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I NSPECTI ON PROCEDURE 38703

COMVERCI AL GRADE DEDI CATI ON

PROGRAM APPLI CABI LI TY: 2515

SALP FUNCTI ONAL AREA: ENG NEERI NG ( ENG

38703-

01.01

01 | NSPECTI ON OBJECTI VES

To determne whether the failure of a safety-rel ated

structure, system conponent (SSC), or part thereof, to performits
i ntended safety function was the result of a deficient comrerci al

gr ade

01. 02

item (Cd) dedication process.

To verify that the licensee's process for dedicating Cds

as 1 npl enented, neets the applicable portions of Appendix Bto 10
CFR Part 50 and provides reasonable assurance that CAds wll
performtheir intended safety function.

38703-

02.01

a.

02 | NSPECTI ON REQUI REMENTS

Reactive I nspection Requirenents

Initial Eval uati on. After reviewwng the |icensee's
evaluation of the failed item determne if the failed item
was procured as a CE and dedicated for safety-rel ated
applications. |If the failed itemwas dedi cated, reviewthe
conpl ete procurenent and dedi cation records to determne if
the commercial grade dedication process was sufficiently
t hor ough.

Furt her Assessnents. |If it is determ ned that the dedi cat ed
itemfailed as theresult of certaincritical characteristics
not being identified and/or properly verified, performthe
foll owi ng assessnents:

1. Determne if other Cds fromthe sane accepted |ot or
batch as the failed dedicated CG@ have been simlarly
dedicated and installed in other safety-related

applications. If yes, determne if the |icensee has
evaluated the operability of the systens or conponents
where these CAs are installed. The inspector also

shoul d review |l i censee-provided data, if avail able, for
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38703

some CAs (non-dedicated) that failed in applications
that were not safety-related. Explore the possibility
that the sane CG@s also may have been used (follow ng
dedi cation) in a safety-rel ated applicati on and nay have
the potential to affect the safe operation of a SSC.
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2. | f possible select and evaluate, as in step 1 above, at
least three other dedicated Cds having simlar
applications and critical characteristics as the Cd (s)
that resulted in the identified failures.

3. If, after perform ng step 2 above, it is determ ned that
t here were weaknesses in the commerci al grade dedi cation
process, the inspector should perform a nore

conprehensi ve inspection of the |icensee's dedication
process i n accordance wth the inspectionrequirenmentsin
Section 02.02 bel ow.

02.02 Programmmatic | nspection Requirenents

a. Review of Program and Procedures. Usi ng the inspection
gui dance contained in Section 03.02 and Appendix A to this
procedure, reviewthe |icensee's programand procedures for
t he procurenent and dedi cation of CAs in order to understand
t he basic operation of the |icensee's program

b. Selection of Dedication Packages. Select approximtely 20
dedi cation packages for evaluation from a |Ilist of
comrercially dedicated itens provided by the |icensee.
Request that the licensee provide (or neke available for
review) a conplete package of the pertinent procurenent and
dedi cation records for each item

c. Evaluation of Dedication Packages. Usi ng the inspection
gui dance contained in Section 03.01 of this procedure,
perform a detailed evaluation of the dedication packages
selected in itemb above.

d. Evaluation of Training Effectiveness. If the inspector's
evaluation of comercial grade dedication activities
i ndi cates there are weaknesses in the way these activities
are bei ng perforned, theinspector shouldinvestigate further
to determine if weaknesses within the |licensee's training
program may have contributed to the cause. The inspector
shoul d determneif thelicenseeisinplenentinganeffective
trai ning program

38703-03 | NSPECTI ON GUI DANCE
GENERAL _GUI DANCE

Background. Licensees arerequired to ensure the quality of itens
purchased and installed in safety-related applications. In the
past, |licensees procured nmaj or assenblies fromapproved vendors who
mai nt ai ned qual ity assurance (QA) prograns pursuant to Appendi x B
to 10 CFR Part 50. Because of the decrease in the nunber of
qualified nuclear-grade vendors, |icensees are increasing the
nunber of commerci al grade repl acenent parts that they procure and
dedicate for use in safety-related applications.

Since comerci al grade dedications have increased in nunber, the
Nucl ear Regul at ory Commi ssion (NRC) has devel oped this inspection
procedure to provi de gui dance to assi st the i nspector in assessing
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the effectiveness of +the inplenentation of +the |Ilicensee's
comrercial grade procurenent practices and provide for early
identification of any adverse trends or energing problens.

The Quality Assurance and WMintenance Branch and the Speci al
I nspection Branch of the NRCs Ofice of Nuclear Reactor
Regul ati on, are available to assist with specific questions that
arise during the performance of this procedure.

Scheduling the Inspection. This inspection procedure should be
consi dered for inplenentati on when there is reason to believe that
the failure of a SSC, or a part thereof, to performits intended
safety function was the result of weaknesses in CE dedication.
This 1 nspection procedure may be inpl enmented i ndependently or it
may be used as a supplenent to other nmajor teaminspections. Such
i nspections may include naintenance, nodification, or system
specific i nspections where reviewof failed SSCs, or parts thereof,
is appropriate, or an augnmented inspection team investigating
failures.

