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| Decemoer 17, 1990 =

Mr. Edwarc L. Jordan, Chairman
Committee to Review Generic Requirements
U. S. Nuclear Regulatory Commission

| Mail Stop 3701
|' Washington, D. C. 20555 !
|

Dear Mr. Jordan:

We understand that CRGR is currently reviewing a draft Generic Letter
(CL) addressing dedication of commercial grade items for safety related
application and potentially other issues related to industry procurement
improvement programs. An earlier version of this draft GL was provided to
NUMARC for industry review on April 27, 1990. Our letter of May 16, 1990 to
Mr. Brian Grimes provideo comments on that earlier version. We understand

| that the draft GL has been significantly revised since that time, but NRC has
not provided later versions for our review, so we are unaware of the content
of the craft GL currently undergoing CRGR review.

We have met with the NRC staff on numerous occasions to discuss the
| issues addressed by the earlier version of the draft GL. Based on these
I discussions, it is unclear whether the positions delineated in our May 16

letter have been taken into account in revising the draft Generic Letter. We|

would like to reiterate that the positions expressed in that letter remain
valid and should be give careful consideration.

Moreover, in discussions with the staff since our comments on the
earlier version of the draft GL, and in review of SECY 90-304, which has been

i issued in Ine interim, we have identified some concerns with an additional NRC
| staff cosition that may oe addressed in the current draft GL. This position

involves the relationship of 10 CFR 50 Appendix 8 reouirements to the industry
| initiatives developed to bring about industry procurement program

improvements. The improvements developed by the industry were not considered
as additional mechanisms to address the requirements of Appendix 9. Eacn
utility already has an NRC approved Appendix B program. Rather, the
improvements were developed to be utilized by utilities to address fundamental
changes in the marketplace. These changes include: 1) A primary need for
replacement oiece parts rather than complete equipment; 2) Diminishing
numoers of vendors with Appendix B programs and resultant need for use of.
commercial grade items; and, 3) Increased obsolescence of installed items.
NRC officials have stated that no widespread or significant safety issues have
been founo due to existing procurement practices. We believe prescriptive
regulatory aoproaches to t!m ;ndustrf-init hted improvements are therefore
unwah 4tict:u. We ".re hopeffn'th# the irJ d atives will not be viewed, either
by industry or NRC. as an " extension" of Appendix B type requirements into new
areas and affecting additional vendors. This will only exacerbate the

| situation tnat has led to diminished numoers of quality vendors and to related
! proolems.
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Mr. Edwarc . Jordan
IDecemoer 17. 1990

Page 2 |

I,

We sopreciate the opportunity to provide connents to CRGR on this i

iimportant issue. We would be happy to provide ai;y additional input that-ftRC
may find useful in addressing our mutual need to assure the continuation of !

high quality in the items procured by the industry. Please contact me if you
'

have any further questiens.

Sincerely,

jh/) c m
William H. Rasin
Director, Technical Division

REB /

cc: B ian (. Grimes, NRR

.
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MEMORAIGUM FOR: Edward L. Jordan, Chairman
Comittee to Review Generic Requirements

FROM: Frank J. Miraglia, Deputy Director
Office of Nuclear Reactor. Regulation

SUBJECT: PROPOSED GENERIC LETTER ON LICENSEE COMMERCIAL-GRADE
PROCUREMENT AND DEDICATION PROGRAMS

The Office of Nuclear Reactor Regulation requests that the Committee to Review
Generic Requirements (CRGR) consider the enclosed proposed generic letter. The
staff is proposing the enclosed generic letter to notify the industry of the
staff's intent to pause in conducting prograrnmatic procurement inspection and
enforcement activities and to identify a number of failures in the licensees'
consercial-grade dedication programs identified during past NRC inspections.
This Seneric letter also provides information from the NRC's inspections of the
licensees' commercit.1-grade procurement and dedication programs which, if
included in licensees' implementation of these programs, could have avoided
violations of regulatury requirements.

The tommercial-grade dedication inspection findings discussed in Enclosure 1 to
the generic letter are based upon 10 CFR Part 50, Appendix B requirements and
do not involve changes in the staff's positions. Further, the proposed generic
letter does not rcquire any specific licensee action or respcose to the NRC
based on the issuance of this generic letter. Because no new regulations
cr regulatory practices are involved, the relation to the Comission's safety
goals have not been explicitly addressed. However, this action appears to
relate to how well a plant is operated. The matters addressed in this generic
letter contribute to reducing or avoiding a substantial increase in uncertainty
in the assumptions on which safety goal calculations are based.

Enclosure 2 to this memorandum is the proposed generic letter and Enclosure 1
contains the CRGR review package. Brian K. Grimes, Director, Division of
Reactor Inspection and Safeguards, is the sponsoring division director.
OGC concurrence is currently being sought.

.

kfb '

Y

Frank J. M1 aglia, Deputy Director
Office of Nuclear Reactor Regulaticn

]
Enclosure:
1. CRGR Review Package I

2. Draft Generic Letter on Licensee
Commercial-Grade Procurement
and Dedication Prograns

CONTACT: Richard P. McIntyre, NRR
!

492-3215 j
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ENCLOSURE 1-

CRGR REVIEW PACKAGE

RESPONSE TO REQUIREMENTS FOR CONTENT Of PACKAGE SUCMITTED FOR CRGR REVIEW

(i) The proposed generic requireraent as it is proposed to be sent
out to all holders of operating licenses and construction
permits for nuclear power plants.

The staff position is:

The proposed position is stated in the proposed generic letter.
In sumary, all holders of operating licenses and construction
permits fer nuclear power reactors would be notified of the staff's
intent f.o pause in conducting programraatic procurement inspection and
cr fore.: ment activities. However, the NRC will conduct selected
assessments to determine the progress of the industry in improving
procurement and dedication programs. (Utilities are now
implementating the huclear Manageraent Resources Council (NUMARC)
Initiative on the Dedication of Cormercial-Grade Items and the
Cortprehenshe Procurement Initiative). This generic letter
ideatifics a nurr.ber of failures in the licensees' commercial-grade
dedication programs that were identified during recent NRC
inspections. In addition, this generic letter provides the staff's

' views on key activities, which, if included in licensee
inaplementation of these prograras, could have avoided such failures.

(ii) Draf t staff papers or other underlying staff documents supporting
the requirements or staff (regulatory) positions. (A copy of all
materials referenced in the document shall be made available upon
request to the CRGR staff. Any comittee member snay request that
the CRGR staff obtain a copy of any referenced raaterial for his or
heruse.)

.

The fcilowing documents support the staff's position:

(a) Proposed NRC Generic Letter 90-XX: " Licensee Comnierical-
* Grade Procurement and Dedication Programs" (See generic

letterinEnclosure2).
(b) Enclosure 1 of the proposed generic letter lists 13 NRC

Inspection Reports regarding licensees' procurernent and
dedication programs.

(c) NRC Generic Letter 89-02: " Actions to Improve the
Detection of Counterfeit and Fraudulently Marketed Products."
Enclosure I to Generic Letter 89-02 lists NRC bulletins and
information notices regarding nonconfurming materials and
equipnient.



.

.

-3-
,

(d) SECY-90-057, Advance Notice of Proposed Rulemaking,
" Acceptance of Products Purchased for Use in Nuclear Power
Plant Structures, Systems, and Components."

(e) SECY-90-304, "NUMARC Initiatives on Procurement."

(f) SECY-90-261, " Inspection and Enforcement Initiatives
for Commercial-Grade Procurement and Dedication Programs."

(iii) Each proposed requirement or staff (regulatory) position shall
cor.tain the sponsoring office's position as to whether the pro-
posal would increase requirements or staff (regulatory) posi-
tions, implement existing requircments or staff (regulatory)
positions, or would relax or reduce existin5 requirements or
staff (regulatory) positions.

The commercial-grade dedication approaches discussed in Enclosure
1 of the proposed generic letter do not constitute new NRC require-
ments or positions, but provide specific clarifications to imple-
mentation guidance to meet 10 CFR Part 50, Appendix B. However,
if current or improved procurement activities identify chort-
comings in the form, fit, or function of specific vendor products
or if failure experience or current information on supplier
adequacy indicates that a conponent may not be suitable for
service, corrective actions should include a look-back for all

' such installed and stored items. The licensees' actions in this
regard for both warchouse and installed items should follow the
existing requirements for corrective action and follow-up con-
tained in Criterion XVI of 10 CFR Part 50, Appendix B.

(iv) The proposed method of implementation along with the concurrence
(and any comments) of OGC on the method proposed.

The staff prcposes to promulgate the clarification by means of
a generic letter. This method has been effective in the past.
The Office of the General Counsel (0GC) has provided comments
and has concurred in the proposed generic letter.

(v) Regulatory analyses generally conforming to the directives and
guidance of NUREG/BR-0058 and HUREG/CR-3568. (Make sufficient
to address the Paperwork Reduction Act, the Regulatory Flexibil-
ity Act, and Executive Order 12291).

(a) This request for information was approved by the Office of
Management and Budget under blanket clearance number
3150-0011 as meeting the requirements of the Paper Reduction
Act and Executive Order 12291.

(b) Because this request is not a rulemaking action, the !
Regulatory Flexibility Act does not apply.

!

|
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(vi) Iden ification of the category of reactor plants to which the-

generic requirement or staff position is to apply (that is,
whetier it is to apply to new plants only, new OLs only, OLs
aft':r a certain date, OLs before a certain date, all Ots, all
plants under construction, all plants, all water reactors, all

) PWRs only, some vendor types, some vintage types such as BWR 6
and 4, jet pump and nonjet pump plants, etc.)

As described in Item (i) above, the proposed requirements apply
to all holders of operating licenses and construction permits

,

for nuclear power reactors. '

I

(vii) for each such category of reactor plants, an evaluation which
demonstrates how the action should be prioritized and scheduled
in light of other ongoing regulatory activities. The evaluation |
shall docuraent for consideration information available concern- '

ing any of the proposed backfit factors as may be appropriate
and any other infcrmation relevant and material to the proposed
action: i

Fesponse to this item is not required pursuant to Revision
4 of the CRCR Charter, Section III.D., because the proposed
seneric letter announces ai, NRC inspection pause and conforming to
the staff views on key dedication activities would bring licensees
into compliance with existing regulatory requirements. This action j
should not affect the industry's schedule for improvements because
the initiative on commerical-grade dedication was implemented in 1

,

early 1990 and the comprehensive procuren>ent initiative is already i

underway.

