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May 5, 1989
!

-The Secretary of the Commission
.US Nuclear Regulatory Commission
. Washington, DC 20555

Attentions' Docketing and Service Branch

Subject: ROOTECE/EAN=Q CONNENTS TO ADVANCED NOTICE OF PEOPOSED
RULE MEEYue (ANPR), #AOCEPTANCE OF PRODUCTS PURCERSED POR
USE IN NUCLEAR POWER PL&MT STRUCTURES, SYSTI288. AND-
CONDONENTSN, PEDERAL REGISTER TOL. 54, NO. 42, NONDAY,

NRRCE 6, 1989

Gentlemen

EcoTech Incorporated and RAM-q Industries is pleased to provide
'

the enclosed comments and input to the subject Advanced Notice of
-Proposed Rule Making.>

|.

!~ .The consents are consistent with our mutual desire for a
technically sound, cost-effective, licausing prudent, program for'

Engineered Procurement and Commercial Grade Item Dedication in the
Nuclear Power Industry. For your convenience we are also
enclosing our input ou a standard diskette in ASCII format.

,

should you have any questions, comments, or require our assistance .

in discussions, please advise either Larry Gradin or myself at
(201) -662-0003.

Very truly yo rs

* &.

Cedric P. gin
j EcoTech/ RAM-Q
| Vice President

i

. enc 1: Comments (26 pgs)
Diskette

*

| ANPR-PEl.ltr

!

8912040139 891122
PDR PR
50 54FR9229 PDR'

'

|

|- 5
.

6702 Bergentine Avenue * West New York, NJ 07093 (201) 6624376
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ADVANCED NOTICE OP PEOPOSED ROLE MARING (ANPR),
HAOCEPTANCE OF PRODUCTS

PURCEASED POR USE IN NUCLEAR' POWER--PLRNT
STRUCTURES, SYSTEMS AND CONDONENTSW, PEDERAL i,

REGISTER TOL. 54,.No. 43, NONDAY NARCE 6, 1989,
e

:.
:

'Section I Products Procured for Use in Safety-Related
'

<

Structures, Systea,.-and Component Applications

1.1 General
,

1.1.la In-view of the problems that have been detected
'

-with substandard, counterfeit, or fraudulently marketed
products, do the commission's current regulations provide.
adequate criteria for ensuring the acceptability of
purchased products?

Response / Comment. Yes, current regulations
are adequate. More rigorous enforcement and
inspection activities by the NRC is of value to
industry. Assignment of Civil Penalties and.
Criminal Charges, as appropriate, is the prudent
nethod to meet the goals of regulator and,

. licensee. The-current industry practice of
0 attempting to retain the original design as '

*frosen* nust be changed. This is causing-users
li to seek a steadily reducing supply of obsolete-:
N parts, thereby leading to substantial monetary
| incentives for counterfeit. A-technically sound,
J cost-effective and licensing prudent Engineeredr
V Procurement and Commercial Grade Iten Dedication

Process will be the method to reduce risk of
substandard and fraudulent equipment and parts.

[
L 1.1.1b If the current regulations are considered to provide

adequate criteria, how shouldSthey be applied to ensure that
substandard, counterfeit, and fraudulently marketed products ,

1

are datected and precluded from use in nuclear power plants?
,

Response / Comment. See response / consent to
1.1.1(a). In addition, the NRC should be more \
rigorous in their offorts to prevent vendors who jaccept 10 cra 21 and 10 CFR 50, Appendix B from
claiming proprietary data in violation of the |

intent of 10 CPR 2.790. '

l

"

1.1.1c If the current regulations do not provide adequate ;criteria, should the commission establish specific
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requirements or perforaance-based requirements to ensure
.that products purchased for use in-nuclear power plant-

+

. structures, systems and components satisfy the operational l

requirements necessary to protect public health safety?
Response / Comment. Current regulations are-

adequate. Also refer to responses 1.1.1a and
D 1.1.1b. '

.
sf'

1.1.2a What traceability requirements should be
imposed for all products to be used in safety-related

. structures, systems and components?

Response
products" is / Comment. The terminology,;*all ^

excessively broad. .The reporting
,

and assumed liability of vendors accepting safety '

related orders is reducing the number of vendors'

who will provide enhanced traceability. The -

solution may be an increase in the use of
Connercial Grade Iten Dedication Processes where
the utility or their agent has greater access to ;

,

Laportant vendor information. Also see
additional related comments in response / comment

|

,

1.1.2d. -

a

1.1.2b 'Should material traceability through all i
. intermediary contractors, subcontractors and processors be
l' ~ required?-
'

1

Response / Comment. Yes, for any accepting 10
CFR'50, Appendix B or-10 CFR 21.

.

1.1.2c Should all critical characteristics, for
example, materials, operations, functions, etc., be
traceable? -

Response / Comment. This question can not be
readily answered since the terz *all" and
" traceability" aust be interpreted. Critical !.

characteristics truly necessary to complete a
safety function must be verifiable with
reasonable assurance as intended by 10 CFR 50
Appendix B.

1.1.2d Should there be any exceptions to the
traceability requirements? '

,

|
1
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Response
understanding / comment. -Answer requires an' -J

>

of the word traceable. The great. .\anjority of itens are assembled, fabricated, '

composed of other smaller itens or parts or
compounds which are derived from raw materials.

1Does traceability start when a discernable action .i
. or property of interest - (i.e. critical'

characteristic) can be measured? If traceability
~

*

is defined as the- abi11tiy to trace the history,
application, or location of an iten and like

, y' ' iteam or activities by means of recorded
|identitication (per paragraph 3.28.1 of ANSI

L

.

- A3 - 1978) there should not be any exception /ASQCs.
See connent to 1.1.2c. ~

.