The NRC should contact the appropriate |icensee personnel to
schedul e the inspection. Wen practical, informthe |icensee of
t he obj ectives of the i nspection 4-6 weeks before the inspectionis
to begin and advise themof information that will be needed, such
as alist of itens that the |icensee purchased as conmerci al grade
after July 1990 and subsequently dedicated for use in safety-
related applications. Before the beginning of the onsite
i nspection, the i nspector shoul d request and reviewthe | icensee's
program and procedures to becone famliar with the l|icensee's
procurenment and dedi cati on process. Also explorewththelicensee
the possibility of obtaining a |list of recent conponent failures.
The i st of conmponent failures can be used by the i nspector during
the selection of dedication packages for review described in
Section 02.02 of this inspection procedure.

Thi s inspection procedure is consistent with the Nucl ear Energy
Institute (NElI), previously the Nuclear Managenment and Resources
Counci | (NUMARC), initiative for inproving the utilization of Cas
i nnucl ear safety-rel ated applications that was i npl enmented in July
1990. The nmethods used to conmmercially dedicate itens procured by
licensees before that date will not necessarily neet the gui dance
contained in this inspection procedure. If the inspector
encounters a significant failure of a coomercially dedicated item
whi ch was dedi cat ed before July 1990, the i nspector nay reviewthe
dedication of that itemwth the understanding that the |icensee
was not expected to neet the current guidelines.

SPECI FI C_GUI DANCE

03.01 Reactive Inspection

a. Initial Evaluation. A failure resulting from general
weaknesses in the commercial grade dedication program nmay
occur when the inportant design, nmaterial, and performance
characteristics that are necessary to provide reasonable
assurance that the dedicated Cd will performits intended
safety function are not addressed during dedication. For
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exanple, failures of safety-related bolting have occurred
when t he dedi cation process did not verify that the materi al
conposi tion and/ or mechani cal properties net the specified
requi renents and nonconformng nmaterial was supplied.

Revi ew and di scuss with | i censee personnel the failure/root-
cause analysis when required or applicable for the failed
Cca. The inspector should attenpt to determne if the
failure was due to a design deficiency, failure unrelated to
the items safety function, or normal wear, and elimnate
these fromfurther review. The i nspector should focus on the
i nspection of failures that appear to be due to weaknesses i n
the commercial grade dedication process. I f none of the
failures are due to weaknesses in the commercial grade
dedi cati on process, then the inspector should not continue
using this inspection procedure. If the inspector decides to
change the focus of the inspection to exam ne other issues
related to the failures, such as the adequacy of corrective
actions, other procedures should be used, such as NRC
| nspection Procedure 92720, "Corrective Action.” Once the
failure node and cause of failure have been postul ated or
determ ned, review the dedication package as described in
Section 03.0l1a(l) to determne if appropriate critical
characteristics had been identified by the I|icensee.
Appendix A to this inspection procedure should not be
interpreted as inspection requirenments but only as a
di scussion of dedication issues including guidance on
selection and verification of critical characteristics.
Appendi x A, if properly inplenented, represents an accept abl e
means of conplying with regul atory requirenents. |Individual
licensees my develop alternate nethods of achieving
conpliance to 10 CFR 50, Appendi x B. Appendix B to this
i nspection procedure, provides definitions of terns used for
comrercial grade dedication activities, and Appendix C
provi des the typical contents of a dedication package.

The goal of the review of the dedication packages is to
provi de reasonable assurance that the CEs dedicated for
safety-related applications wll perform their intended
safety functions. | nspection effort should be directed
towards the identification of weaknesses in the dedication
process that coul d potentially render SSCs, or parts thereof,
I noper abl e. Wien reviewng the licensee's operability
determ nations for dedication of Cds, the inspector should
refer to the "Techni cal Guidance" section of NRC I nspection
Manual , Part 9900, for further guidance.

(1) Review of Dedication Packages. After becomng fam|liar
with the |icensee's procurenent and dedi cation program and
procedures, performa detail ed revi ew of dedi cati on packages
as descri bed bel ow.

° Determine if the safety function of the item for its
intended use has been identified by reviewng the
docunents associated with the technical evaluation
i ncl udi ng, as applicable:
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- classification of the item
- consideration of credible failure nodes
- item equival ency/substitution eval uations

Determine if the inportant design, material, and
performance characteristics necessary to provide
reasonabl e assurance that the item will performits

i ntended safety function (critical characteristics) have
been identifi ed.

Determ ne whether the licensee verified the critica

characteristics using appropriate acceptance nethods. |If
appropriate, take into account post-installationtesting
and periodic surveillance testing and i nspection. Review
t he engi neering judgenment when it is used as the basis
for sel ection or verification of critical

characteri stics.

Det erm ne whether the itemis an equival ent repl acenent
or a newitemreplacenent of an obsolete item

Determine if the itemis or may be used in a different
safety-rel ated application than previously evaluated in
which different design, nmaterial, and performance
characteristics nay be applicable. This is especially
applicable for generic dedications of bulk itens and
stock material. Determne if the dedication ensures the
acceptability of those design, material, and performance
characteristics relevant to the safety function.

Determne why the itemis being replaced. Have there
been repeated failures? |Is the degraded performance a
result of adverse environment? Did it fail because it
was a refurbished or fraudulent itenf Gener al

information on simlar activities subject to Appendi x B
to 10 CFR Part 50 is provided in American Nationa

Standards Institute (ANSI) ANSI MN45.2-1977, "Quality
Assur ance ProgramRequi renents for Nucl ear Power Pl ants, "
Section 17, "Corrective Action.”

