examination of products upon delivery. « Method 1 — Special tests & inspections

» In-process manufacturing controls » Method 2 — Commercial grade survey

 Statistical process control « Method 3 — Source verification

» Functional tests » Method 4 — Supplier/ltem performance history

» Source evaluation and selection
» Objective evidence of supplier’s quality
 Inspection at the source
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1. How are items controlled under an Appendix B-
compliant quality assurance (QA) program without
doing commercial grade dedication?

» What if a documented basis for controlling the item under an
Appendix B-compliant QA program without dedication is not
available?

Item/ | Characteristic Why is it How is it verified? Source Acceptance
Part important to important? document for criteria
function acceptance
criteria




2. Do all commercial grade items have to be
dedicated prior to use in fabrication of a basic
compohnent?

*No. However, the component must be controlled

—ltems can be controlled under the auspices of a 10CFR50,
Appendix-B compliant QA program

= QA activities verify the item meets design requirements
—Iltems can be dedicated at the level of supply

= Not always necessary to dedicate each part or material
prior to assembly



3. Can the sampling plans on page 2-10 & 2-13 of
EPRI NP 017218-R1 always be used?

= No. Use of sampling requires a documented technical basis

Indication of degree of lot homogeneity

Nondestructive or
destructive verification

Other acceptance
methods used

Safety significance of the
item
Complexity of the item

Acceptance history of
supplier’s products

Applicability of
industry standards
to the product

ltem performance
history

- = /
Engineering

evaluation
\

Number of other

Cost effectivenes critical characteristics

of the test/inspection being verified
Supplier v *Correlation between
nondestructive &
controls Sampling plan selected | destructive tests
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3a. How can the basis for use of sampling and
selection of an appropriate sample plan be

Suggested

documented?

Lot/Batch

Origin

Historical
Performance

Evidence of
Homogeneity

ltem Type

Sampling Basis Worksheet

Consider each factor listed below and indicate applicability by typing "Y" or "N" in the Yes/No colum
applies [yes) or the condition does not apply {na). A score will be displayed below, along with an i
should be considered (in green) and sampling plans that should not be considered (in yellow).
Note that there are considerations other than those listed here that could impact selection
of a sampling plan.

Lot/Batch Traceability Considerations:
Lot/Batch traceability verified by commercial grade survey
Procurement document requires all items to be same manufactured lot/batg

Markings on individually wrapped items indicate they are same manyj
No lot/batch information

Origin Considerations
Items are ordered directly from the original manufacturs
Items are ordered from a distributor that is verified to be an approved distributor by the
original manufacturer

ftems are ordered from an industrial supply organization

items were ordered on same purchase order/line item

ftems are from unknewn source or aftermarket (internet, etc.)

More than one PO from a single supplier

More than one PO from multiple suppliers

Historical Performance Considerations

A documented record indicates successful acceptance of the critical characteristic from the:
supplier

Adocumented record indicates unsuccessful acceptance of the critical characteristic from:
the supplier

Documented operating experience review indicates no problems with previous shipments
of the item provided by the supplier

Documented operating experience review indicates one or more problem with previous
shipments of the item provided by the supplier

Evidence Items in the lot being sampled are homogeneous

100% verification of 2 or more additional critical characteristics (does not include
identification attributes)

Restricted Sample plan used to verify 2 or more additional critical characteristics (does not
include identification attributes)

Mormal Sample plan used to verify 2 or more additional critical characteristics (does nat
include identification attributes)

Reduced Sample plan used to verify 2 or more additional critical characteristics (does not
include identification attributes)

100% functional test of all items prior to sampling

Item Type Considerations
items undergoing acceptance are simple machined items
items undergoing acceptance are complex assemblies

Weight Yes/No Score

Weighting

Conditions Factor

the condition
ampling plans that
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Plan

Sampling plan options to consider are shown in green.
Sampling plans that should not be considered are shown in yellow.
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Section 2.1.1 of TR-017218-R1 (see below) includes an explanation of what the terms “destructive” and “nondestructive” mean
when used in the context of sampling plans. A test or inspection is eligible for a destructive sample plan when the test or
inspection would effect the design function of the item being tested. This means that the item being tested cannot be installed
0 after testing. For example, if a brass fitting must be destroyed to conduct a full metallurgical analysis, the test would be
considered destructive. A test or inspection is not eligible for a destructive sample plan when the test or inspection does not
effect the design function of the item being tested. This means that the item being tested can be installed. For example, if a
length of pipe is being dedicated and a coupon [or small piece is cut off) from the pipe is used to conduct full metallurgical
analysis, the test is not considered to be destructive to the length of pipe that was not used for testing as it can still be installed.
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4. When should the licensee review the supplier’s
dedication plan

= NRC IN 2011-01, Commercial-grade Dedication Issues ldentified During
NRC inspections

“In order to have an acceptable CGD program, the vendor must document the
dedication process, from the selection of the CCs to the acceptance criteria and
acceptance methods used to verify these CCs. Additionally, the purchaser or
licensee should review and approve the CGD package before the dedication of the
item. CGD is an engineering process that concludes with the reasonable
assurance that a commercial-grade item to be used as a basic component will
perform its intended safety function. Each step taken during the dedication process
should be documented and auditable.”




4. When should the licensee review the supplier’s
dedication plan?

» [nformation notice 2011-01 can be interpreted as conveying the
expectation that the purchaser must review every dedication plan
prior to dedication occurring

— Review of every dedication plan is not the intent

= Purchasers should consider customer review of dedication plans
in instances where:

1. The dedicating entity is not familiar with end use
Known problems exist with the dedication program
ltem is being dedicated for the first time and is very complex

ltem is being dedicated for the first time and has customer-specific
requirements such as seismic or environmental qualification
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