1.1.2e What should the identification requirements be '

for-traceability, for example,. uniquely marking each part
whenever possible,. bagging, records, etc.? ,

,

Response / comment. It is recommended that* the approach utilised by Undnavriters-
V Laboratories

identification (UL) be used.
UL requires-

. on the smallest unit container in* ,

which the product is packaged or on the product,
when sine or shape permits...". Obviously,

w. identification any be lost physically for
J installed iteast-however a record of item

~

,

V' location is secessary.
1

1.1.3 Should product acceptances be' restricted to
inspections and tests or should product acceptance include,
on a sample basis, destructive inspections and tests to
-verify. chemical and physical characteristics?

Response /Conan,nt. -It inspection and tests
alone'are not able to provide reasonable-

' assurance of qua11ty, other more rigorous testing
must be used. Also see response / comment to

a1.1. 4'.
.

1.1.4 What types of inspections and tests (appropriate
for the various types of products) should be required?

Response / Comment. This question is well
answered in industry standards for more than 10
years. Refer to paragraph 10.3 of ANSI N45.2.13~
1976.
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'

1.1.5. should: licensees, contractors and subcontractors be '

encouraged to perform joint testing?
. Response / Comment.. What does encouraged I

'

mean? Instances have occurred where even-NRC
funded tests by national laboratories have not '

;

been accepted by MRC. Until NRC is willing to
accept multiple use of a ' single effort there is:

no reasonable encoaragement. Also see
'

response / comments -1.1.16c and 1.1.16d.
;p,'

1.1.6 If' destructive inspections and tests are
determined necessary, what_should be the sampling basis (per

.

,

L - vendor,.per purchase order, per shipment, per. lot, per
|. container, etc.)?

Response / Consent. Banpling basis depends on
margin in design and application expected,

i: . manufacturing tolerance, population, and other-
[; factors.. All that^can be reasonably stated is

i

| that an~ engineering produced reasonable sampling
[ plan must be used not an arbitrary " force fit".
L

t

1.1.7 Should sample plan testing be permitted for
testing orsshould such testing be on-a'100 percent basis?-

,

Response
veritication / Comment.

If the sampling is a*

J of' a '" previous 2006 inspection or
J guality process" sampling is acceptable.
i Banpling as the primary.neans of quality
) verification will allow defective units /itens

*

through.

1.1.8 What sort of statistical sampling during product,

inspection is adequate to provide confidence that the
! product hem the requisite assurance of. quality? .-

Response / Comment. See comment 1.1.7.
,

1.1.9 What criteria should be used for allowing sample
plan testing during product acceptance?

Response / Comment. See response / comment
1.1.7.
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!
1.1.10 should the shelf life of appropriate types of '

structures,-systems and components be inspected and verified I
as acceptable duriner product acceptances?

:

!
<

Response
8beit life'in/ Comment.

Question is unclear. t

an essentially.non-neasureable ;

characteristic at site receipt. It question ;relates to stated sheit life in receiving records +then the guestfon relates to economic prudency - *

should an iten with a orall reaalaing life be t

ecoepted? Obviously, shelf life in plant or
varehouse storage cannot be exceeded. If

,

exceeded an acceptable processing to evaluate :nonconformance viNa requirements must be used.

'

. 1.1.11 To what extent will an effective vendor audit
program and maintenance of a qualified vendor list reduce
the likelihood of questionable products being used in
nuclear power plants?

,

L

Response / Comment. A program which is :, .

I,
perfermance based with engineering support and a ;wi11Lagnes's to prosecute fraud will have a

i positive effect. However such an effect is noto
| readily quantitiable.
| 1

|.

1.1.12 What are the essential elements, for example, '

team composition, depth of audits, and approach, that must
be included in an effective vendor audit program?

Response / Comment. An industry vide program
to develop guidelines under RPRE/MCXG sponsorship
will address this. Our review of the draft '

ettort to date indicates"a que11ty effort is
underway. c.

I'

| 1.1.13 What reinspection or reaudit. frequency is '

| . appropriate to maintain confidence in those vendors on a
qualified vendor list?

V Response / Comment. The present industry- |
general guidance is adequate. If a single audit
for a11 parties is performed then consideration
aust include risk of infrequent audits. Quality

1 of audit function is not frequency dependent but
is dependent on depth of coverage. Direction

"
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towards performance based audits will Laprove
results.

i1.1.14 How do licensees ensure that code certificate '

holder and 'N" stamp vendors are current?
1

Response /Connent. Library of Congress |Publication 74-22554 - Cuapanies Nolding Muclear iCertittaate of Authorisation is used as a i
"referenoe* to determine the scope and currency |
of suppliers accepted by the ABNE. j

s

. .

,

1.1.15 Is there an auditable method to demonstrate
that licensees actually purchased the product from a
qualified vendor, for example, the holder of an ASME Code ,

'

stamp holder certification?
,

Response /Connent. Yes. Through the use of
the above-noted publication and comparison with ,the licensee issued purchase onters. Additional
efforts would be required to estakJLeh .

.
>

traceability through the prime vendor into the '

sub-vendor. ,

.

1.1.16a should negative inspection, testing and audit
results be shared with other parties?,

|
1Response / Comment. Yes, with careful

'

controis on quality of the audit, release of -

( clained proprietary data, and NRC protection from i'

litigation in the interest of public safety.

1.1.16b Is a Federal requirement necessary to permit
this sharing of information?

e
Response / Comment. Yes, see response / comment

1.1.16a. '.

1.1.16c should procurement contracts be required to
include a provision for public release of the results of
audit of the vendor?