Determ ne howthe identity of theitemis controlled from
the tinme it is receipt inspected until the tine it is
i nstall ed. General information on simlar activities
subject to Appendix B to 10 CFR Part 50 is provided in
ANS|I  N45.2-1977, Section 9, "Control of Parts and
Conponents. "

Determne if information |earned during the dedication
process is fed back to the appropriate persons to
eval uate existing stock itens, or installed itens, and
for future use in surveys and source verifications. This
i nformation could include positive and adverse findings
obtained during surveys and source verifications.
General information on simlar activities subject to
Appendix B to 10 CFR Part 50 1is provided in
ANSI N45. 2.13-1976, "Quality Assurance Requirenents for
Control of Procurenent of Itens and Services for Nucl ear
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Power Pl ants," Section 9, "Corrective Action."

Refer to the discussion of significant dedication issues in
Appendi x A for guidance during the review of dedication
packages. Also refer to the specific guidance for each of
the four dedication nethods provided bel ow

Focus shoul d be on those activities that are likely to affect
the performance of the itens being dedi cated. Although the
acceptance process for dedication is subject to 10 CFR Part
50, Appendix B quality assurance requirenents, it is not
necessary toreviewthe licensee's programmati c conplianceto
the 18 criteria of Appendix B as they may not apply to the
activities reviewed. Appendix Bto 10 CFR 50 does not apply
to comrercial grade activities which occur prior to
dedi cation for usein asafety-related system It al so should
be recogni zed t hat Appendi x B provi des for the application of
QA to safety-rel ated systens and conponents consistent with
their inportance to safety (graded quality approach).

Al t hough guidance concerning the application of graded
quality assurance is discussed in the first paragraph of
Appendi x Ato this inspection procedure, it is expected that
the i nspector will need to exerci se consi derabl e judgnment in
determ ning the adequacy of controls applied to a specific
activity.

(2) Review of Acceptance Methods

The follow ng are the four acceptance nethods that can be
used to accept Cds. These nethods provide, either
i ndividually or in conbination, a neans to reasonably ensure
that a CAd that is received neets the requirenents of the
itemspecified. The results of enpl oyi ng each net hod shoul d
be docunent ed.

Method 1 - Special Tests and | nspections

General informationonsimlar activities subject to Appendi x
B to 10 CFR Part 50 is provided in ANSI N45.2.13-1976,
Section 10, "Acceptance of Item or Service." Use the
follow ng approach to review packages that were dedicated
usi ng this nethod:

° To the extent practicable, attenpt to witness receipt
i nspections and tests of in-process dedication of Cds
that are simlar tothat of the faileditemto verify the
identified critical characteristics.

° Review receiving records and associated tests and
i nspecti ons.
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° Revi ew post-installation test records.

° Verify that the tests and inspections specified for
acceptance adequately verify the identified critica
characteri stics.

° Verify that sanpling plans are controlled and have
adequat e techni cal basis, considering lot traceability
and honogeneity, conplexity of the item and adequacy of
supplier controls.

° Verify that CGE receiving inspection activities are
adequately control | ed under a quality programregardl ess
of whether they are being perfornmed in conjunction with
ot her plant receipt inspection activities.

° Verify that receipt inspection activities establish and
mai ntain traceability of CEs by capturing and
appropriately relating traceability docunents through
identification and nonitoring of CAds.

° Verify that neasuring and test equi pnent were properly
calibrated, that approved vendors were used to perform
tests, and that personnel were qualified to performthe
tests.

Met hod 2 - Commercial G ade Survey

Use the follow ng guidance to review packages that were
dedi cated using this nethod:

° Determne if the gui dance of Generic Letter 89-02, or an
appropriate alternate, is included in the appropriate
procedures. Specifically, confirm that (1) the
docunented commercial quality program was effectively
i npl emrented and (2) the surveys were conducted at the
| ocati on necessary to verify that adequate controls were
exerci sed on distributors as well as manufacturers.

° Through interview, determne if the persons who perform
vendor surveys are know edgeable in the foll ow ng:

- the use of perfornmance-based surveys

- screening third-party surveys

- processi ng and eval uati ng adverse fi ndi ngs resul ting
fromthe reviewof third-party surveys to ascertain
if those findings affect CAs already installed or
stored in the warehouse awaiting future installation

General informationonsimlar activities subject to Appendi x
B to 10 CFR Part 50 is provided in ANSI MN45.2.12-1977,
"Requirenments for Auditing of Quality Assurance Prograns for
Nucl ear Power Pl ants,"” and ANSI N45. 2. 23-1978, "Qualification
of Quality Assurance Program Audit Personnel for Nuclear
Power Pl ants."

- 8 - | ssue Date: 04/08/96



° Verify that the supplier's commercial quality controls
are inposed in the procurenent docunents.

° Determne if the critical characteristics that are to be
verified by the survey team are accurately and
conpl etely incorporated in the survey pl ans.

° Determine if the validity of supplier docunentation
relied on in the dedication of the item is verified
during the survey.

° Determne if surveys of commercial grade suppliers are
per f or mance based as opposed to programmti cC.
Specifically, verify that the critical characteristics
for the CA@s being surveyed are controlled by the
supplier's quality activities.

° Determne if survey teans include technical and quality
personnel, as appropriate, that are know edgeabl e in the
operation of the itenm(s) and the associated critical
characteristics to be verified, including any special
processes such as welding and heat treatnent that are
specific to the critical characteristics.

° Determne if surveys are conducted at appropriate tines
relative to the procurenent. Are surveys required to be
updated on a regul ar basis to support dedication?