(viii) For each evaluation conducted pursuant to 10 CFR 50.109, the
proposing office director's determination, together with the
raticnale for the determination based on the considerations
of paragraphs (i) through (vii) above, that:

(a) There is a substantial increase in the overall prctection
of public health and safety or the common defense and security ,

to be derived from the proposal; and 1

This item is not applicable since no changes in staff positions
are involved. However, the following discussion provides
the safety significance of this action:

The NRC has identified numerous instances in which the
nuclear industry received, accepted, and installed products
that were not of the quality identified by the manufacturer

[ or supplier. The NRC has also identified examples of
significant deficiencies in the procurement and dedication
of conunercial-grade items, with errors traceable to both
suppliers and purchasers who dedicate the items for'

safety-related applications.

4
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The inadequate dedication of commercial-grade items by.

suppliers and purchasers (including licensees), increases
the prcbability that hardware installed in safety-related
applications may not perform as desired. Therefore, the
guidance in the proposed generic letter provides for overall
protection of public health and safety.

The NUMARC Initiative on the Dedication of Commercial-Grade
Items requested that utilities review end, if necessary,
develop or upgrade current programs to meet the intent of
Electric Power Research Institute (EPRI) NP-5652. Generic
Letter 89-02 conditionally endorses EPRI NP-5652 as a guide-
line for commercial-grade dedication. The EPRI guideline
presents several approaches to implement existing requirements ;

as they apply to commercial-grade items.

(b) The direct and indirect costs of implementation, for the
facilities affected, are justified in view of this increased
protection.

(1) Direct and indirect costs associated with the required
actions by the generic letter result primarily from
the evaluation by licensees of their existing procurement
programs, and, for deficient programs, the necessary
corrective actions. The liccnsees are performing this
review as a result of the NUMARC initiative and should
not require substantial additional resources in crder to
consider the staff views expressed in the generic letter.-

The amount of effort needed to correct deficient programs
will be a function of the current adequacy of licensee's
programs and may range from no changes to changes that
require several FTEs each year. The staff believes that
the ccsts of implementation are justified in view of the
need to ensure the suitat,ility of materials and equipment
procured for use in nuclear safety-related applications.

(2) Occupational radiation exposure should not increase
because of the actions requested by.this generic letter.

(3) NRC resources will be required to conduct selected
assessn,ents to determine the progress of the industry
in implementation of the initiative on the dedication
of commercial-grade items.

(ix) For each evaluation conducted for proposed relaxations or
decreases in current requirements of. staff positions, the action
is justified because of the proposing office director's deter-
mination, together with the rationale for the determir.ation based
on the considerations of the above, that:

(a) the public health and safety and the conoon defense and |
security would be adequately protected if the proposed
reduction in requirements or (regulatory) positions were
impleniented; and

.

_-
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(b) the cost savings attributed to the action would be substantial
enough to justify taking the action.

This item is not applicable to the proposed generic letter because
. the staff is not propusing a relaxation or decrease in current

requirements.

,

.

|

!
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T0: ALL HOLDERS OF OPERATING LICENSES AND CONSTRUCTION PERMITS FOR
huCLEAR POWER REACTORS

SUBJECT: LICENSEE COMMERCIAL-GRADE PROCUREMENT AND DEDICATION PROGRAMS
(GL 90-XX)

This generic letter notifies the industry of the staff's intent to pause in
conducting certain procurement inspection and enforcement activities and to
identify a number of f ailures in the licensees' connercial-grade dedication
programs identified during recent inspections performed by the U.S. Nuclear
Regulatory Commission (NRC). This generic letter also provides further
discussion of the staff's views on key activities which, if included in
licensee iraplementation of these programs, could have avoided such failures.

During 1986 to 1989, the NRC has conducted inspections of the licensees'
procurement and commercial-grade dedication programs. During these
inspections, the NRC staff identified a common, programmatic deficiency in the
licensees' control of the procurement and dedication of connercial-grade items
for safety-related applications. In a number of cases, the staff found that
licensees had not maintained programs to ensure the suitability of equipment
for safety-related applications. In addition, the staff identified equipment
of indeterminate quality installed in the licensee's facilities.

The NRC staff believes that these inspection findings, in part, indicate a
change in the industry's procurement practices and the decrease in the number
of qualified nuclear-grade vendors. Ten years ago, licensees made most
procurements for major assemblies from ap> roved vendors with programs pursuant
to Appendix B of Part 50 of Title 10 of tie Code of Federal Regulations (10 CFR).
Currently, licensees are increasing the numbers of commercial-grade
replacernent parts that they procure for use in safety-related applications.
This has resulted in a shif t of responsibility for ensuring the quality of the
item purchased from the suppliers to the licensees. Therefore, dedication
processes for commercial-grade parts have increased in importance and NRC
inspections have determined that a number of licensees have not satisfactorily
performed this dedication process.

The industry should be fully aware of the NRC's concerns in this program area.
In the past, escalated enforcement cases have provided notice to the affected
licensees and to the industry of HRC's findings, concerns, and expectations in
the implementation of procurement and dedication programs. Further, the NRC
staff continues to participate in numerous industry meetings and conferences to
discuss the NRC's positions in this area.

Nb
u n,u o
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The Nuclear Utility Management and Resources Council (NUMARC) Board of
Directors recently approved a ccmprehensive procurement initiative which if
effectively implenented should markedly improve the assurance that quality
components are installed in nuclear power plants. While monitoring industry
implernentation of these programs, the NRC staff is deferring inspections of
licensees' procurement and commercial-grade dedication processes for about a
year to allow utilities to have sufficient time to fully understand and
implement the guidance being developed by the industry.

Hcwever, the NRC will continue to perform certain types of inspection
activities. For example, the staff will conduct selected assessments to
deternine the progress of the industry in improving the procurement and
dedicction processes. The staff will continue to perform reactive inspections
relating to operational events or to defective equipment and, as required,
will continue to initiate resultant enforcement actions which will not be
affected by the decision to defer programmatic inspections. In addition, the
staff will continue to perform inspections of vendors. To further encourage
timely and effective implementation of the NUMARC initiatives, the staff will
not initiate er,forcement action in cases of past programmatic violations that
have been adequately corrected. In addition, the staff does not expect
licensees to review all past procurements. However, if during current
procurement activities, licensees identify shortcomings in the form, fit, or
function of specific vendor products, or if failure experience or current
information on supplier adequacy indicates that a component may not be suitable
f or service, corrective actions should incluce a look-back for all such
instilled and stored items. In performing these actions for both stored and
installed items, licensees should follow the existing requirements for
corrective ano 1ollow-up actions contair.ed in Criterion XVI of 10 CFR Part 50,
Appendix 5. A licensee should determine programmatic root causes when actual
deficiencies in several different vendor products are identified during current
procurenent activities and when these deficiencies lead to the replacement of,

installed or warehouse items as part of corrective action. In such cases, a
further scnpling of previously procured commercial-grade items may be
warranted.

NRC Generic Letter 09-02, " Actions to Improve the Detection of Counterfeit
and Fraudulently Marketeo products," described the NRC's observations on good
practices in procurement and provided the NRC's conditional endorsement of an
industry standard (EPRI NP-5652) on methods of commercit.1-grade procurement
ar.d dedication. A number of inspection findings indicate that licensees have
failed to include certain key activities as appropriate in the implementation
of the dedication process. Enclosure 1 includes further discussion of the NRC
staff's views on the successful implementation of licensees' programs for
commercial-grade dedication. The commercial-grade dedication approaches
discussed in Enclosure 1 do not constitute new NRC requirements or positions.
We will continue to meet with the industry to ensure a cocmion understanding of
implementation issues in this area.

PG A [*7
MNI
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Although no response to this letter is required, if you have any questions
regarding this rnatter, please contact the persons listed below.

Sincerely,

Janies G. Partlow
Associate Director for Projects
Office of Nuclear Reactor Regulation

Enclosures:
1. Characteristics of Effective Coninercial-Grade

Procuren,ent and Dedication Programs
2. List of Rccently Issued Generic Letters

lectinical Contact: Richard P. McIntyre, i1RR
(301)492-3215

.
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%dW Enclosure 1,

CHARACTERISTICS OF EFFECTIVE COMMERCIAL-GRADE
PROCUREMENT AND DEDICATION PT<0 GRAMS

Background i

Appendix B to 10 CFR Part 50 contains the NRC's regulations for procurenient
quality assurance (QA) and quality control (QC) for products to be used in
safety-related applications. In addition, the NRC has provided further
guidance in Regulatory Guides 1.28, 1.33, and 1.123. These requirements and 1

guides assure the suitability of equipment, includin5 comercial-grade items |
f or use in safety-related systems. Criterion III of Appendix B requires '

licensees to select and review for suitability of application materials, parts,
equipment, and processes that are essential to the safety-related functions of
the structures, systems, and components. Criterion IV requires that
procurement documents specify the applicable requirements necessary to ensure
functional performance. Criterion VII requires licensees to assure that the
following are sufficient to identify whether specification requirements for the
purchased material and equipment have been inet: source evaluation and 4

selection, objective evidence of quality, inspection of the source, and (
'

examination of products upon delivery. The process used to satisfy these
requirements when upgrading comercial-grade items for safety-related
applications is comonly called " dedication." The process of ensuring com- !

pliance with 10 CFh Part 50, Appendix B, must include all those activities
necessary to establish and confirm the quality and suitability of those items
to be installed in safety-related applications. Some of the dedication
activities may occur early in the procurcuent cycle, before the item is ;

'

accepted from the manufacturer. (10 CFR Part 21 has a more restricted
definition of comercial-grade item dedication related to responsibility for
evaluation and reporting of defects.) GenericLetter(GL)89-02,"Actionsto
Inprove the Detection of Counterfeit and Fraudulently Marketed Products,"
discussed corc;ercial-grade dedication in terms of engineering involvement in
the procurement process, product acceptance, and the dedication process as
identified in the EPRI NP-5652 guidelines. This enclosure provides examples of
specific failures by licensees to fully implement certain key activities for
dedicating and ensuring the suitability of comercial-grade products for
safety-related ap >11 cations. Appropriate implementation of these key
activities would lave avoided the failures in procurement and commercial-grade
dedication observed during past NRC inspections.