Response / Comment. This cannot be resolved
until a nochanisa of review of arbitrary or
erroneous audit findings is established. The
consequence of an incorrect negative assessment
can be dramatic on users of vendor equipaent, on

Page 6 of 26
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the financial viability of a vendor, on the
,public perception of nuclear plant safety, on the 1

avaliabi11ty of misjudged - but adequate ;equipment.
!

l
'

.

1.1.16d are there reetraint of trade antitrust concerns or |

liabilitiesassociatedwiththeseactkons? $q
'

Response The NAC should establish |regulations p/ comment.rotecting the industry from
i

antitanst or liabilities. As indicated in
response / comment 1.1.16c, the potential negative ;

impacts of erroneous assessments are very severe. i

A vendor could reasonably seek remedy under law
for 1Lbel and slander.

'

1.1.17 Should licensees, contractors and
subcontractors be encouraged to make joint procurements and
to share inspection / audit results of joint procurements to ,

enhance the effectiveness of inspections / audits?

| Response / comment. The response
is appropriate to this question / comment to 1.1.5Also refer to.

res,:enses 1.1.16c and 1.1 16d regarding potential
liaaliity.

-
.

,

1.1.1s It joint procu~rements and inspections / audits .

are encouraged, should controls be imposed and, if so, what
and how should these controls be imposed?

Response / Comment. See responsa/ comment
1.1.17. '

.

1.1.19 What audit and testing documentation should be
required to provide traceability and give confidence to all
participants in joint product acceptances?. .,

| |
Response / Comment. Unless the NRC * accepts"

joint work, similar to topical reports, each
participate aunt have equal and complete . ,

documentation.

L 1.1.20a should the NRC establish and publish a list of
approved vendors for various products?

|
'

|
:
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i

|Res se/ comment. This may have significant
inerit, v and it demonstrated practicable, see

response / comment 1.1.20b. ,
.

i

I
*

1.1.20b If a list of approved vendors is established, |how should vendors be selected?
|

-. .

Jtesponse/ comment. The econoalc incentives |

for vsadors to participate in an equivalent to an t

* Approved Products List * similar to the alistary
systennot be a(or a systen sinfiar to UL Listing) may !vailable in today's envireneent or for i

the foreseeable future. A single set of
acceptance requirements to envelop all or at

t
,

least most nuclear plants would be necessary. A -

single set of well trained individuals must do
the ins p ction or audits. The process must be :
thorouga with all users in agreement. Should the ;

unsrs actually select the vendors many legal
;

ooncerns regarding basis for exclusion would be
apparent. Any supplier should be eligible for
List considerations costs for review being borne
by supplier. With the thousands of diverse parts :

,

now in use who pays for the turnoll necessary for
the industry wide change to standard components..

This any well be a good concept that is twenty-
|five years too late.'
'

-

:
,

1.1.20c If a list of approved vendors is established,
who should be_ responsible for maintaining this list? .

Response / comment. The list, it practicable,
can not be second guessed by the NRC after
mL11Aons, perhaps billions of do11ers is expended

'

in such an effort. For viability the list must-

:include NRC active participation. The Mac *

position that they operate at "arns length" from. '

industry must be changed prior to considering the
.

establishment of an NRC * Approved Vendors List". -

;

1.1.20d should licensees be restricted to making
procurements from this list of approved vendors?

Response / comment. No. Such a list it at
all possible would require many years to develop.
Great danger exists in precluding use of vendors
not on * current list * which can lead to
obsolescence.

.
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1.1.21 Should the uee of a certificate such as a !

,

; certificate of conformanoe, in the procuremen,t process be
iprohibited or, if allowed, be restricted to issue by thee

original equipment manufacturer for items that have iemained -

under his direct control? I
4

i

Response / Comment. Adherence to the
guidelines of ANst N45.2.13-19No paragraph 20.2 ,

provides reasonable validation of certificates of {

contornanos. ;
:

The second half of the question implies a '

bias on-behalf of the original equipment
|annufacturer which is unfounded. Most items :supplied are assemblies of smaller parts each of
|vhich may not be manufactured by the ORN.
.,

1.1.22 should the furnishing of the original
imanufacturer's certificate, such as a certified Material -

'

Test Report, be made mandatory for procurement of materials
L from intermediate vendors?

,

Response / Comment. All documentary evidence 1

. which may attest to quality should be egually
* treated and provided by any supplier. This may
place' extreme burden on all throughout the
procurement chain,
t

1.1.23 should the transcribing of an original l

manufacturer's test data by intermediate vendors onto the
vendor's certification, for example, certified Material Test

,

Report, be forbidden? '

Response / Comment. No, it should not be iforbidden. Traceability to the fundamental CNTR
{

,

nust be available. Transcribing should not be idone in a manner to defreud.
1

\
.

1.1.24 To what extent should licensees or their |
representatives be required to inspect the implementation of
contractor product acceptance programs? j

|

)Resp >nse/ Comment. To the same extent that '

all qua11ty aspects are inspected and audited.
Also see response /connent 1.2.1a

1.1.25 Should licensees be required to audit
implementation of 10 CFR Part 21 by suppliers and vendors?

Page 9 of 26
.

m--- - - - - , , - - - < - . . . ,..,,r,... ....-,,----,---,-..,e---,--,.. . _ _ , , . - _ , . - . . - - - - - . , , _. - r _ , - .,



- . . ..-. . - _ - . - - - - . - . - - .-. -.-------- - - - - - -
.

; . '
.w . ' _ -

.' ;

.
.

k.
.

. -
,

-.