° Determine if the control of subvendors is adequately
addressed by the surveys so that the supplier has an
adequat e basis to accept test results and certifications
fromthe subvendor

° Determne if pertinent information about a supplier or
its products is used to plan, conduct, and report results
of surveys and source verifications. Such information
coul d have been available from source verifications,
receiving I nspecti ons, t he dedi cati on process,
suppl i er/ product performance hi story, or outside sources
such as NRC i nformation notices and bulletins, nuclear
plant reliability data systemreports, or Nuclear Utility
Procurenent |ssues Commttee (NUPIC) commercial grade
survey reports.

Met hod 3 - Source Verification

General informationonsimlar activities subject to Appendi x
B to 10 CFR Part 50 is provided in ANSI N45.2.13-1976,
Section 10. 3. 2, "Acceptance by Source Verification.” Usethe
foll ow ng approach to revi ew packages that were dedicated
usi ng this nethod:

° Determne i f source verifications involve wtnessingthe
supplier performng quality activities on the actual
itens being procured and adequately verify the itenis
critical characteristics.
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° Determne if personnel who participated in the source
verification surveys were qualified for their specific
assi gnnent .

° Determne if appropriate hold points are inposed in the
pur chase orders. This would include a hold point to
verify design, material, and performance characteristics
relevant to the safety function that cannot be verified
after the item has been conpl etely manufactured.

° Determneif theresults of the source verifications were
adequat el y docunent ed.

Met hod 4 - Acceptable Supplier/ltem Perfornmance Record

Use the follow ng guidance to review packages that were
dedi cated using this nethod:

° Determne if the gui dance of Generic Letter 89-02, or an
appropriate al ternate, has been I ncor por at ed.
Specifically, (1) the established historical record is
based on i ndustry-w de performance data that is directly
applicabletotheitem s critical characteristics andthe
intended safety-related application, and (2) the
manuf acturer's neasures for the control of design,
process, and material changes have been adequately
I npl emrented as verified by survey (multi-licensee team
surveys are acceptable).

° Determne if information pertinent tothe CG's quality
of performance, obtained from outside sources (e.g.
operational event reports, NRC, vendor equipnent and
technical information program and Institute of Nucl ear
Power QOperations) and from commercial grade surveys,
source verifications, receipt inspections, previous
dedi cation or qualification and operational history, is
factored into the dedication process.

° Determne if the itemor manufacturer is includedinthe
|icensee's performance trendi ng program

Furt her Assessnents

1. No inspection guidance.

2. From the list of dedicated itens provided by the
i censee, the inspector shoul d sel ect for revi ew
approxi mately three ot her dedi cati on packages having sim | ar
applications and critical characteristics as the C4A (s) that
resulted in the identified failures. After the selections
have been mnade, the inspector should request that the
Iicensee conpile a conplete package of all the procurenent
and dedi cation records for each item Typical contents of a
dedi cation package are described in Appendix C of this
I nspection procedure. The inspector should review the
dedi cati on packages as descri bed in Section 03.01a(1) of this
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03. 02

| ssue

i nspecti on procedure.
3. No inspection guidance.

Progranmati c | nspecti on

Revi ew of Programand Procedures. The review of the program
and procedures should be perfornmed to famliarize the
i nspector with the |icensee's CA@ dedication process. For
cases in which problens are identified with the |icensee's
CGE dedication process, the inspector may decide to perform
a nore extensive review of the program and procedures to
determne if these problens are the result of inadequate
procedures.

The inspector's review should include procedures for
procurenent activities; material control; the dedication of
CAs, including receipt inspection and acceptance testing;
surveys of commercial grade suppliers; classification of
conmponents; training of personnel; trending of supplier
performance; and equi pnent failures. Attenpt toidentify any
apparent weak areas to concentrate on during the evaluation
of the program i npl enmentati on.

After arriving onsite, the inspector should request that the
licensee explainits commercial grade dedi cation process and
conduct a wal kt hrough of areas associated with it. Areas in
the wal kt hrough could include the engineering, receipt
I nspection, conponent testing, and warehouse. The inspector
shoul d becone famliar with key |icensee personnel involved
in the commercial grade dedication process. These key
personnel should include the responsible engineer(s) who
devel oped t he dedi cati on package(s), and systens engi neers,
procurenent engi neers, receipt i nspectors, quality assurance
engi neers and inspectors, and warehouse personnel. The
i nspector should discuss the comercial grade dedication
process wth these key personnel to gain a better
under st andi ng of the process, including:

° How processi ng of CA procurenent docunents is controll ed
under the quality programand howthey recei ve revi ew and
approval . General information on simlar activities
subject to Appendix Bto 10 CFR Part 50 is provided in
ANSI N45. 2.13-1976, Section 3, "Procurenent Docunent
Preparati on, Review, and Change Control."

° How t echni cal personnel participate in the preparation,
review, and approval process of procurenent docunents.

° How consi stency and coordi nation i s maintained between
corporate |evel, engineering/support level, and site
| evel progranms and inplenenting procedures.

Sel ection of Dedication Packages. As discussed in the

general gui dance section above, the NUMARC, currently NEI
initiative for the utilization of CAs in nuclear safety-
rel ated applications was not inplenented until July 1990.
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Therefore, the nethods used to perform comercial grade
dedi cation of itens procured or dedi cated by | i censees before
that date wil| not necessarily neet the gui dance containedin
this inspection procedure.

The sel ection process shoul d be performance oriented (e.qg.,
weighted toward the review of dedication packages for
equi pnment, conponents, or parts that have experienced
failures). To acconplish this, the inspector shoul d request
fromthe |i censee approxi mately 20 packages for revi ew using
t he two-step approach descri bed below. The |icensee should
be given sufficient lead tine to prepare the 20 packages and
meke them avail able for the first day of onsite inspection.