Inspection Observations and Findings

From 1986 to 1989, headquarters and regional personnel conducted 13 team
inspecticns of licensees' procureuent and dedication programs. These
inspections have identified a comon, broad programatic deficiency in
licensecs' control over the precurement and dedication of comercial-grade
i tects . In a number of cases, licensees have not maintained programs to ensure

nrF
} e'' ;
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the suitability of equipment for use in safety-related applications as required
by 10 CFR Part 50, Appendix B, Criterion III. From these 13 inspections, the
staff identified 8 findings that were considered to be Severity Level III
violations and 3 findings that were Severity Level IV violations. At one
plant, the staff did not assign a severity level to individual violations.
Instead, the staff considered the entire group to be a Severity Level III
problem and used enforcement discretion, as
based on the licensee's corrective actions (provided under the shutdown policy,see 10 CFR Part 2, Appendix C,
Section V.G.2). Only one of the plants that were inspected did not receive
violations in this program area.

In GL 89-02, the NRC has conditionally endorsed the dedication methods
described in EPRI NP-5652 guidelines. The staff believes that licensees who
implement these dedications methods, in accordance with the NRC's endorsement,
can establish a basis for satisfying the existing requirements of Appendix B to
10 CFR Part 50 as these requirements apply to the dedication process for
commercial-grade items. An effective commercial-grade dedication program
should include provisions to demonstrate that a dedicated item is suitable for
saf ety-related applications. For a licensee to adequately establish
suitability, certain key activities must be performed as appropriate as part of
the dedication process.

During each of the 13 inspections, the staff identified a common element in
each of the inspection findings. This element was the failure of the licensee
to assure that a commercis11y procured and dedicated item was suitable for the
intended safety-related application. In its ability to perform its intended
safety function, a dedicated commercial-grade item should be equivalent to the
same item procured under a 10 CFR Part 50, Appendix B QA program. The
following is a list of the 13 licensees inspected and the inspection report
numbers. A summary of the general inspection findings and NRC observations on
these findings follows the list of licensee inspections.

LICENSEE and PLANT INSPECTION REPORT N0.

1. Tennessee Valley Authority (Sequoyah) 50-327/86-61
50-328/86-61

2. Southern California Edison (San Onofre) 50-206/87-02
50-361/87-03
50-362/87-04

3. Alabama Power (Farley) 50-348/87-11
50-364/87-11

4. Louisiana Power and Light (Waterford) 50-382/87-19 j

l
4

DMT
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LICENSEE and PLANT INSPECTION REPORT NO.

5. Sacranento Municipal Utility District (Rancho Seco) 50-312/88-02

6. Muine Yankee Atomic Power (Maine Yankee) 50-309/88-200

7. Northern States Power (Prairie Island) 50-282/88-201
50-306/88-201

8. Portland General Electric (Trojan) 50-344/88-39
50-344/88-46

9. ConnecticutYankeeAtomicPower.(HaddamNeck) 50-213/89-200 |

10. Washington Public Power Supply System (WNP-2) 50-397/89-21
50-397/89-28

11. Floride Power (Crystal River) 50-302/89-200

12. Gulf States Utilities (River Bend) 50-458/89-200

13. Ccuonwealth Edison (Zion) 50-295/89-200
50-304/89-200

1. ' Inspection Findings

6 Failure to identify the- rrethods and ucceptance criteria for verifying
the critical characteristics, such as during receipt inspection,
dedication process, or post-installation testing.

b. Failure to establish verifiable, documented traceability of complex
commercial-grade items to their original equipment manufacturers in
those cases where the dedication program cannot verify the critical
characteristics.

c. Failure to recognize that some commercial-grade items cannot be fully
dedicated once received on site. Certain items are snarufactured
using special processes, such as welding and heat treating.
Dedication testing of these items as finished products would destroy
them. For these items, licensees rnay need to conduct vendor
surveillances or to witness certain activities during the
manufacturing process.

Discussion

The NRC staff has met on several occasions with NUMARC and licensee repre-
sentatives to discuss " critical characteristics" as used in the context of
commercial-grade procurement and dedication. The term " critical

DOF
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characteristics" is not contained in Appendix B and has no special
regulatory significance beyond its use and definition in various industry
guides and standards. The 11RC has not taken the position that all design
requiretrents must be considered to be critical characteristics as defined
and used in EPRI NP-5652. Rather, as stated in Appendix B, Criterion III,
licensees must assure the suitability of all parts, materials, and
services for their intended safety-related applications (i.e., there needs
to be assur 4ce that the item will perform its intended safety function
when required). The licensee is responsible for identifying the important
design, material, and performance characteristics for each part, material,
and service intended for safety-related applications, establishing
acceptance criteria, and providing reasonable assurance of the conformance
of items to these criteria. There is no minimum or mcximum number of
critical characteristics that need to be verified. Further, the critical
characteristics for an item may vary from application to application
depending on the design and performance requirements unique to each
application.

A licensee may take different approaches for the verification of the
critical characteristics, depending on the complexity of the item. In
many cases, the licensee can verify the critical characteristics of a
sinple item curing the receipt inspection. However, for a complex item
with internal parts which receive special processing during manufacturing,
the licensee would prcbably need to audit or survey the vendor to verify
the critical characteristics necessary for the item to perform its safety
function. When the dedication program cannot verify the critical
characteristics, the licensee should establish documented, verifiable
traceability to the original equipment manufacturer. For simple items
s 'S critical characteristics that can be verified for the most severe or
i.m ting plant application, the licensee might prefer a broad dedication
program to identify and verify the item's critical characteristics to
qualify that item for all possible plant applications. For complex items
that would be purchased for specific plant applications, the licensee
should address the acceptance criteria for each iten, individually.
Engineering involvement is essential in either method because the
technical evaluation will identify the critical characteristics,
acceptance criteria, and the methods to be used for verification.

2. Inspection findings

a. Failure to demonstrate that a like-for-like replacement item is
identical in form, fit, and function to the item it is replacing.
Part number verification is not sufficient because of the probability
of ur. documented changes in the design, material, or fabrication of
commercial-grade items using the same part number.

,

b. Failure to evaluate changes in the design, material, or manufacturing
process for the effect of these changes on safety function
performance (particularly under design basis event conditions) of
replacement items that are similar as opposed to identical to the
items being replaced.

N
a.w.
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c. Failure to ensure that items will function under all design
requirements. On some occasions, licensees only ensured that the
comrrercial-grade item would function under normal operation
conditions.

d. Failure to verify the validity of certificates of conformance
received from vendors not on the licensee's list of approved
vendors / suppliers. An unverified certificate of conformance frora a
commercial-grade vendor is not sufficient.

Discussion

A like-for-like replacement is defined as the replacement of an item with
an item that is identical. A like-for-like replacement does not change
the engineering analysis or as-built configuration of the component or
system in which it is installed, and the replacement item meets the same
design specifications, technical and quality requirements, and functional
characteristics as the iten it replaces. If differences from the original
item are identified in the replacement item, then the item is not
identical, but similar to the itera being replaced, and an evaluation must
be performed to determfre if any changes in design, material, or the
manufacturing process could impact the functional characteristics and
ultiantely the corrponent's ability to perform its re. quired safety function.

If the licensee can demonstrate that the replacen,ent item is identical,
then the licensee necd not identify the safety f unction or review and
verify the design requirements and critical characteristics. For example,
the replacement item would be identical if it was purchased at the same
time from the same vendor as the item it is replacing, or if the user can
verify that there have been no changes in the design, materials, or
manufacturing process since procurement of the item being replaced.

Engineering involvement is essential in the above activities. The extent
of this involvuaent is dependent on the nature, complexity, and use of the
items to be dedicated. Engineering personnel should participate in the
procurement process, and product acceptance, to develop purchase
specificttions, determine specific testing requirements applicable
to the products, and evaluate the test results. When engineering
personnel specify design requirements for inclusion on the purchase
documents for replacement components, they need not reconstruct and
rev'erify the design adequacy, but only ensure that these design require-
mer,ts (which muy reference the original design basis) are properly
translated into the purchase order.

Reliar;ce on part number verification and certification documentation is
insufficient to ensure the quality of commercially procured products.
To conduct effective product acceptance programs, licensees should ensure
that these prograns include receipt and source inspection, appropriate
testing criteria, effective vendor audits (including witness / hold points),
special tests and inspections, and post-installation tests. The licensees
should establish procedures to implcment their prcgrams and should ensure
that the implementing personnel have adequate qualifications and training.

r#v, o. i.
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MEMORANDUM FOR: Edward L. Jordan, Chairman tiOygg g-

Committee to Review Generic Requirements

FROM: Frank J. Miraglia, Deputy Director..

Office of Nuclear Reactor Regulation

SUBJECT: PROPOSED GENERIC LETTER ON LICENSEE CGMMERCIAL. GRADE
FROCUREMENT AND DEDICATION PROGRAMS

The Office of Nuclear Reactor Regulation requests that the Committee to Review
GenericRequirements(CRGR)considertheenclosedproposedgenericletter. The
staff is proposing the enclosed generic letter to notify the industry of the
staff's intent to pause in conducting programmatic procurement inspection and
enforcement activities and to identify a number of failures in the licensees'
corrzercial-grade dedication programs identified during past NRC inspections.
This gereric letter also provides information from the NRC's inspections of the
licensees' commercial-grade procurement and dedication programs which, if
included in licensees' inplementation of these programs, could have avoided
violations of regulatory requirements.

The commercial-grade dedication inspection findings discussed in Enclosure 1 to
the generic letter are based upon 10 CFR Part 50, Appendix B requirements and
do not involve changes in the staff's positions. Further, the proprsed generic
letter does not require any specific licensee action or resporse to the hRC
based on the issuance of this gereric letter. Because no new regulations
cr regulatory practices are involved, the relation to the Corrission's safety
goals have not been explicitly addressed. However, this action appears to
relate to how well a plant is operated. The matters addressed in this generic
letter contribute to reducing or avoiding a substantial increase in uncertainty
in the assumptions on which safety goal calculations are based.

Enclosure 2 to this mcmorandum is the proposed generic letter and Enclosure 1
contains the CRGR review package. Brian K. Grimes, Director, Division of'
Reactor Inspection and Safeguards, is the sponsoring division director.
OGC concurrence is currently being sought.