,

-

}..
Beefoeb/ RAM-Q comments Te ANFR = Pederal Register Vel 54, No. 42 i

L "&eeeptanee of Produets Purebased for Nuclear Plant...M '

1Response / Comment. As no physical product is |

produced by to cra 21 (i.e this regulation is a
L reporting mechanism primarily) normal audit

implementatica methods may not be appropriate.
Novever, the audit function any veil check on the
process associated with 10 CFR 21 and the

"

Anoviedge of the 10 CFR 21 nochanism by workers *

on safety-related activities especially.those
pertaining to verification tasks. As 10 cra 21'

includes reporting aspects and the allowance for
|Commercial Grade Eten procurement, both aspects j

are subject to audit and evaluation. Methods to -

assess deviations and non-conformance for
reportability, as ve11 as the Dedication Process,

i are the primary aspects for review.
|

!

1.1.26 In addition to the requirements of 10 CFR Part
21, should licensees be required to notify manufacturers, ;

| suppliers and vendors of licensee-identified problems with
i

. vendor-providing nonconforming products or programs? -

Response / Comment. Yes. Expertise may exist. '

at vendor levels for appropriate 10 CFR 21
review. Furthermore, other industries '

(aerospace) any not othezwise become aware of
problems if manufacturers are not informed.

1.1.27 should licensee participation in a national
data system for reporting equipment / component failures by
manufacturer and application be required?

Responne/ Comment. to some extent this now
exists in the nuclear industry with Leas and the
RPRDB data base. Major concern exists on the
que11ty of the data entry into a national systen.
Proceeding to take action on incorrecto. .

- <
incomplete, misleading data is dangerous. A '

;.

national systen is not recommended.e
, ,

1.1.28 Is there specific data that should be included
in a national data system that would significantly enhance
its usefulness in establishing equipment performance
history?

,

Response / Comment. Do not agree with systen
need or p dency of establishing such a system.

Page 10 of 26
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1.1.29 What are the implications of any new commission
requirements on the commission's endorsement of the American
Society of Mechanical Engineers (ABME) Boiler and Pressure
vessel code in 10 CFR 50.55a?

Response / Comment. The Laplication would be
that the original endorsement of the ABNE Boiler ;

and Pressure Vessel Code as the code of authority
for pressure boundary design, fabrication, 8

Lnsta11ation and testing was incorrect. This is 1.

act the case as viewed by the industry.

1

1.1.30 what is the best way to coordinate any new '
,

requirements with the ASME Boiler and Pressure Vessel Codel I
'

Response / Comment. The ASNE Boilst and
jPzessure Vessel Code is prepared to be used as a -

* codified * document adopted in regulatory law. |
t The only way that MRC new requirements should be
' estabiished is through the rigorous public ,

\

comment review process of regulations. |
l

1

1.1.31 Should the'new requirements that relate to areas
'

j covered by the ASME Boiler and Pressure Vessel Code (e.g., SA
i material specifications) be handled through the code -

committee system?.

*

Response / Comment. If the NRC no desires to
|' consider new requirements, they should be
' coordinated through code connittees and be '

executed'in accordance with the currently
established process.

1.1.32 To what extent should items 1.1.la through
1.1.31 be required for other than safety-related components?

| Response /Connent. The' economic incentive to
have a reliable and available plant and the
industry initiatives through NUNARC are adequate
for non-safety related components.

.

.

Furthermore, the disincentives which these
new requirements would lead to (as described in
response /ccament 2.5.3) would not be balanced by
an improvement in safety or cost-etfective
perfornance.

Finally, the NRC statf presGatation at the
NRC Information Conference, Session 2,
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l

*Bubstandard Naterial and Rguipment*, held in
|Washington, DC on AprL1 10, 1989 clearly

indicated that the NRC recognises the positive
contribution by industry. As stated by the Mact |

"The Nuclear Utilities Management and k
Resources Council (NUNARC) is also . )supporting these activities through working
group efforts addressing specific and i

generic substandard and traudulent product iissues. These industry ettorts are '

positive contributions to the overall
objective that ilcensees and the NRC nust .

ursue which is protection of the public .

>

nealth and safety".

:
.. .

. 1.s ' Meta 111e Products (e.g., fasteners, piping, pipe
fittings, weld red, eastin
material, stampingsk wire,gs, forging, har steek, plateemble, ete.). (

1.2.la should chemical analyses of the products be
required as part of product acceptances? -

Response /Connent. The sound guidance of
ANBX M45.2.13-1976 should be used for product
acceptance.

s
,

| 1.2.1b should these analyses of the products be '

performed by destructive or by nondestructive means?

Response / Comment. See 1.2.la response /
on=mant.

1.2.2a Bhould tests of mechanical properties (e.g., i

hardness, tensile strength, impact, etc.) of the products be
required as part of product acceptances,?

Response / Comment. See 1.2.1a response /
comment.

1.2.2b should tests of mechanical properties of the
products be performed by destructive or by nondestructive
means?

Response / Comment. See 1.2.la response / !

ConDent.
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1.3.3 When destructive tests are required, are test
1 coupons (when applicabis) an acceptable source of test

materials for the tests of chemical and mechanical properties
or should material samples be removed from actual products?

,

Response /Connent. Specific analysis should,

be performed to validate use of test coupons as
zwpresentative of the product and the application' *

stresses as appropriate. An analysis should
verity coupons any be used in the majority of
cases.

. .

1.3 Neametallie Products (e.g., lubrioaats, tape,
.

.

elasteners, seals, paints, filters, oto.)

1.3.la Should chemical analyses be required for
lubricants, tape, elastomers, etc., during product
acceptance?

Response / Comment. See 1.2.1a response /
comment.

.

. 1.3.lb Should these analyses be perfotmed by| .

destructive or by nondestructive means?|

Response / Comment. See 1.2.1a response /
connent.

i

1.3.2 should physical property tests (e.g., viscosity
for lubricants, hardness for elastomers, efficiency for
filters, etc.) be required during product acceptances?