Step 1: Reviewthe licensee' s records avail able at the pl ant
site to identify recent failures (approximtely the last 2

years) of equi pnment, conponents, or parts. Revi ew t hese
failures to determne if any were CAs dedicated for use in
safety-related applications. | f avai | abl e, sel ect

approximtely 75 percent of the total sanple from Cd
failures.

Step 2: Fromthe |list of dedication packages supplied by the
| icensee, under the "lnspection Cuidance" section of this
procedure, select the remai nder of packages for review. The
total sanple size including packages from steps 1 and 2
shoul d be approxi mately 20 packages. However, the i nspector
can select a larger or smaller sanple depending on the
conplexity of the packages and the tine avail able. The
i nspector should sel ect these packages on the basis of the
fol |l owi ng consi derati ons:

° The inspector should select packages for itens whose
failure woul d have the nost effect on the ability of the
pl ant to safely operate, safely shutdown froman adverse
condition, or maintain a safe shutdown condition. | f
time permts, review the plant-specific probabilistic
ri sk assessnent, individual plant exam nation, and ri sk-
based i nspecti on gui des that provide information on the
risk significance of safety-related plant equi pnent.

° The i nspect or shoul d t ake a perfornmance ori ent ed approach
to the selection process by including in the sanple
packages those itens t hat have been probl ens i n t he past.
Revi ew avai |l abl e sources of information to identify any
known failures of Cds that were used in safety-rel ated
applications. These sources of information could
i ncl ude:

- Conponent failure lists or lists of itens requiring
frequent nmai ntenance or replacenent as provi ded by
the |icensee.

- M srepresented or fraudulent itenms reported in NRC
i nformation notices.

- Licensee trending of equipnent and supplier
per f or mance.

- Previ ous history of conponent failures or
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mal f uncti ons as reported in |licensee event
reports or plant nonconfornmance reports.

° The inspector should include both sinple and conpl ex
packages in the sanple as well as packages that include
a variety of dedication nethods (e.g., Methods 1 through
4) described in Section 03.01a(1) above.

° In addition to selecting packages based on the above
considerations (safety significance, conplexity, and
failures), theinspector should attenpt to sel ect sanpl es

from each of the followng areas: el ectri cal
instrunentation and control, nechanical equi pnent, and
mat eri al s.

Eval uati on of Dedi cati on Packages. Performa detail ed review
of the dedication packages as described above in Section
03.01a(1).

Evaluation of Training Effectiveness. Experi ence gai ned
during the procurenent assessnents and pilot inspections
suggested that training of personnel involved in Cd

dedication activities was a very inportant factor in the
devel opnent of a good CG dedication program The CA
dedi cati on process general ly requires nor e hi ghl y
qualified/trai ned personnel than specified in Appendix Bto
10 CFR Part 50 procurenent. Personnel involved in this
process need to be famliar with current industry and NRC
gui dance and have a strong interface with the |icensee's
desi gn/ engi neeri ng organi zati ons. The traini ng expectati ons,
however, shoul d not exceed what is required by the existing
Iicensee's QA program

As applicable to their job function, select and review the
training records for individuals involved in the foll ow ng
areas:

° Determining the safety classification of an item
Training in this area is appropriate when the job
function includes reclassification of itenms or
establishing safety classification of piece parts of
safety-rel at ed conponents.

° Speci fyi ng desi gn, mat eri al , and per for mance
characteristics relevant to the safety function and
establishing the acceptance criteria for these
characteristics.

° Speci fyi ng or perform ng commer ci al grade surveys, source
verifications, and tests and inspections, including
enhanced post-recei pt verificationtestingor i nspection.

° The preparation and revi ew of procurenent docunents.

Thr ough observation, interviews, and a review of records of
wor k perfornmed by the individuals:

° Determine if the individuals selected have adequate
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know edge to performthe specific tasks assigned to them
Attend a training course, if available, or review the
| esson plans for selected training courses.

° Determne if training i nadequaci es contri buted to any of
the deficiencies that may be identified during the
i nspecti on.

° Determne if the personnel are famliar with the program
requirenents and procedures and if they have been
properly trained in the dedication process.

It should be noted that alternatives to a formal training
program may be adequate to ensure satisfactory program
i npl emrentation (e.g., on the job training). Additional
information in this area is provided in NRC Inspection
Procedure 41500, "Trai ning and Qualification Effectiveness."

38703-04 | NSPECTI ON RESOURCE ESTI MATE

The estimated nunber of onsite inspection hours required to
conplete all inspection requirenents is 144 hours when both the
reactive and programmtic options are i nplenented. This estinate
is for broad resource planning and is not intended as a quota or
standard for judging inspector or regional performance. The on-
site hours can be expected to vary significantly dependi ng on the
specific circunstance and scope of each inspection

38703- 05 REFERENCES

The foll owi ng docunents are |isted for the inspector’'s information
only and are not considered regulatory requirenents unless the
licensee has formally commtted to inplenenting any of these
docunents for application to safety-related activities. The
i nspector may wish to review these docunents to becone famliar
W th commercial grade dedication issues.

ANSI N45.2-1977, "Quality Assurance Program Requirenents for
Nucl ear Power Plants,"” as endorsed by NRC Regul atory Guide 1. 28,
Revi si on 2.

ANSI N45. 2. 13-1976, "Quality Assurance Requirenents for Control of
Procurenent of Itens and Services for Nuclear Power Plants," as
endorsed by NRC Regul atory Guide 1.123, Revision 1.