Original cigned by
Frank J. 2iraglia

Frank J. Miraglia, Deputy Director
Office of tiuclear Reactor Regulation

0FC :VIETDRIS:likR :VlB:DRIS:NRR :UD:DRIS:NRR :D:DRISiNRR :

....__:.. .............:......____ .._:..... .. __.__:........ . :..._____... __:.......__....
NAME :RPMcIntyre:mkm* :UPotapovs* :BDLiaw :BKG ime :
......:...__......__..:........._____:._...........:..............:__....___....:_____........
DATE :10/25/90 :10/25/90 :11/ /g0 :11$//90 :

OFC :ADT:NRR :DD:N : Tech Editor
. ....:.. .........: . '. ....._:............--:._..........- :........---...:...-.--------
HAME ::W 1 :FMir a :JMain*
......:.. ...........:.. ...........:___. ..__-....:..... _.-...__:-______-...---:- ----------.
DATE :11/1 /90 :11 6 /90 :11/14/90

0FFICIAL RECORD COPY DOCUMENT NAME: JORDAN MEMO
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Enclosure: .see next pags
1. CRGR Review Package
2. Draft generic letter on Licensee

Connercial-Grade Procurement
and Dedication Programs

CONTACT: Richard P. McIntyre, NRR * see previous concurrence
492-3215
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PDR CERossi DCrutchfield BDLiaw EWBrach
VIB/DRIS R/F CBerlinger ilTravers UPotapovs OGCB R/F
JGPartlow SVarga BKGrimes RMcIntyre JRoe

.

!

,

|

;

i

j

.I



_ __ ___ __ _ __ _ ___ __ _

'

1

January 10, 1991 !
,

'

MEMORANDUM FOR: James M. Taylor l

Executive Director for Operations
j

FROM: Edward L. Jordan, Chairman I

Committee to Review Generic Requirements
,

'

|SUBJECT: MINUTES OF CRGR MEETING 197
|
,

Ine Cuantiee t: P.e " e .: treric Requirements (CRGR) met on Tuesday,
December 18,1990 from 2:00 - 5:00 p.m. A list of attendees at the meeting is
enclosed (Enclosure 1). The following items were discussed at the meeting. j

1. B. Grimes of NRR presented for CRGR review a proposed generic letter on
licensee commercial-grade dedication and procurement programs. Although
the package stated that it involved no new positions or backfitting, the
CRGR expressed the opinion that the package, as presented, seemed to be,

a backfit. The staff agreed to provide another package, modified so it
;would not constitute backfitting in the near future. This matter is '

discussed in Enclosure 2.

In accordance with the E00's July 18, 1983 directive concerning " Feedback and
Closure of CRGR Review," a written response is required from the cognizant
office to report agreement or disagreement with CRGR recommendations in these
minutes. The response, which is required within five working days after
receipt of these minutes, is to be forwarded to the CRGR Chairman and if there
is disagreement with CRGR recommendations, to the EDO for decision making.

Questions concerning these meeting minutes should be referred to Dennis
Allison (492-4148).

Cngma; Signed by:
OO0h00d F. Ross

[ Committee to Review Generic
Edward L. Jordan, Chairman

Requirements

Enclosures:
As stated

cc w/ enclosures:
Commission (5)
SECY

J. Lieberman
P. Norry
D. Williams
Regional Administrators
CRGR Members '

,

Distribution: See next page- ,/j
,mm ,

"" A0 00:AE0D C:CRGih 003DAllison:sim URoss Edoraan
01/g/91 01/ /91 01{/M91
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Distribution:
Central File w/o encl.
PDR (NRC/CRGR) w/o encl.
P. Kadambi
CRGR C/F
CRGR S/F
J. Sniezek
H. Taylor
W. Russell
B. Grimes
G. Cwalina
G. Mizuno
D. Ross
D. Allison
E. Jordan
J. Conran



.. .. .. ..

. _ . __ _ _ _ __ _ _ _ -___-

'
,

( ENCLOSURE 1

ATTENDENCE UST

| CRGR Meeting No. 197
1

December 18, 1990
|
|

CRGR Members ?!RC Staff

E. Jordan W. Russell
G. Arlotto B. Grimes
F. Miraglia W. Brach
8. Sheron G. Cwalina
L. Reyes E. McKenna
L. J. Callan E. Baker

A. Herdt
CRGR Staff U. Potapovs

R. McIntyre
J. Conran . Vandenburgh
D. Allison
D. Ross

; i
I
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Enclosure 2 to the Minutes of CRGR Meetina No.197
Procosed Generic letter on Licensee

BLmmercial-Grade Dedication and procurement proarams I

:

December 18, 1990 i

TOPIC

B. Grimes of NRR presented for CRGR review a proposed generic letter on
licensee commercial-grade dedication and procurement programs. The staff had 1

recently instituted a pause in inspection in this area in order to allow time
for licensees to improve their programs in accordance with an industry
initiative. When inspection activities were resumed, they would initially
consist of assessments to determine that a substantive improvement effort was
underway. The purposes of the proposed generic letter were to: (1) announce
(or confirm) the staff's recent pause in inspections; (2) describe the staff's
enforcement practices; and, (3) discuss misunderstandings or weaknesses found-
in NRC inspections. The package stated that it involved no new positions or
backfitting.

BACKGROUND

The review package was transmitted by a memorandum for E. Jordan from
F. Miraglia dated November 28, 1990. The package included:

(1) CRGR review package (answers to standard questions)
-(2) Draft generic letter

!
A revised draft generic letter was provided for discussion at the meeting. A >

copy is provided as Attachment 1 to this enclosure,
i

'l

The CRGR also received comments from the Nuclear Management and Resources

adncil (NUMARC) which were distributed at the meeting. A copy is provided in
'|

Attachment 2 to this enclosure.

L
_. _, . . _ - __. . ---- -
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CONCLUSIONS / RECOMMENDATIONS

The CRGR expressed the opinion that the oackage, as presented, seemed to be a
backfit and, unless ~ndified, it should be austified as a backfit. ~

A primary contributor to this opinion was the enclosure to the generic letter
which described weaknesses and misunderstanding found in previous inspections.
This appeared to be conveying new staff positions. Further, it appeared to.go
beyond the industry initiative which had been endorsed by the staff, with some
conditions, as an acceptable approach. Finally, the package could appear
contradictory - implying that licensees should meet all the recommendations of

the industry initiative (and the enclosure) but at the same time maintaining
that there were no new positions and the staff's only enforcement standard was
Appendix B to 10 CFR 50.

I

The CRGR expressed the opinion that the package could be modified so it would
not constitute backfitting. The primary modification would be deleting or
substantially modifying the enclosure which discussed weaknesses and
misunderstandings found in the previous inspections. In this case, the CRGR
would support issuance of the generic letter, subject to CRGR staff check of
the revised letter (and possibly circulating the revised letter to the
members). The staff agreed to provide a revised package along these lines in
the near future.

It was noted that the CRGR wanted to see the procedures for the forthcoming
assessments to determine that a substantive improvement effort was underway.
The staff agreed to provide the procedures when they were written.

.

9
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DRAFT !
,

TO:
ALL HOLDERS OF OPERATING LICENSES AND CONSTRUCTION PERMITS FORNUCLEAR p0WER REACTORS

SUBJECT:
LICENSE COMMERCIAL-GRADE PROCUREMENT AND DEDICATION PROGRAMS-(90-XX)

This generic letter notifies the industry of the staff's intent to pause in
conducting certain procurement inspection and enforcement activities and
identifies a number of. failures in the licensees * connercial-grade dedication
programs identified during recent team inspections performed by the U.S.
Nuclear Regulatory Commission (NRC). This generic letter provides discussion
of the staff's views on key activities which, if they had been included in
licensee implementation of these programs, could have avoided such failures. ,

During the period from 1986 to 1989, the NRC conducted 13 team inspections of
the licensees' procurement and commercial-grade dedication programs.these inspections During

in the licensees', control of the procurement and dedication process ofthe NRC staff identified a comon, programmatic deficiency
comercial-grade items for safety-related applications. In a number of cases,
the staff found that licensees had failed to adequately maintain programs to
assure the suitability of commercially procured and dedication equipment forits intended safety-related applications. In addition, the staff identified
equipment of indeterminate quality installed in the licensee's -facilities.

The NRC staff believes from these inspection findings that, there has been a
change in the industry's procurement practices and a decrease in the number ofqualified nuclear-grade vendors. Ten years ago, licensees procured major
assemblies from approved vendors who maintained quality assurance programs
pursuant to Appendix B of Part 50 of Title 10 of the Code of Federal
Regulations (10 CFR). Currently, due to the reduction in the number of
qualified nuclear-grade vendors, licensees are increasing the numbers of

(

commercial-grade replacement parts that they procure and dedicate for use in ,

safety-related applications.
_ This has resulted in an increased emphasis:by the

staff that licensees maintain dedication programs that assure the quality ofitems purchased. Therefore, dedication processes for comercial-
have increased in importance and NRC inspections have determined' grade partsthat a number
of licensees have not satisfactorily performed this procurement and'. dedication;process.

The industry has been made fully' aware of the NRC's concerns in this program.-
In the past, escalated enforcement cases have proYided notice to thearea.

,

affected licensees and to.the industry of "-~1 M dings, conrerns, and
r.

expectations in the implementation of procurement and dedication programs.
Further, the NRC staff continues to participate in numerous industry meetings
and conferences at which the NRC's positions in this area have been presented.

A77M/MM7 / 7b
EMC4OSWHE 2
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The Nuclear Utility Management and Resources Council (NUMARC) Board of
Directors recently approved a comprehensive procurement initiative. While
monitving industry implementation of licensee program improvmenb, the NRC

_ staff is deferring inspections of licensees' procurement and cueerwiul gradc -
dedication processes for about a year to allow utilities sufficient time to
fully understand and implement the guidance being developed by the industry and
to evaluate the effectiveness of the programs.

However, the NRC will continue to perform certain types of inspection
activities. For example, the staff will conduct selected assessments to
determine the progress of the industry in improving the procurement and
dedication processes. The staff will continue to perform reactive inspections
relating to operational events or to defective equipment and, as required,
will continue to initiate resultant enforcement actions which will not be
affected by the decision to defer programmatic inspections. In addition, the
staff will continue to perform inspections of vendors. The staff expects to
resume procurement inspection activities in the late summer of 1991.

The staff will not initiate enforcement action in cases of past programmatic
violations that have been adequately corrected. In addition, the staff does
not expect licensees to review all past procurements. However, if during
current procurement activities, licensees identify shortcomings in the forn,
fit, or function of specific vendor products, or if failure experience or
current information on supplier adequacy indicates that a component may not be
suitable for service, corrective actions should include a look-back for all
such installed and stored items. In performing these actions for both stored
and installed items, licensees should follow the existing requirements for
corrective and follow-up actions contained in Criterion XVI of 10 CFR Part 50,
Appendix B. A licensee should determine programmatic root causes when actual
deficiencies in several different vendor products are identified during current
procurement activities and when these deficiencies lead to the replacement of
installed or warehouse items as part of corrective action. In such cases, a
further sampling of previously procured commercial-grade items may be
warranted.