Response /Connent. See 1.2.1a response /
connent.-

,
,

!
1,4 components (e.g., pumps,' valves, oirouit

breakers, controllers and electronio parts / assemblies
and their replacement parts) .'

1

1.4.1 Should components be subjected to functional
tests during product acceptance? ,

1 Response / Comment. See 1.2.la response /
| comment.
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;

i

1.4.3a should components be disassekbled, if necessary rduring product acceptanoe, to verify s'imensional
characteristics?

;
i

i
i Response / Comment. Ses 1.2.1a response / |'

comment. .

. -

|

1.4.3b Ifthecomponentsarenotdisass5mbled,what
methods should be utilised to verify critical

,

! characteristics? '

4

'

Response / Comment. See 1.2.1a response /
comment.r >

l
,

i

1.4.3a should the chemical and physical properties of i

component materials be analysed during product acceptance
inspections?

|
,

Response / Comment. See 1.2.2a response /
comment. .

1.4.3b If the chemical and physical properties of
component materials are to be analysed during product
acceptance inspections, what means should be utilised? i,

Response / Comment. See 1.2.2a response /
comment. .

3 Dedication of Commercial Grade Products for Use in Safety-
Related Structure, System and component Applications.

The questions in this section are categorized in five
subsections General, Natallic Products, Nonnotallic

,

Products, components, and Other Questions.

3.1 General

2.1.1 Should the Commission establish specific
requirements or performance-based requirements to ensure that

3commercial grade products being dedicated for use in safety-
related nuclear power plant structures, systems and
components satisfy the operational requirements necessary to
protect public health and safety?

Page 14 of 26
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Response / Comment. No. The statt has
already conditionally endorsed industry guidance
(e.g. EPRE NP 4652) in Generic Letter 89-02. Awhole series of comprehensive guide 1 Laos and

_

evolving * acceptable" pract!ae is in action.

Pinally,,tho'NRC staff presentation at the Mac
Information Conference, Session 2, "Bubstandard Naterial

|and paent*, held in Nashington, DC on April 18, 1989ole i

indicated ~ that the NRC recognis*es the positive j |contri tion by industry. An actual quotation from a
recent NaC dialog with industry is provided in
response / comment 1.1.22. ;

1
-

2.1.2 Should NRC reincorporate by reference,gulations be revised to endorse andL

the industry codes, standards, or
guidance documents for dedication programs of commercial
grade products for ues in safety-related structure, system |

and component applications?
,

o
,

Response Yes. Endorsement by MRCprecludes the/Connent.noving target of acceptability and-

differing inter;. -

by precedent *. pretstions inherent in " regulation
;

i
The NRC conditional endorsement! *-

of RPRX NP5652 (NCEG-07) in Generic Letter 89-02should be the beginning. Only through a standard
\ set of criteria and acceptable practice vill the ,
' '

Mac and industry be cost-effectively and rapidly
terreting out poor performance and improve on
overall industry performance. ,

:

'

2.1.3a What should the traceability requirements for
all comaarcial products being upgraded for use in safety-
related structures, systems and components?

*

Response /Connent. 'The traceability for
Commercial Grade Iteam should begin concurrent
with the point that it is determined to buy an
Aten as a Connercial Grade Iten in lieu of a

*

Basic Component or safety Related iten. '

The procurement documents, engineering anal.
determination of critical characteristics, ysis,
nothods to verity critical characterintics an
net, and acceptance are all traceable in addition
to site receipt effort and documents. Also
refer to response / comments 1.1.2a, 1.1.2b,'

1.1.2c, 1.1.2d, and 1.1.2e.
|

|

|'
.

;.
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2.1.3b If tapgrcding traceability provisions are I

necessary, what shr>uld these provisions include? ),
,

L Response / comment. .The Dedication Process f
H includes both the Technical evaluation and j
'

acceptance phase. This process is a safety
related process which is under the provisions and ;

control of 10 CFR 21 and 10 CFR 50, appendix 3. |
These provisions and controls, in conjunction

~ vith NUNARC initiative to adopt guidance of RPRI
NPE652 (MCIG-01), are sufficient. No upgrading
is necessary. |

-l
2.1.3c should material traceability through illi !

intermediary contracts,' subcontractors and procesnars <

required? :
i 1
1 Response / comment. This question is skallar

,

in nature to 1.1.2b. The answer is the same. An
intermediary accepting a safety-related order (10 i

cFR 21,10 cra 50, Appendix B) is performing a 1

safety function. A supplier truly supplying a 1
,

commercial Grade stem can not be held accountable'

for special nuclear unique requirements in ,

*annufacturing".

2.1.3d If item traceability is necessary, should there
| be any provisions for upgrading products whose traceability

',

cannot be established?
'

Response / comment. The context of the ,

question is unclear. Traceability, as
appropriate, is part of the reasonable assurance i

concepts used to assure qua11ty. Is the question
relating to existing equipment which has often
been "que11 tied" on a lot basis with traceability
to the * lot * que1Lfied, not to the individual
partet If no traceability on the resistor,
capacitor, etc. is avaliable other than to the
original *1ot* itself when a replacement is
necessary than critical characteristics are
established with a Dedication-Process assuring
the new part is adequate. There should be no
"need* to establish traceability on existing
equipment which is considered adequate for the
application as a " rule". However, establishing
traceability may be one of the nethods used to
assure adequacy.

I
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Bither traceabi1Lty is established to
original-acceptable contiguration or a new
contipuration with appropriate traceability must
be established.

!
|

2.1.3e hould the upgrading traceability provisions be !any different if the. products are heat / lot identified or not?
!