El ectric Power Research Institute (EPRI) NP-5652, "Cuidelines for
the Utilization of Comrercial-grade Itens in Nucl ear Safety Rel at ed
Applications (NCIG07)," as conditionally endorsed in NRC Generic
Letter 89-02.

Generic Letter 89-02, "Actions to Inprove the Detection of
Counterfeit and Fraudul ently Marketed Products”™ (m crofiche 48960-
001).

Ceneric Letter 91-05, "Licensee Commercial G ade Procurenent and
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Dedi cati on Progranms” (mcrofiche 57468-264).

NRC Inspection Procedure 41500, "Training and Qualification
Ef fecti veness. "

SECY-90- 304, "NUVARC I nitiatives on Procurenment™ (m crofiche 55277-
049).

SECY-91-291, "Status of NRC s Procurenent Assessnents and
Resunpti on of Programmatic I nspection Activity" (m crofiche 59490-
079).

END
Appendi ces:
A Dedi cati on |ssues
B. Definitions
C. Contents of Dedication Packages
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BASI S

APPENDI X A
DEDI CATI ON | SSUES

FOR THE SELECTION AND VERIFICATION OF CRITICAL

CHARACTERI STI CS

1.

Consideration of Iltems Safety Function

Critical characteristics of a comercial grade item (CQd)
shoul d be based on the item s safety function. The |licensee
is responsible for (a) identifying the inportant design

mat eri al, and perfornmance characteristics that have a direct
effect on the items ability to acconplish its intended
safety function and (b) selecting fromthese characteristics
a set of critical (or acceptance) characteristics that, once
verified, will provide reasonable assurance that the item
will performits intended safety function. The sel ection of
critical characteristics for verification can be based on a
graded approach consistent with the items inportance to
safety. When an existing equipnment specification 1is
avai | abl e that contains adequate technical requirenents for
the itembeing purchased, that specification can be used to
select the critical characteristics for this item

Graded Quality Assurance

Criterion Il of Appendix Bto 10 CFR Part 50 provi des for the
application of quality assurance over activities affecting
the quality of structures, systens, and conponents to an
extent consistent with their inportance to safety. The
application of graded quality assurance to the CA dedi cation
process shoul d i ncl ude consi deration of theitem sinportance
to safety and other factors specific to the item being
procured. Certain itens and services nmay require extensive
controls throughout all stages of devel opnent while others
may require only a limted quality assurance involvenent in
sel ect ed phases of devel opnent. The follow ng factors should
be considered in determ ning the extent of quality assurance
to be applied: (a) The inportance of malfunction or failure
of theitemto plant safety, (b) the conpl exity or uni queness
of the item (c) the need for special controls and
surveill ance over process and equi pnent, (d) the degree to
whi ch functional conpliance can be denonstrated by i nspecti on
and test, and (e) the quality history and degree of
standardi zation of theitem Additional guidance on the use
of graded qual ity assurance can be found i n the non-mandat ory
appendi x to ANSI N45. 2. 13- 1976.

Consi deration of Failure Mdes

An eval uation of credible failure nbpdes of an itemin its
operating environnent and the effects of these fail ure nodes
on the items safety function nmay be used in the safety
classification of anitemand as a basis for the sel ecti on of
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critical characteristics.

4. Reasonabl e Assur ance

The dedi cation process represents an acceptabl e nethod of
achi eving conpliance with Appendix Bto 10 CFR Part 50 with
the purchaser assuming nmany of the responsibilities for
ensuring quality and functionality of an item that had
previously been the responsibility of the vendor. 1In this
context, reasonable assurance consists of the purchaser
controlling or verifying the activities affectingtheitems
quality to an extent consistent withtheitem s inportanceto
safety or ensuring that these activities are adequately
controll ed by the supplier. For nore conplex itens, dial ogue
with the original equi pnment manufacturer may be necessary to
identify the design and functional paraneters of specific
pi ece parts. Once the dedication process is conpleted, the
gqual ity assurance and/or other neasures applied to those
aspects of theitemthat directly affect its safety function
should result in the sane | evel of performance as for a like
item manufactured or purchased under a quality assurance
program of Appendix B to 10 CFR Part 50.

5. Engi neeri ng Judgnent

Engi neeri ng judgnment can be used in sel ecting those i nportant
design, material, and performance characteristics that are
identified astheitem s critical characteristics. The bases
for engineering judgnent utilized in the selection process
shoul d be docunent ed.

TRACEABI LI TY

Material/ltens Purchased From Di stributors

Traceability can be defined as the ability to verify the history,
| ocation, or application of an item by neans of recorded
identification. Were the item s acceptance is based entirely or
partially on a certification by the manufacturer, the traceability
must extend to the manufacturer. The purchaser shoul d ensure by
survey or by other neans that the manufacturer has established
adequate traceability controls and that these controls are
effectively inplenented. For situations in which internediaries
(distributors) are included in the supply chain, the activities of
these organizations may need to be surveyed to ensure that
traceability and proper storage conditions are naintained. A
survey of the distributor may not be necessary if the distributor
acts only as a broker and does not war ehouse or repackage the itens
or in cases where traceability can be established by other neans
such as verification of the manufacturer's markings or shipping
records.

SAMPLI NG

1. Est abl i shed Heat Traceability (Materials)
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When heat traceability of netallic material has been
establ i shed and each piece of the material isidentifiedwth
the materi al heat nunber, chem cal anal ysis and destructive
testing required for the acceptance of this material may be
perfornmed on one piece of the material. The sanme rationale
may be used for the acceptance of containers of nonnetallic
mat eri als such as | ubricants providing that traceability has
been established and each container is identified with a
uni que m x or batch nunber.