In NRC Generic Letter 89-02, " Actions to Improve the Detection of Counterfeit
and Fraudulently Marketed Products," the staff described its perspective on good
practices in procurement and provided the NRC's conditional endorsement of an
industry standard (EPRI NP-5652) on methods of commercial-grade procurement
and dedication. A number of recent inspection findings indicate that licensees
have failed to include certain key activities as appropriate in the
implementation of the dedication process. Enclosure 1 includes _further
discussion of the NRC staff's views on the successful implementation of
licensees' programs for commercial-grade dedication. The commercial-grade
dedication approaches discussed in Enclosure 1 do not constitute new NRC
requirements or positions, but rather are intended to ensure a common-
understanding of implementation issues in this area.

.

4
9

w



GENERIC LETTER 90-XX -3-

Although no response to this letter is required, if you have any questions
regarding this matter, please contact the persons listed below.

,

- Sincerely,

James G. Partlow
Associate Director for Projects
Office of Nuclear Reactor Regulation

Enclosures:
1. Characteristics of Effective Commercial-Grade

Procurement and Dedication Programs
2. List of Recently Issued generic letters

Technical Contact: Richard P. McIntyre, NRR
(301)492-3215

:

Uldis Potapovs, NRR
(301) 492-0959

l
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Enclosure 1

CHARACTERISTICS UF Ef f ECTIVE CDt9tERCIAL-GRACE
PROCUREMENT ~ ND ut01LM10h TLRAMS

1

IBackground
!

Appendix B to 10 CFR Part 50 contains the NRC's regulaticns for procurement
quality assurance (QA) and quality control (QC) for products to be used in
safety-related applications. In addition, the NRC has provided further
guidance in Regulatory Guides 1.28, 1.33, and 1.123. These requirements and
guides assure the suitability of equipment, including comercial-grade items
for use in safety-related systems. Criterion III of Appendix B requires
licensees to select and review for suitability of application materials, parts,
equipment, and processes that are essential to the safety-related functions of
the structures, systems, and components. Criterion IV requires that
procurement documents specify the applicable requirements necessary to ensurefunctiona l performance. Criterion VII requires licensees to assure that the
following are sufficient to identify whether specification requirements for the
purchased material and equipment have been met: source evaluation and
selection, objective evidence of quality, inspection of the source, and
examinatiun of products upon delivery. The process used to satisfy these
requirements when upgrading commercial-grade items for safety-related
applications is commonly called " dedication." The process of ensuring com-
pliance with 10 CFR Part 50, Appendix B, must include all those activities

,

necessary to establish and confirm the quality and suitability of those items
to be installed in safety-related applications. Some of the dedication
activities may occur early in the procurement cycle, before the item is
accepted from the menufacturer. (10 CFR Part 21 has a more restricted
definition of commercial-grade item dedication related to responsibility for
evaluation and reporting of defects.) Generic Letter (GL) 89-02, " Actions to ,

Improve the Detection of Counterfeit and Fraudulently Marketed Products,"
t

discussed commercial-grade dedication in terms of engineering involvement in
the procurement process, product acceptance, and the dedication process as
identified in the EPRI NP-5652 guidelines. This enclosure provides examples of
specific failures by licensees to fully implement certain key activities for
dedicating and ensuring the suitability of commercial-grade products forsafety-related applications. Appropriate implementation of these key
activities would have avoided the failures in procurement and comercial-grade
dedication observed during past NRC inspections.

Inspection Observations and Findings
-

From 1986 to 1989, headquarters and regional personnel conducted 13 team
inspections of licensees' procurement and dedication programs. These
inspections have identified a commnt Wad programatic deficiency in
licensees' control over the process of procurement and dedication of
commercial-grade items. In a number of cases, licensees have not maintained
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programs to ensure the suitability of equipment for use in safety-related
applications as required by 10 CFR Part 50, Appendix B, Criterion 111. From ithese 13 inspections, the staff identified 8 findings that were considerari to
De 5everitj Level III violations and 3 findings that were Severity tavel IV
v icle c ians. At one plant, the staff did not assign a severity level to
individual violations. Instead, the staff considered the entire group to be a
Severity Level 111 problem and used enforcement discretion, as provided under
the shutdown policy, based on the licensee's corrective actions (see
10 CFR Part 2, Appendix C, Section V.G.2). Only one of the plants that were !inspected did not receive violations in this program area.

In GL 89-02, the NRC has conditionally endorsed the dedication methods i
described in EPRI NP-5652 guidelines. The staff believes that licensees who
implement these dedications methods, in accordance with the NRC's endorsement,
can establish a basis for satisfying the existing requirements of Appendix B to
10 CFR Part 50 as these requirements apply to the dedication process for

!

commercial-grade items. An effective comercial-grade dedication program
should include provisions to demonstrate that a dedicated item is suitable for
safety-related applications. For a licensee to adequately establish
suitability, certain key activities must be performed as appropriate as part of i

,

the dedication process.
)

During each of the 13 inspections, the staff identified a common element ir,
each of the inspection findings. This element was the failure of the licensee

!to assure that a commercially procured and dedicated item was suitable for the !
intended saf ety-related application. In its ability to perform its intended
safety functicn, a dedicated commercial-grade item should be equivalent to the 3

same item procured under a 10 CFR Part 50, Appendix B QA program. The
following is a list of the 13 licensees inspected and the inspection report
numbers. A summary of the genera Nspection findings and NRC observations on
these findings follows the list c' 'icensee inspections..

1LICENSEE and PLANT INSPECTION REPORT NO. )

1. Tennessee Valley Authority (Sequoyah) 50-327/86-61 |
50-328/86-61 ;

!

2. Southern Calif ornia Edison (San Onofre) 50-206/87-02 |
50-361/87-03
50-362/87-04

3. Alabama Power (Farley) 50-348/87-11
50-364/87-11

4. Louisiana Power and Light (Waterford) 50-382/87-19
'

J, . . . .

|
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LICENSEE and PLANT INSPECTION REPORT N0.

5. Sacramento Municipal Utility District (Rancho Seco) 50-312/88-02

6. Maine rankee Atuniit Psei (Ma me Yankee) 50-309/88-200

7. Northern States Power (Prairie Island) 50-282/88-201
50-306/88-201

8. Portland General Electric (Trojan) 50-344/88-39
50-344/88-46

9. Connecticut Yankee Atomic Power (Haddam Neck) 50-213/89-200

10. Washington Public Power Supply System (WNP-2) 50-397/89-21
50-397/89-28

11. Florida Power (Crystal River) 50-302/89-200

12. Gulf States Utilities (River Bend) 50-458/89-200

13. Commonwealth Edison (Zion) 50-295/89-200
50-304/89-200

1. Inspection Findings

Failure to identify the methods and acceptance criteria for verifyinga.

the critical characteristics, such as during receipt inspection,
dedication process, or post-installation testing.

b. Failure to establish verifiable, documented traceability of complex
commercial-grade items to their original equipment manufacturers in
those cases where the dedication program cannot verify the critical
characteristics.

1

Failure to recognize that some commercial-grade items cannot be fullyc.
dedicated once received on site. Certain items are manufactured
using special processes, such as welding and heat treating.
Dedication testing of these items as finished products would destroy
them. For these items, licensees may need to conduct vendor
surveillances or to witness certain activities during the
manufacturing process.

;

Discussion i
'
>

The NRC staff has met on several occasions with NUMARC and licensee repre-
sentatives to discuss " critical characteristics" as used in the context of jcmecial-grade procurement and dedication. The term "criticai -

)

i

i
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characteristics" is not contained in Appendix B and has no special
regulatory significance beyond its use and definition in various industry
guides and standards. The NRC has not taken the position that all design
requirements must be considereo to be critical characteristics as defined
and used in EPRI NP-5652. Rather, n etctec in Appendix B, Criterion III,
licensees must assure the suitability of all parts, materials, and
services for their intended safety-related applications (i.e., there needs
to be assurance that the item will perform its intended safety function
when required). The licensee is responsible for identifying the important
design, material, and performance characteristics for each part, material,
and service intended for safety-related applications, establishing
acceptance criteria, and providing reasonable assurance of the conformance
of items to these criteria. There is no minimum or maximum number of
critical characteristics that need to be verified. Further, the critical
characteristics for ar. item may vary from application to application
depending on the design and performance requirements unique to each
application.

A licensee may take different approaches for the verification of the
critical characteristics, depending on the complexity of the item. In
many cases, the licensee can verify the critical characteristics of a
simple item during the receipt inspection. However, for a complex item
with internal parts which receive special processing during manufacturing,
the licensee would probably need to audit or survey the vendor to verify
the critical characteristics necessary for the item to perform its safety
function. When the dedication program cannot verify the critical
characteristics related to special processes and tests, the licensee
should establish documented, verifiable traceability to the original
equipment manufacturer. For simple items with critical characteristics
that can be verified for the most severe or limiting plant application,
the licensee might prefer a broad dedication program to identify and
verify the item's critical characteristics to qualify that item for all
possible plant applications. For complex items that would be purchased
for specific plant applications, the licensee should address the accept-
ance criteria for each item individually. Engineering involvement is
essential in either method because the technical evaluation will identify
the critical characteristics, acceptance criteria, and the methods to be
used for verification.

2. Inspection Findings

Failure to demonstrate that a like-for-like replacement item isa.
identical in form, fit, and function to the item it is replacing.
Part number verification is not sufficient because of the probability
of undocumented chenges in the design, material, or f abrication of

!comercial-grade items using the same part number.
j|

b. Failure to evaluate changes in the design, material, or manufacturing iprocess for the effect of these changes on safety function Iperformance (panhuWiTunder design basis event conditions) of |

replacement items that are similar as opposed to identical to the
|items being replaced.

|

l

I
J
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Failure to ensure that items will function under all designc.
requirements. On some occasions, licensees only ensured that the
commercial-grade item would function under normal operation
conditions.

d. Failure to verify the validity of certiM::M M coninnv.nce
receivea f rom vendors not on the licensee's list of approved
vendors / suppliers. An unverified certificate of conformance from a
commercial-grade vendor is not sufficient.