Response / Comment'. See response /coniment i3.1.24. Also see 2.1.10a and 2.1.10b.,

;>

1

2.1.32. What should the identifloation requirements be ;for traceability, for example, marking, bagging and records?
:

Response
preeens is co/ comment. When the dedication

mplete and a commercial Grade Iten 1

,

is " converted * or " transformed * or * identified"
as a safety Related or Beric component than |identification aparopriate to Batety Related
items is used. TM ters * upgraded * As being used
by the Mac n peatedly. This is unfortunate as it ,

implies a lesser quality in commercial Grade ;

Iteam. The quallty is typically built into the ;

iten with the Dedication Pw oess demonstrating
and documenting the quality only. In fact,.the
Statements of consideration for 10 CFR 21*

oorrectly point out a commercial Grade Iten say
be of superior qua11ty to a basic component. As i

' .

*

stated by 21-8c-2:

*The use of this meaning of basic.,

component har not in ved the quality -

of such items and, fore, has not
enhanced safety. Instead it is cauxing

'

cost increases and inabi1Lty to obtain
needed supplies, To the extent that .

the purchaser is unable to obtain a :needed iten from the most qualified -

' supplier and must turn to other less -

qualified supp1Lers, defining basic ,

component to include such an iten may
to nome extent detract from safety"..

,

2.1.4 How should products intended for use in
applications to meet specific standards be inspected to
verify that all critical characteristics are satisfied?,

Response /connent. It is assumed that the
specific standards which are sentioned are non~
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!

|? auclear industrial standards. Certain aspects !

\: .of a Commercial Grade Eteas! Critical
Characteristics may not be verified by \

inspectica, it inspection is meant to be receipt
inspection. Receipt Zan ation usually can notconfirm tunational ca lity under operating or

|;. accident ooaditions ( .e. f.lor pressure'

retaining capabliity, environmen,tal.

i
-

qualitioation, etc). RPRI KP5652, conditionallyendorsed by Generia Letter 09-02, includ'es source |
'

i

Verification and~ commercial Grade survey methods.
.in addittoa, certain aspects of critical
characteristics may be readily verified by
validation of the independent inspections of
the under Undezvriters Laboratories, under the-

*

canadian standastts Association, etc. Also referto response / comment 2.5.1a.
L

2.1.5 should the shelf life of appropriate types of
products be inspected and verified as acceptances as part ofthe upgrade inspection process?i- '

t'Response
same question / Comment. This is essentially the

as 2.1.10. The response / comment
remains the same regardless of the initial
classification and purchase of an ites as a CGI '

to be converted to a Basic component or
classification and purchase of an iten as a Basic ,

Component.

2.1.6 What types of shelf life controls should be
imposed on products that are being upgraded for use in
safety-related structures, systems and components?

,

Response / Comment. Requirements for shelf
Life controis are independent of the procurement -

as either CGI or Basic Compon~ents. Baould a non-safety related iten in storage be investigated
for consideration as a CGI for Basic Component
conversion, then sheit life consequences must be
carefully evaluated and considered. ,

'
.

2.1.7 should all upgrade inspections be restricted to
' inspections and tests or should they include, on a sample
basis, destructive inspections and tests to verify chemical
and physical characteristics?

Response /connent. This is essentially the
same question as 1.2.3. The response / comment
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nuclear industrial standards. Certain aspects
of a Consorcial arade Items' critical
characteristion any not be. verified by
inspection, if inspectica is meant to be receipt
inspection. neoeipt inspection usually can not
confirm functional capabi1Lty under operating or
accident conditions (i.e. flow, . pressure
retaining capability, environmental
qualification, etc) . RPRI MP5652, conditionally |endorsed by Generic Letter 09-02, includes source jVerification and commercial Grade survey methods. .

En addition, certain aspects of critical iCharacteristics any be readily verifled by 1.

validation of the independent inspections of |
+

the under Unde 2 writers Laboratories, under the . {Canadian Standards Association, etc. Also refer ;to response / comment 2.5.1a. '

i

!
2.1.5 Should the shelf life of appropriate types of Iproducts be inspected and verified as noceptances as part of '

the upgrade inspection process? ;

same question / Comment.
This is essentially theResponse .

as 1.1_.10. The response / comment
reaalas the same regardless of the initial
classification and purchase of an Aten as a CGI
to be converted to a Basic Cosponent or

| classification and purchase of an iten as a Basic
Component.

2.1.6 What types of shelf life controls should be
imposed on products that are being upgraded for use ini

safety-related structures, systems and components?

) Response / Comment. Requirements for shelf
11te controis are independent of the procuzwaent,

as either CGI or Basic Components. Should a non-|-
safety related iten in storage be investigated
for consideration as a CGI for Ba' sic Component
conversion, then shelf life consequences must be
carefully evaluated and considered.

'

.

2.1.7 Should all upgrade. inspections be restricted to
inspections and tests or should they include, on a sample
basis, destructive inspections and tests to verify chemical
and physical characteristics?

Response / Comment. This is essentially the
same question as 1.1.3. The response / comment
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remains the same regastiless of the initial'

classification and purchase of an itea as a CGI
to be converted to a Basic Ccaponent or
classification and purchase of an iten as a Basic

,

Component.

2.1.s What types of inspection.3 and tests (appropriate
for the various types of products) should be required?

I
Response / Comment. This is essentially the*

name question am 1.1.4. The response / comment ]

remains essentially the same ardless of the i

Laitial classificaticis and ase of an iten as
a CGI to be converted to a Basic Component or
classification and ,xttchase of an iten as a Basic
Component. Users a untid utilise EPRI NP5652.

|

2.1.9 How should inspections verify all critical ]characteristics (for example, chemistry, physical properties,
dimensions, special processes, etc.)? )

'

Response /Conaent. This is essentially the !.

same question as 3.1.5. The response / comment j
remains essentially the same regardless of the

'

1
,

initial classification and purasame of an iten as j

a CGI to be converted to a Basic Component or
classification and ,xttchase of an iten as a Basic ,

Component. Users s untid utilise EPRI NP5652.