2. Est abl i shed Lot/ Batch Control (Itens)

When | ot/ batch (defined as units of product of a single type,
grade, class, size, and conposition, manufactured under
essentially the sane conditions and at essentially the sane
tinme) control is established through a comercial grade
survey, the party perform ng dedi cati on of such itens can use
sanpl i ng prescri bed by standard statistical nmethods that are
based on honbgeneous product lots. Such sanple plans shoul d
be identified and shoul d provide for the verification of the
critical characteristics with a confidence | evel consistent
with the itemis inportance to safety. O her neans of
denmonstrating adequate |ot/batch control may include
satisfactory performance history and the results of receipt
i nspection/testing. Wen such nethods are used as a basis
for devel opi ng product sanpling strategy, they should be
supported by docunented objective evidence.

3. Material and Itens Wth No Lot/ Batch Control

When | ot/ batch control cannot be established, sanpling pl ans
need to be considered on individual, itemspecific basis and
ensure that they are capable of providing a high |level of
assurance of the items suitability for service. There may
be situations where each item needs to be tested.

COMMERCI AL GRADE SURVEYS

1. Verification of Vendor's Control of Specific
Characteristics

A commer ci al grade survey shoul d be specific to the scope of

the Cd (s) being purchased. The vendor's controls of
specific critical characteristics to be verified during the
survey should be identified in the survey plan. The

verification shoul d be acconplished by revi ewi ng t he vendor's
program procedures controlling these characteristics and
observing the actual inplenentation of these controls in the
manuf acture of itens identical or simlar tothe itens being
pur chased.

2. | dentification of Applicable Progrant Procedures

The vendor nust have a docunented program and/ or procedures
to control the critical characteristics of theitemor itens
being procured that are to be verified during the survey.
When many itens are being purchased, a survey of a
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representative group of simlar itenms may be sufficient to
denonstrate that adequate controls exist. |If the vendor's
controls are determ ned to be satisfactory, purchase orders
for these itens should invoke these controls as contract
requirements by referencing t he applicabl e
progranm procedure(s) andrevision. If nultipleworkinglevel
procedures are applicable to the vendor's activities, which
affect the items critical <characteristics and these

procedures, in turn, are controlled by a higher Ievel
docunent, it nmay be appropriate to reference that docunent in
t he purchase order. It is inportant to ensure that the

specific controls reviewed and accepted during the survey be
applied during the manufacturing process. Upon conpl eti on of
the work, the vendor should certify conpliance with the
pur chase order requirenents.

3. Docunent ati on of Survey Results

Commercial grade survey docunentation should include the
identification of the itemor itens for which the vendor is

bei ng surveyed, identification of t he critica
characteristics of theseitens that the vendor is expectedto
control, identification of the controls to be applied

(program procedure and revision), and a description of the
verification activities perforned and results obtained.
Critical characteristics that are not adequately controll ed
shoul d be addressed by contractual ly requiring the vendor to
institute additional <controls or by wutilizing other
verification and acceptance nethods.

4, Survey Frequency

Comerci al grade surveys shoul d be conducted at sufficient
frequency to ensure that the process controls applicable to
the critical characteristics of theitemprocured continueto
be effectively inplenented. Factors to be considered in
determ ni ng the frequency of commerci al grade surveys i ncl ude
the conplexity of theitem frequency of procurenent, receipt
i nspection, item performance history, and know edge of
changes in the vendor's controls. The survey frequency
shoul d not exceed the audit frequency established for 10 CFR
Part 50, Appendix B, suppliers.

ACCEPTANCE OF CERTIFIED MATERIAL TEST REPORTS (CMIRs) AND
CERTI FI CATES OF COWPLI ANCE ( CoCs)

Validity Verified Through Vendor/Supplier Audit or Testing

When the verification of critical characteristics is based on
vendor CMIRs or CoCs, the validity of these docunments should be

ensur ed. This can be acconplished through a commercial grade
survey or, for sinple itens, periodic testing of the product on
receipt. Such verifications should be conducted at intervals
comrensurate with the vendor's past performance. |If the itenls

supply chain includes a distributor, a survey of the distributor's
activities nmay be necessary (see "Traceability").
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USE OF | NDUSTRY GUI DANCE

The El ectric Power Research Institute (EPRI) NP-5652, "Quideline
for the Uilization of Commercial Gade Itens in Nuclear Safety
Rel ated Applications (NCIG 07)," defines critical characteristics
as "identifiable and neasurable attributes/variables of a Cd,
whi ch once selected to be verified, provide reasonabl e assurance

that the itemreceived is the itemspecified.” NRC s conditional
endorsenent of EPRI NP-5652 by Generic Letter 89-02 was based on
interpreting that in the EPR definition of critical

characteristics the "itemspecified" enconpassed those attri butes
that are essential for the performance of the itenls safety
function. Thisinterpretationis consistent with the definition of
"critical characteristics for acceptance” found in EPRI NP-6406,
"Quidelines for the Technical Evaluation of Replacenent Itens in
Nucl ear Power Pl ants," which notes that critical characteristics
for acceptance are a subset of "critical characteristics for
design."” The EPRI NP-6406 definition of "critical characteristics
for design"” includes those attributes that ensure the perfornmance
of the item s design function

Publ i shed NRC gui dance does not differentiate between desi gn and
acceptance critical characteristics andthe CG@ dedi cati on gui dance
provided in Generic Letters 89-02 and 91-05 does not suggest that
all design requirenents of an itemneed to be verified during the
dedi cation process. Rather, the |icensee is expected to identify
the item s design, material, and performance characteristics that
have a direct effect on the items ability to acconplish its
i ntended safety function and select fromthese characteristics a
set of critical (or acceptance) characteristics that, once
verified, wll provide reasonable assurance that the item wl|l

performthat function. Consistency in the definition of critical

characteristics can be i nproved by equating the NRC s definition of
critical characteristics to the EPRI definition of "critica

characteristics for acceptance.”