Discussion

A like-for-like replacement is defined as the replacement of an item with
an item that is identical. A like-for-like replacement does not change
the engineering analysis or as-built configuration of the component or
system in which it is installed, and the replacement item meets the same
design specifications, technical and quality requirements, and functional
characteristics as the item it replaces. If differences from the original
item are identified in the replacement item, then the item is not
identical, but similar to the item being replaced, and an evaluation must
be performed to determine if any changes in design, material, or the
manufacturing process could impact the functional characteristics and
ultimately the component's ability to perform its required safety function.

If the licensee can demonstrate that the replacement item is identical,
then the licensee need not identify the safety function or review and
verify the design requirements and critical characteristics. For example,
the replacement item would be identical if it was purchased at the same
time from the same vendor as the item it is replacing, or if the user can
verify that there have been no changes in the design, materials, or
manufacturing process since procurement of the item being replaced.

Engineering involvement is essential in the above activities. The extent
of this involvement is dependent on the nature, complexity, and use of the
items to be dedicated. Engineering personnel should participate in the
procurement process, and product acceptance, to develop purchase
specifications, determine specific testing requirements applicable
to the products, and evaluate the test results. When engineering
personnel specify design requirements for inclusion on the purchase
documents for replacement components, they need not reconstruct and
reverify the design adequacy, but only ensure that.these design require-
ments (which may reference the original design basis) are properly
translated into the purchase order.

Reliance on part number verification and certification documentation is
insufficient to ensure the quality of commercially procured products.
To conduct effective product acceptance programs, licensees should ensure
that these programs include receipt and source inspection, appropriate
testing criteria, effective vendor audits (including witness / hold points),
special tests and inspections. ind post-installation tests. .The licemsees
should establish procedures to iplement theTy@3 ins and should ensura
that the implementing personnel have adequate qualifications and training.
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December 17, 1990 =

Mr. Edwarc L. Jordan, Chairman
Committee to Review Generic Requirements
U. S. Nuclear Regulatory Commission
Mail Stop 3701
Washington, D. C. 20555

Dear Mr. Jordan:

We understand that CRGR is currently reviewing a draft Generic Letter
(GL) addressing dedication of commercial grade items for safety related
application and potentially other issues related to industry procurement
improvement programs. An earlier version of this draft GL was provided to
NUMARC for industry review on April 27, 1990. Our letter of May 16, 1990 to
Mr. Brian Grimes provided comments on that earlier version. We understand
that the craft GL has been significantly revised since that time, but NRC has
not provided later versions for our review, so we are unaware of the content
of the craft GL currently undergoing CRGR review.

We have met with the NRC staff on numerous occasions to discuss the
issues addressed by the earlier version of the draft GL. Based on these >

discussions, it is unclear whether the positions delineated in our May 16
letter have been taken into account in revising the draft Generic Letter. We
would like to reiterate that the positions expressed in that letter remain
valid ar.d should be give careful consideration.

Moreover, in discussions with the staff since our. comments on the
i

earlier version of the draft GL, and in review of SECY 90-304, which has been '

issued in the interim, we have identified some concerns with an additional NRC
istaff position that may ce addressed in the current draft GL. This position !

involves the relationship of 10 CFR 50 Appendix B requirements to the industry
initiatives developed to bring about industry procurement program
improvements. The improvements developed by the industry were not considered
as additional mechanisms to address the requirements of Appendix B. Each I
utility already has an NRC approved Appendix B program. Rather, the

|improvements were develcoed to be utilized by utilities to address fundamental !

changes in the marketplace. These changes include: 1) A primary need for |replacement piece parts rather than complete equipment; 2) Diminishing !
numbers of vendors with Appendix B programs and resultant need for use of
commercial grade items: and, 3) Increased obsolescence of installed items.
NRC officials have stated that no widespread or significant safety issues have
been founo due to existing procurement practices. We believe prescriptive

"$* C"gulatory approaches to thG industry-initiated improvements are therefont _ _ j
re

WITantec. We are hnpeful that the initiatives will not be viewed, eTiner - ;

by industry or NRC, as an " extension" of Appendix 8 type requirements into new lareas and affecting additional vendors. This will only exacerbate the
situation that has led to diminished numbers of qua?ity vendors and to related

iproblems.
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Mr. Edwarc L. Joraan
Decemocr 17, 1990
Page 2

We appreciate the opportunity ce provida c ments to CRGR on th'is ._'..important issue.
We would ou happy to pr0 vide any additional input that-NRC

may find useful in addressing our mutual need to assure the continuation of
high quality in the items procured by the industry. Please contact me if youhave any further questions,

1

l

Sincerely,
!

|W) "%
William H. Rasin
Director, Technical Division

REB /
;

cc: Brian (, Grimes, HRR
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;
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MEMORANLUM FOR: Edward L. Jordan, Chairman
Committee to Review Generic Requirements

FROM: Frank J. Miraglia, Deputy Director
Office of Nuclear Reactor Regulation

SUBJEC1: PROPOSED GENERIC LETTER ON LICENSEE COMMERCIAL-GRADE
PROCUREMENT AND DEDICATION PROGRAMS

,

The Office of Nuclear Reactor Regulation requests that the Committee to Review
Generic Requirements (CRGR) consider the enclosed proposed generic letter. The
staff is proposing the enclosed generic letter to notify the industry of the
staff's intent to pause in conducting programmatic procurement inspection and
enforcement activities and to identify a number of failures in the licensees'
corrercial-grade dedication programs identified during past NRC inspections.
This Seneric letter also provides information from the NRC's inspections of the
licensees' commercia.1-grade procurement and dedication programs which, if
included in licensees' implementation of these programs, could have avoided
violations of regulatory requirements.

The commercial-grade dedication inspection findings discussed in Enclosure 1 to
the generic letter are based upon 10 CFR Part 50, Appendix B requirements and
do not involve changes in the staff's positions. Further, the proposed generic
letter does not rcquire any specific licensee action or response to the NRC
based on the issuance of this generic letter. Because no new regulations
er regulatory practices are involved, the relation to the Commission's safety
goals have not been explicitly addressed. However, this action appears to

| relate to how well a plant is operated. The matters addressed in this generic
| 1ctter contribute to reducing or avoiding a substantial increase in uncertainty
j in the assumptions on which safety goal calculations are based.
|
| Enclosure 2 to this memorandum is the proposed generic lctter and Enclosure 1
| contains the CRGR review package. Brian K. Grimes, Director, Division of

Reactor Inspection and Safeguards, is the sponsoring division director.
0GC concurrence is currently being sought.

.

kfaLY'-
'

Frank J. H1 aglia, Deputy Director
Office of Nuclear Reactor Regulation

Enclosure:
1. CRGR Review Package
2. Draft Generic Letter on Licensee

Cornercial-Grade Procurement
and Dedication Prograns

CONTACT: Richard P. McIntyre, NRR
492-3215
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ENCLOSURE I

CRGR REVIEW PACKAGE

RESf0NSE TO REQUIREMENTS FOR CONTENT OF PACKAGE SUCMITTED FOR CRGR REVIEW

(i) The proposed generic requirement as it is proposed to be sent
out to all holders of operating licenses and construction
permits for nuclear power plants.

The staff position is: *

The proposed position is stated in the proposed generic letter.
In summary, all holders of operating licenses and construction
permits for nuclear power reactors would be notified of the staff's
intent to pause in conducting prograrmatic procurement inspection and
enforcement activities. However, the NRC will conduct selected
assessments to determine the progress of the industry in improving
procurement and dedication programs. (Utilities are now
implementating the huclear Managerient Resources Council (NUMARC)
Initiative on the Dedication of Commercial-Grade Items and the
ComprehensiveProcurementInitiative). This generic letter
identifies a number of failures in the licensees' commercial-grade
dedication programs that were identified during recent NRC
inspections. In addition, this generic letter provides the staff's ;

,

views on key activities, which, if included in licensee
implementation of these programs, could have avoided such failures.

(ii) Draft staff papers or other underlying staff documents supporting
the requirements or staff (regulatory) positions. (A copy of all
materials referenced in the document shall be made available upon
request to the CRGR staff. Any committee member may request that
the CRGR staff obtain a copy of any referenced material for his or
heruse.)

The following documents support the staff's position:

(a)ProposedNRCGenericLetter90-XX: " Licensee Commerical-
Grade Procurement and Dedication Programs" (See generic
letterinEnclosure2).

(b) Enclosure 1 of the proposed generic letter lists 13 hRC
Inspection Reports regarding licensees' procurement and
dedication programs.

(c)NRCGenericLetter89-02: " Actions to Improve the
Detection of Counterfeit and Fraudulently Marketed Products."
Enclosure 1 to Generic Letter 89-02 lists NRC bulletins and i

information notices regarding nonconforming materials and
equipruent.

I
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(d) SECY-90-057, Advance Notice of Proposed Rulemaking,
" Acceptance of Products Purchased for Use ir. Nuclear Power
Plcnt Structures, Systems, and Components."

(e)SECY-90-304,"NUMARCInitiativesonProcurement."

(f) SECY-90-261, " Inspection and Enforcement Initiatives
for Commercial-Grade Procurement and Dedication Programs."

(iii) Each proposed requirement or staff (regulatory) position shall
cor.tain the sponsoring office's position as to whether the pro-
posal would increase requirements or staff (regulatory) posi-
tions, implement existing requirements or staff (regulatory)
positions, or would relax or reduce existin5 requirements or
staff (regulatory) positions.

ThE commercial-grade dedication approaches discussed in Enclosure
1 of the proposed generic letter do not constitute new NRC require-
ments or positions, but provide specific clarifications to imple-
mentation guidance to meet 10 CFR Part 50, Apper, dix B. However,
if current or improved procurement activities identify short-
comings in the form, fit, or function of specific vendor products
or if failure experience or current information on supplier
adequacy indicates that a component may r.ot be suitable for
service, corrective actions should include a look-back for all
such installed End stored items. The licensees' actions in this-

regard for both warchouse and installed items should follow the
existing requirements for corrective action and fcllow-up con-
tained in Criterion XVI of 10 CFR Part 50, Appendix B.

(iv) The proposed toethod of implementation along with the concurrence
(and any comments) of OGC on the method proposed.

The staff prcposes to promulgate the clarification by means of
a generic letter. This method has been effective in the past.
The Office of the General Counsel (0GC) has provided comments
and has concurred in the proposed generic letter. ;

I

(v) Regulatory analyses generally conforming to the directives and
guidance of NUREG/BR-0058 and NUREG/CR-3568. (Make sufficient i

to address the Paperwork Reduction Act, the Regulatory Flexibil-
ity Act, and Executive Order 12291)

(a) This request for information was approved by the Office of
Management and Budget under blanket clearance number
3150-0011 as meeting the requirements of the Paper Reduction !
Act and Executive Order 12291.