2.1.10a If destructive inspections and tests are
how should samples be selected if

determined to be necessary,ified?products are heat / lot ident~

Response / Comment. The response / comment to
this question is provided in response / comment
2.1.3d and 2.1.se. It aunt be pointed out that
heat / lot control may not adequately assure all
(e . g. heat / lot control any not adequate assure
consistent dimensions) critical characteristics
of each iten in reproducible throughout the
heat / lot batch."

2.1.10b How should samples be selected if products are
not heat / lot identified?'

Response / Comment. This question is unclear,
samples for acceptance are different than samples
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to demonstrate appiscation i' flav electrical-short circu(e.g. 20, seismic,^
it withstand abllity)

\
a

acceptability. For verification that ordered
iten and received Aten is the same (Acceptance
Process) the response / comment to the question,

2.1.7 is appropriate, por samples selected for
application verification noceptablaity -

(especially where unit is tested to failure) the ,

-

use of margin as' considered in 20 CFR 50.49 is
used. Nasyin is meant to compensate-for '

reasonable uncertainty in products. Even the '

,

best acceptance verification process does not >

result in 2005 exactness. Testing may be
destructive resulting.in no products for use !

under 2006 test / inspection programs.
|

. 2.1.11 Should sample plan testing be permitted for' inondestructive testing or should such testing be on a 100
percent basis?

.

'Response / Comment. Refer to response / consent
: 2.2.20b and 2.2.7.

2.1.12 What oriteria are appropriate for allowing.

sample plan testing during upgrade inspections?

Response / Comment. Refer to response / comment *-

'

2.2.20b and 2.2.7.
,

;

2.2 Natallie Produets

2.2.la Are chemical analyses of'the products
appropriate as part of upgrade inspections?

.

Response / Comment. Refer to response / comment-

;,1.2.2a. A CGI which is to be used (after
conversion to a Basic Component) for safety must '

include the appropriate methods to reasonably
assure adequacy.

4

2.2.1b should these analyses be performed by
destructive or by nondestructive means?

Response /Commente Refer to response / comment
2.1.8. A CGI which is to be used (after
conversion to a Basic Component) for safety must

.
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Laciude the appro
.

assure adeguacy. priate methods to reasonably
;

2.2.3a Are tests of mechanical properties (e.g.,
hardneas, tensile strength, impact etc.) appropriate as part ,

of upgrade inspections?
.

~ Response / Comment. Refer to response / comment
2.1.0. A CGE which is to be used (after
conversion to a Basic 00sponent) for safety must '

include the appropriate methods to reasonably
assure adequacy.

.

2.2.2b should these tests be performed by destructive
or by nondestructive means?

Response / Comment. Refer to response / comment
2.2.0. A CGE which is to be used (after ,

conversion to a Basic component) for safety aunt
include the appropriate methods to reasonably
assure adequacy.

2.2.3 If the product is heat / lot traceable, is sample '

inspection (destructive and nondestructive) adequate for ,
,

'

I confirmation of critical characteristics?
2

Response / Comment. Perhaps for acceptance
when adequacy of heat / lot controis is reasonably
verifiable. For application adequacy analysis .

and testing, it used, would include reasonable
margin to account for deviations in a product.
Also refer to response / comment 2.2.20b. ;

,

2.2.4 If the product is not heat / lot traceable, is it
necessary to either sample or 100 percent test, for example,
hardness, to establish uniformity and then destructively
analyses, tensile tested, impact tested, etc.) to determine
acceptability?

ResponseA m nt;. See response / comment
2.1.20b and 2.2.7.

2.2.5 Should requirements in addition to those incluosd
in industry standards (e.g., additional samples, etc.) be

| required?
;

e
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Response / Comment. Industry standants must |
be reviewed and validated as adeguate for the J

application. Additional requirements may or may
.L not be determined based on engineering technical

evaluations.

2.2.6 When destructive tsats are required, are test
coupons (when available) an acooptable source of test
materials for chemical and mechanical properties tests or
should material samples be removed from actual products? ;

,

Response / Comment. response / comment to >

question 1.2.3 remains unchanged regardless of.

CGI or Basic Component classification.

3.3 'Nonnotallie Prodnots ,

P

2.3.la Are chemical analyses necessary to establish !

critical characteristics for lubricants, tape, elastomers, ;

etc., proposed for upgrading for use in safety-related
systeas?

i , ,

| Response / Comment. Response / consent to
|. question 1.3.1a remains essentially unchanged

regardless of CGI or Basic Component ,

classification. Also refer to 2.1.0.
,

2.3.1b Should these analyses be performed by
destructive or by nondestructive means?

Response / Comment. Response /connent to
question 1.3.1b remains essentially unchanged ,

regardless of CGI or Basic Component
classification. Also refer to 2.1.8. ..

2.3.2 Are physical property tests (e.g., viscosity for
lubricants, hardness for elastomers, efficiency for filters,,.

I etc.) necessary for upgrading these products?

Response /Cosment. Response / comment to
1 question 1.2.1a remains essentially unchanged

regardless of CGI or Basic Component
| classitication.
|

|
I

|

Page 22 of 26

.c

. ....,w.... . .~.- --_. .,,.--.---. -- .~..--,.._. - -..-.__ ----___--_m.-------- - - --- - -- - - - - - _------



j .
. .

-.. . .
.

.. ..
.