END
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APPENDI X B

DEFI NI TI ONS

The following terns are listed to provide the inspectors wth
wor ki ng definitions of inportant terns used during the procurenent
and dedi cation of comrercial grade itens (CAs). These terns are
defined only in the context of the CA dedication process and are
solely to aid the inspector in the inspection process.

Basi ¢ Conponent - A plant structure, system conponent, or part
t hereof necessary to ensure one of the follow ng:

° the integrity of the reactor cool ant pressure boundary

° capability to shut down the reactor and maintainit in a safe
shut down condition

° the capability to prevent or mtigate the consequences of
accidents that could result in offsite radiation exposures
conparable to those referred to in 10 CFR 100. 11

Basi ¢ conmponents are itens designed and nanufactured under a
qual ity assurance programconplying with 10 CFR Part 50, Appendi x
B, or comercial grade itens that have successfully conpleted the
dedi cation process. (See definition in 10 CFR 21. 3)

Certificate of Conpliance - Adocunment attesting that the materials
are in accordance with specified requirenents.

Certified Material Test Report - A docunent attesting that the
material is in accordance with specified requirenents, including
the actual results of all required chem cal anal yses, tests, and
exam nati ons.

Commercial Grade Item- A conmmercial grade itemneans a structure,
system or conponent, or part thereof that affects its safety
function, that was not designed and manufactured as a basic
conponent. Commercial grade itens do not include itens which have
one or nore critical characteristics that cannot be verified by one
or nmore acceptance nethods (see definition in 10 CFR 21.3).

Conmercial Grade Survey - Activities conducted by the purchaser or
its agent to verify that a supplier of CA@s controls, through
quality activities, the critical characteristics of specifically
designated Cds, as a nethod to accept those characteristics only
wi t hout further dedication for safety-rel ated use.

Critical Characteristics - Those inportant design, material, and
performance characteristics that, once verified, wll provide
reasonabl e assurance that theitemw || performits intended safety
function.

Dedi cati on - An accept ance process undertaken to provi de reasonabl e
assurance that a CAd to be used as a basic conponent will perform
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its intended safety function. This process includes the
identification of critical characteristics and their verification
by one or nore of the dedication nethods. (See definition in 10
CFR 21. 3)

Dedi cating Entity - The organi zation that perforns the dedication
activity. Dedi cation may be performed by the manufacturer, a
third-party dedicating entity, or the licensee itself. ( See
definition in 10 CFR 21.3)

Engi neering Judgnent - A process of |ogical reasoning that |eads
from stated prem ses to a conclusion. This process should be
supported by sufficient docunentation to permt verification by a
qual i fied individual

Source Verification - Activities wtnessed at the supplier's
facilities by the purchaser or its agent for specific itens to
verify that a supplier of Cds controls the critical
characteristics of that item as a nethod to accept those
characteristics only without further dedication for safety-rel ated
use.

Traceability - Is the ability to verify the history, |ocation, or
application of an item by nmeans of recorded identification.

END
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APPENDI X C

CONTENTS OF DEDI CATI ON PACKAGES

The dedi cati on packages conpiled by the |licensee may contain the
following itens, as applicable, depending on the item chosen and
t he dedi cation nethods used.

° Pur chase requi sitions and purchase orders.
° O her pertinent vendor/licensee correspondence.
° Design specifications - original and updated to verify

certain inportant paraneters, such as original design
pressure of a systemor degraded pi ckup voltage of a sol enoi d

or relay.

° Cat al og specifications.

° Procurenent basis evaluation - like-for-Ilike, equivalency,
pl ant design change packages, drawing and specification
updat es.

° 10 CFR 50.59 safety evaluation, if required.

° Mat erial receiving reports, packinglists/invoices, and ot her
shi ppi ng docunents.

° Recei pt inspection reports and any related test reports.

° O her docunents to trace the item from the tinme it was
dedicated tothetineit was install ed, tested, and accept ed.

° Certificates of conformance/ conpliance/quality.

° Vendor test and inspection reports.

° Third-party or subvendor test and inspection reports.

° Shelf life information.

° Vendor dedication/partial dedication information.

° Desi gn/ materi al / process change history information

° Conpl eted comerci al grade dedi cati on docunent including:

- safety classification

- identification of safety functions/application requirenents
- identification of critical characteristics

- identification of verification nethods and acceptance criteria

for the
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critical characteristics

- evaluation of credible failure nodes (if applicable)

- identification of the suppliers quality assurance programt hat
neets 10 CFR 50, Appendi x B

° Any deviation from design, nmaterial, and perfornmance
characteristics rel evant to t he safety function
(nonconf ormance di spositions).

° Docunent s show ng obj ective evi dence:

- special test and inspection procedures and results

- comrercial grade survey reports - item design, material, and
specific performance characteristic (relevant to safety
function)

- source inspection reports

° Conpl eted post-installation test procedure and results.
° Conpl et ed st ock or materi al i ssue fornms and i nstal | ati on wor k
orders or reports.
° Hi storical performance infornation.
END
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