(b) Because this request is not a rulemaking action, the
ReSulatory Flexibility Act does not apply.

!

|
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(vi) Identification of the category of reactor plants to which the
generic requirement or staff position is to apply (that is,
whether it is to apply to new plants only, new OLs only, OLs
after a certain date, OLs before a certain date, all OLs, all
plants under construction, all plants, all water reactors, all
PWRs only, some vendor types, some vintage types such as BWR 6
and 4, jet pump and nonjet pump plants, etc.)

As described in Item (i) above, the proposed requirements apply
to all holders of operating licenses and construction permits
for nuclear power reactors.

(vii) for each such category of reactor plants, an evaluation which
demonstrates how the action should be prioritized and scheduled
in light of other ongoing regulatory activities. The evaluation
shall document for consideration information available concern-
ing any of the proposed backfit factors as may be appropriate
and any other infcrmation relevant and material to the proposec
action:

Fesponse to this item is not required pursuant to Revision
4 of the CRGR Charter, Section III.D., because the proposed
generic letter announces an NRC inspection pause and conforming to
the staff views on key dedication activities would bring licensees
into compliance with existing regulatory requirements. This action
should not affect the industry's schedule for improvements because.

the initictive on commerical-grade dedication was implemented in
early 1990 and the comprehensive procurernent initiative is already
underway.

(viii) For each evaluation conducted pursuant to 10 CFR 50.109, the
proposing office director's determination, together with the
raticnale for the determination based on the considerations
of paragraphs (i) through (vii) above, that:

(a) There is a substantial increase in the overall prctection
of public health and safety or the cocnon defense and security
to be derived from the proposal; and

This item is not applicable since no changes in staff positions
are involved. However, the following discussion provides
the safety significance of this action:

The NRC has identified numerous instances in which the
nuclear industry received, accepted, and installed products
that were not of the quality identified by the manufacturer
or supplier. The NRC has also identified examples of
significant deficiencies in the procurement and dedication
of commercial-grade items, with errors traceable to both
suppliers and purchasers who dedicate the items for I
sufety-relatrd applications.

]

|
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% The inadequate dedication of commercial-grade items by
suppliers and purchasers (including licensees), increases
the probability that hardware installed in safety-related
applications may not perform as desired. Therefore, the
guidance in the proposed generic letter provides for overall
protection of public health and safety.

The NUMARC Initiative on the Dedication of Coninercial-Grade
Items requested that utilities review and, if necessary,
develop or upgrade current programs to meet the intent of
Electric Power Research Institute (EPRI) NP-5652. Generic
Letter 89-02 conditionally endorses EPRI NP-5f52 as a guide-
line for consnercial-grade dedication. The EPRI guideline
presents several approaches to implement existing requirements
as they apply to commercial-grade items.

(b) The direct and indirect costs of implementation, for the
facilities affected, are justified in view of this increased
protection.

(1) Direct and indirect costs associated with the required
actions by the generic letter result primarily from
the evaluation by licensees of their existing procurement
progran;s, and, for deficient programs, the necessary
corrective actions. The liccnsees are performing this
review as a result of the. NUMARC initiative ar.d should
not require substantial additional resources in order to
consider the staff views expressed in the generic letter.*

The amount of effort needed to correct deficient programs
will be a function of the current adequacy of licensee's
programs and may range from no changes to changes that
require several FTEs each year. .The staff believes that

,

the costs of implementation are justified in view of the
need to ensure the suitat,ility of materials and equipment
procured for use in nuclear safety-related applications.

(2) Occupational radiation exposure should not increase
because of the actions requested by this generic letter.

(3) NRC resources will be required to conduct selected
assessrnents to determine the progress of the industry
in implementation of the initiative on the dedication
of commercial-grade items.

(ix) For each evaluation conducted for proposed relaxations or
decreases in current requirements of staff positions, the action
is justified because of the proposing office director's deter-
mination, together with the rationale for the determination based
on the considerations of the above, that:

(a) the public health and safety and the conanon defense and
security would be adequately protected if the proposed
reduction in requirements or (regulatory) positions were
implemented; and
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(b) the cost shvings' attributed to the action would be substantial
enough to justify taking the action.

This item is not applicable to the proposed generic letter'because
the :,taff is not proposing a relaxation or decrease in current
requirements.

,
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T0: ALL HOLDERS OF OPERATING LICENSES AND CONSlRUCTION PERMITS FOR
huCLEAR POWER REACTORS

SUBJECT: LICENSEE COMMERCIAL-GRADE PROCUREMENT AND DEDICATION PROGRNiS
(GL 90-XX)

This guieric letter notifies the industry of the staff's intent to pause in
concucting certain procurement inspection and enforcement activities and to
identify a number of f ailures in the licensees' commercial-grade dedication
programs identified during recent inspections performed by the U.S. Nuclear
Regulatory Commission (NRC). This generic letter also provides further
discussion of the staff's views on key activities which, if included in
licensee iraplementation of these programs, could have avoided such failures.

During 1986 to 1989, the NRC has conducted inspections of the licensees'
procurement and commercial-grade dedication programs. During these
inspections, the NRC staff identified a common, programmatic deficiency in the
licensees' control of the procurement and dedication of comercial-grade items
for saf ety-related applicatiuns. In a number of cases, the staff found that

licensees had not maintained programs to ensure the suitability of equipment
for safety-related applications. In addition, the staff identified equipment
of indeterminate quality installed in the licensee's facilities.

The NRC staff believes that these inspection findings, in part, indicate a
change in the industry's procurement practices and the decrease in the number
of qualified nuclear-grade vendors. Ten years ago, licensees made most
procurements for major assemblies from approved vendors with programs pursuant
to Appendix B of Part 50 of Title 10 of the Code of Federal Regulations (10 CFR).
Currently, licensees are increasing the numbers of commercial-grade
replacerocnt parts that they procure for use in safety-related applications.
This has resulted in a shif t of responsibility for ensuring the quality of the
item purchased from the suppliers to the licensees. Therefore, dedication
processes for commercial-grade parts have increased in importance and NRC
inspections have determined that a number of licensees have not satisfactorily
performed this dedication process.

The industry should be fully aware of the NRC's concerns in this program area.
In the past, escalated enforcement cases have provided notice to the affected
licensees and to the industry of NRC's findings, concerns, and expectations in
the implementation of procurement and dedication programs. Further, the NRC
staff continues to participate in numerous industry meetings and conferences to
discuss the NRC's positions in this area.

NImu o
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The Nuclear Utility Management and Resources COLncil (NUMARC) Board of
Directors recently approved a ccmprehensive procurement initiative which if
effectively impleriented should markedly improve the assurance that quality
components are installed in nuclear power plants. While monitoring industry
impleu.ntation of these programs, the NRC staff is deferring inspections of
licensees' procurement and commercial-grade dedication processes for about a
year to allow utilities to have sufficient tirne to fully understand and
implement the guidance being developed by the industry.

Hcwever, the NRC will continue to perform certain types of inspection
activities. For example, the staff will conduct selected assessments to
deternine the progress of the industry in improving the procurement and
dedication processes. The staff will continue to perform reactive inspections
relating to operational events or to defective equipment and, as required,
will continue to initiate resultant enforcement actions which will not be
affected by the decision to defer programmatic inspections. In addition, the
staff will continue to perform inspections of vendors. To further encourage
timely and effective implementation of the NUMARC initiatives, the staff will
not initiate enforcement action in cases of past programmatic violations that
have been adeouately corrected. In addition, the staff does not expect
licensees to review all past procurements. However, if during current
procurement activities, licensees identify shortcomings in the form, fit, or
function of specific vendor products, or if failure experience or current
ir, formation on supplier edequacy indicates that a component may not be suitable
1or service, corrective actions should incluce a look-back for all such
instviled and stored items. In performing these actions for both stored and
installed items, licensees should follow the existing requirements for
corrective ano follow-up actions contained in Criterion XVI of 10 CFR Part 50,
Appendix 5. A licensee should determine programmatic root causes when actual
deficiencies in several different vendor products are identified during current
procurenent activities and when these deficiencies lead to the replacement of
installed or warehouse items as part of corrective action. In such cases, a
further sanpling of previously procured cnnmercial-grade items may be
warranted.

NRC Generic Letter 89-02, " Actions to Improve the Detection of Counterfeit
and Fraudulently Marketeo products," described the NRC's observations on good
practiccs in procurement and provided the NRC's conditional endorsement of an
industry standard (EPRI NP-5652) on methods of commercial-grade procurement
ard cedication. A number of inspection findings indicate that licensees have
failed to include certain key activities as appropriate in the implementation
of the dedication process. Enclosure 1 includes further discussion of the NRC
staff's views on the successful implementation of licensees' programs for
commercial-grade dedication. The commercial-grade dedication approaches
discussed in Enclosure 1 do not constitute new NRC requirements or positions.
We will continue to meet with the industry to ensure a comon understanding of
implementation issues in this area.

?E,0
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Although no response to this letter i', required, if you have any questions
regarding this inatter, please contact the persons listed below.