B&STeeb/R&M-g Comasats Te ANFR - Federal Register Vol 54, No. 43,

f _ ,, #&eeeptanee of Freduets purehased for Nuclear Plant..."

2.3.3 May critical characteristics be inspected by
samples or is 100 percent inspection necessary to verify
these characteristios?

Response / Comment. Response / comment to
question 1.1.7 remains essentially unchanged
regardless of CGI or Basic Component
classification. Riso refer to response / comment
2.1.10b. .

,.

2.4 Compeaants

2.4.1 Must each critical, characteristic be inspected
before the component is acceptable for use in safety-related
systeas?

1

Response / Comment. This question seems to
indicate a critical characteristic can always be
verified at receipt inspection -- it cannot. See
response / consent 2.1.10. Also see
response / comment 1.1.4.

2.4.2 How should the chemical and physical properties,

of component materials be analysed during upgrade
. inspections?

L

Response / Comment. See response /connent-

- 2.4.1.

| .

2.4.3- 'If critical charactaristics cannot be inspected
on each component piece, should it be acceptable to establish

.

heat / lot traceability, establish uniformity of lot by sample ;inspectien and thereby accept the lot?

Response / Comment. See response /connent
2.2.3. *

2.4.4a Must components be 100 percent functionally
tested or may they be subjected to functional tests on a
sampling basis? o

Response / Comment. Refer to response / comment
2.1.10b.

1
,

2.4.4b Inspected by sample, what is the basis for
performing only sample inspection?
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Response / Comment. Refer to twsponse/ comment >

'

|| 2.2.20b.

l. 2.4.Sa should disassembly of components be required to ;
verify critical characteristics?:>

,

|i Response / Comment. Refer to response / comment |
[ 2.2.20b. ,. ,

*p
'

t

i 2.4.5b May verification of critical characteristi.cs be
'

done on a sampling basis or are 100 percent inspections
necessary? ~

,

Response / Comment. See response / comment i
2.4.2a and 2.4.2b.

I
,

2.4.5c What is the basis for performing only sample
inspections?

i

| Response / Comment. See response /conment
2.2.20b.'

.

2.4.54 If components are not disassembled to verify
dimensions, what methods can be utilized to verify
dimensions? ' '

' Response / Comment. See responses 2.4.2a,
2.4.2b, and 2.2.20b.

'

.

2'.5 other guestions

2.5.1a Are there any other agency /organisation
standards or programs there should be adopted for use in !
upgrading commercial grade products for use in safety related'

systeas?

Response / Comment. Yes. Many organisations '

world vide perform actual periodic performance
evaluation verification of many critical

,

characteristics. Whereas the orientation towards
.

20 CFR 50, Appendix B has been a paper review,
non-US nuclear industries an non-nuclear
industries concentrate on actual performance
' erification. Although certain aspects, such asi
radiation withstand, may not be verified, many
truly meaningful critical characteristics are.
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:i
Por example, Onde2 writer's Laboratories performs
frequent periodic to110v-up for OL listed or
recognised components as evidenced by the 1

discussions and background to MRCs 80-10.
iLikewise, generally skallar ettorts are
iundertaken by the Swedish Institute of testing

and Approvals'of siectrical Bquipment (sRNKO),
the canadian standards Association (csA), the US
NL11tary as part of the'AFL process, British
standards Institute (BsI) and the German Approval
Agency (VDE) . -

A careful review of.the ladependence and
thoroughness of these agencies can be used to
accept certain critical characteristics which~can

i not reasonably be verified otherwise,

i2.5.1b should these standards or programs be endorsed +

by NRC regulations?

Response / Comment. Ultimately, endorsement
1

ainiana, priate) would be of value.(as appro As a'

the NRC inspectors and industry should;

be apprised of the * quality" that such '

| Ladependent agencies actually psovide.
|

,

t

2.5.2 Are there other alternatives that could provide
* the necessary assurances?

1

. Response / Comment. In zwcent years we have
all seen a return to the realisation that
engineering involvement is necessary and
appropriate. A " cock-book" or " fill-in the '

blanks" apptoach is not adequate, prudent, or a ,

-

basis to ensure technical adequacy. This trend
back to reasonable engineering must be encouraged
by recognising application driven engineering

.

differences exist. The review, whether NRC or
b industry, must be performance based to preclude

not " punishing" engineering, which may be
excellent, on the basis that it does not fit some
one's checklist.

En addition, the Laplication that the to crR
50 Appendix B vendor which has a product which is'

superior in quality to a non to cra 50 Appendix B
.

vendor must be corrected. A utility may and '

should be encouraged to select the best technical
product, using a thorough Commercial Grade Iten
Dedicatica Process, to demonstrate adequacy.
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This places control in the hands of the 1Loensees |and will-minimise (although obviously not.

completely prevent) fraudulent and counterfeit .
!products provided by a supplier hiding behind a i

10 CTR 50 Appendix Ba 2.0 CFR 21, and i*Proprietery* programs. ;

2.5.3 To what extent should any existing controls or
any additional controls being contemplated in the ANPR be
extended to nonsafety-related applications in " balance of
planta structures, systems and components?

Response / Comment. The drive to meet the i

Performance Indicators pronu1 gated by both i
Industry and Enc and a greater emphasis on
engineered solution:v to problems will lead to

. Laprovements in balance of plant. The addition
of regulations to Balance of Plant would lead to;

! disincentive due tos ,

.*
,

;-
. exity and perceived personal|; . Increased

| risk to make venents requiring regulatory
oversite driven review.

,

' . Inon ased costs and resultant Laoentive.= for
producers to provide fraudulent and cousserfeit'

products.

. Diffusion of accountabliity and responsibi11ty

. Potential for the economic m in of the nuclear
power plant option in the 08.

.

'

. i

*

.n

.
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