Sincerely,

James G. Partlow
Associate Director for Projects
Office of Nuclear Reactor Regulation

Enclosures:
1. Characteristics of Effective Comercial-Grade

Procurement and Dedication Programs
2. List of Rccently Issued Generic Letters

Technical Contact: Richard P. McIntyre, ilRR
(301) 492-3215

.
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Enclosure 1,

<

CHARACTERISTICS OF EFFECTIVE COMMERCIAL-GRADE
PROCUREMENT AND DEDICATION PROGRAMS

Background

Appendix B to 10 CFR Part 50 contains the NRC's regulations for procurement
quality assurance (QA) and quality control (QC) for products to be used in
safety-related applications. In addition, the NRC has provided further
guidance in Regulatory Guides 1.28, 1.33, and 1.123. These requirements and
guides assure the suitability of equipment, including commercial-grade iteras
f or use in safety-related systems. Criterion 111 of Appendix B requires
licensees to select and review for suitability of application materials, parts,
equipment, and processes that are essential to the safety-related functions of
the structures, systems, and components. Criterion IV requires that
procurenent documents specify the applicable requirements necessary to ensure
functional performance. Criterion VII requires licensees to assure that the
following are sufficient to identify whether specification requirements for the
purchased material and equipraent have been niet: source evaluation and
selection, objective evidence of quality, inspection of the source, and
examination of products upon delivery. The process used to satisfy these
rcquirements when upgrading commercial-grade items for safety-related
applicaticns is comonly called " dedication." The process of ensuring com-
pliance with 10 CFR Part 50, Appendix B, must include all those activities
necessary to establish and confirm the quality and suitability of those items
to be installed in safety-related applications. Sorae of the dedication
activities may occur early in the procurement cycle, before the item is
accepted from the manufacturer. (10 CFR Part 21 h6s a more restricted
definition of comercial-grade item dedication related to responsibility for
evaluation and reporting of defects.) GenericLetter(GL)89-02,."Actionsto
Improve the Detection of Counterfeit and Fraudulently Marketed Products,"
discussed comercial-grade dedication in terms of engineering involvement in
the procurement process, product acceptance, and the dedic6 tion process as
identified in the EPRI NP-5652 guidelines. This enclosure provides examples of
specific failures by licensees to fully implement certain key activities for
dedicating and ensuring the suitability of commercial-grade products for
safety-related applications. Appropriate implementation of these key
activities would have avoided the failures in procurement and commercial-grade
dedication observed during past NRC inspections,

Inspection Observations and Findings

From 1986 to 1989, headquarters and regional personnel conducted-13 team
inspecticns of licer. sees' procurement and dedication programs. These
ir.spections have identified a common, broad programatic deficiency in
licensecs' control over the procurement and dedication of commercial-grade
items. In a nurter of cases, licensees have not maintained programs to ensure
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the suitability of equipment for use in safety-related applications as required
by 10 CFR Part 50, Apr adix B, Criterion III. From these 13 inspections, the
staff identified 8 findings that were considered to be Severity Level III
violations and 3 findings that were Severity Level IV violations. At one
plant, the staff did not assign a severity level to individual violations.
Instead, the staff considered the entire group to be a Severity Level III
problem and used enforcement discretion, as provided under the shutdown policy,
based on the licensee's corrective actions (see 10 CFR Part 2, Appendix C,
Section V.G.2). Only one of the plants that were inspected did not receive
violations in this program area.

In GL 89-02, the NRC has conditionally endorsed the dedication methods
described in EPRI NP-5652 guidelines. The staff believes that licensees who
implement these dedications methods, in accordance with the NRC's endorsement,
can establish a basis for satisfying the existing requirements of Appendix B to
10 CFR Part 50 as these requirements apply to the dedication process for
commercial-grade items. An effective commercial-grade dedication program
should include provisions to demonstrate that a dedicated item is suitable for
saf ety-related applications. For a licensee to adequately establish
suitability, certain key activities must be performed as appropriate as part of
the dedication process.

During each of tne 13 inspections, the staff identified a common element in
each of the inspection findings. This element was the failure of the licensee
to assure that a commercially procured and dedicated item was suitable for the
int' ended safety-related application. In its ability to perform its intended
safety function, a dedicated comercial-grade item should be equivalent to the
same item procured under a 10 CFR Part 50, Appendix B QA program. The
following is a list of the 13 licensees inspected and the inspection report
numbers. A summary of the general inspection findings and NRC observations on
these findings follows the list of licensee inspections.

LICENSEE and PLANT INSPECTION REPORT N0.

1. Tennessee Valley Authority (Sequoyah) 56-327/85-61
50-328/86-61

2. Southern California Edison (San Onofre) 50-206/87-02
50-361/87-03
50-362/87-04

4

3. Alabama Power (Farley) 50-348/87-11
50-364/87-11 I

14. Louisiana Power and Light (Waterford) 50-382/87-19
'

|

|
|
,
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LICENSEE and PLANT INSPECTION REPCRT NO.

5. Sacranento Municipal Utility District (Rancho Seco) 50-312/86-02

6. Maine Yankee Atomic Power (Maine Yankee) 50-309/88-200

7. NorthernStatesPower(PrairieIsland) 50-282/88-201
50-306/88-201

8. Portland General Electric (Trojan) 50-344/88-39
50-344/88-46

9. Connecticut Yankee Atomic Power (Haddam Neck) 50-213/89-200

10. Washington Public Power Supply System (WHP-2) 50-397/89-21
50-397/69-28

11. Florida Power (Crystal River) 50-302/89-200

12. Gulf States Utilities (River Bend) 50-458/89-200

13. C m onwealth Edison (Zion) 50-295/89-200
50-304/89-200

'

1. Inspection Findings

a. Failure to identify the trethods and acceptance criteria for verifying
the critical characteristics, such as during receipt inspection,
dcdication process, or post-installation testing.

b. Failure to establish verifiable, documented traceability of complex
commercial-grade items to thcir original equipment manufacturers in
thcse cases where the dedicution program cannot verify the critical
characteristics.

c. Failure to recognize that some commercial-grade items cannot be fully
dedicated once received on site. Certain items are manufactured
using special processes, such as welding and heat treating.
Dedication testing of these items as finished products would destroy
them. For these items, licensees may need to conduct vendor
surveillances or to witness certain activities during the
manufacturing process.

Discussion

IThe NRC staff has met on several occasions with NUMARC and licensee repre-
sentatives to discuss " critical characteristics" as used in the context of
commercial-gtade procurement and dedication. The term " critical

rng
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characteristics" is not contained in Appendix B and has no special
regulatory significance beyond its use and definition in various industry
guides and standards. The HRC has not taken the position that all design
requirements must be considered to be critical characteristics as defined
and used in EPRI NP-5652. Rather, as stated in Appendix B, Criterion III,
licensees must assure the suitability of all parts, materials, and
services for their intended safety-related applications (i.e., there needs
to be assurance that the item will perform its intended safety function
when required). The licensee is responsible for identifying the important
design, material, and performance characteristics for each part, material,
and service intended for safety-related applications, establishing
acceptance criteria, and providing reasonable assurance of the conformance
of items to these criteria. There is no minimum or maximum number of
critical characteristics that need to be verified. Further, the critical
characteristics for an iten. may vary from application to application
depending on the design and performance requirements unique to each
application.

A licensee may take different approaches for the verification of the
critical characteristics, depending on the complexity of the item. In
many cases, the licensee can verify the critical characteristics of a
sinple iten; curing the receipt inspection. However, for a con. plex item
with internal parts which receive special processing during manufacturing,
the licensee would probably need to audit or survey the vendor to verify
the critical characteristics necessary for the item to perform its safety
function. When the dedication program cannot verify the critical
characteristics, the licensee should establish documented, verifiable
traceability to the original equipment manufacturer. For simple items
with critical characteristics that can be verified for the most severe or
limiting plant application, the licensee might prefer a broad dedication
program to identify and verify the item's critical characteristics to
qualify that item for all possible plant applications. For complex items
that would be purchased for specific plant applications, the licensee
should address the acceptance criteria for each item individually.
Engineering involvement is essential in either method because the
technical evaluation will identify the critical characteristics,
acceptance criteria, and the methods to be used for verification.

2. Inspection Findings

a. Failure to demonstrate that a like-for-like replacement item is
identical in form, fit, and function to the item it is replacing.
Part number verification is not sufficient because of the probability
of undocumented changes in the design, material, or fabrication of
commercial-grade items using the same part number.

b. Failure to evaluate changes in the design, material, or manufacturing
process for the effect of these changes on safety function
performance (particularly under design basis event conditions) of
replacement items that are similar as opposed to identical to the
items being replaced.
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c. Failure to ensure that items will function under all design

requirements. On some occasions, licensees only ensured that the
commercial-grade item would function under normal operation
conditions,

d. Failure to verify the validity of certificates of conformance
received from vendors not on the licensee's list of approved
vendors / suppliers. An unverified certificate of conformance from a
commercial-grade vendor is not sufficient.

Discussion

A like-for-like replacement is defined as the replacement of an item with
an item that is identical. A like-for-like replacement does not change
the engineering analysis or as-built configuration of the component or
system in which it is installed, and the replacement item meets the same
design specifications, technical and quality requirements, and functional
characteristics as the iten it replaces. If differences from the original
item are identified in the replacement item, then the item is not
identical, but similar to the item being replaced, and an evaluation must
be performed to determine if any changes in design, material, or the
manufacturing process could impact the functional characteristics and
ultimately the ccrponent's ability to perform its required safety function.

If the licensee can demonstrate that the replacement item is identical,
then the licensee necd not identify the safety function or review and
verify the design requirements and critical characteristics. For example,
the replacement item would be identical if it was purchased at the same
time from the same vendor as the item it is replacing, or if the user can
verify that there have been no changes in the design, materials, or
manufacturing proccss since procurement of the item being replaced.

Engineering involvement is essential in the above activities. The extent
of this involvtuent is dependent on the nature, complexity, and use of the
items to be dedicated. Engineering personnel should participate in the
procurement process, and product acceptance, to develop purchase
specificttions, determine specific testing requirements applicable
to the prcducts, and evaluate the test results. When engineering
personnel specify design requirements for inclusion on the purchase
documents for replacement components, they need not reconstruct and
rey'erify the design adequacy, but only ensure that these design require-
ments (which m6y reference the original design basis) are properly
translated into the purchase order.

P,eliar.ce on part nunter verification and certification documentation is
insufficient to ensure the quality of commercially procured products.
To conduct effective product acceptance programs, licensees should ensure
that these programs include receipt and source inspection, appropriate
testing criterit, effective vendor audits (including witness / hold points),
special tests and inspections, and post-installation tests. The licensees
should establish procedures to impicment their prcgrams and should ensure
that the implementing personnel have adequate qualifications and training.
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MEMORANDUM FOR: Edward L. Jordan, Chairman My g g g

Committee to Review Generic Requirements

FROM: Frank J. Miraglia, Deputy Director.

Office of Nuclear Reactor Regulation

SUBJECT: PROPOSED GENERIC LETTER ON LICENSEE COMMERCIAL-GRADE
FROCUREMENT AND DEDICATION PROGRAMS

t

The Office of Nuclear Reactor Regulation requests that the Committee to Review
Generic Requirements (CRGR) consider the enclosed proposed generic letter. The
staff is proposing the enclosed generic letter to notify the industry of the
staff's intent to pause in conducting programmatic procurement inspection and
cr.forcement activities and to identify a number of failures in the licensees'
cortrercial-grade dedication programs identified during past NRC inspections.
This gereric letter also provides information from the NRC's inspections of the
licensees' commercial _ grade procurement and dedication programs which, if
included in licensees' inplementation of these programs, could have avoided
violations of regulatory requirements.

The commercial-grade dedication inspection findings discussed in Enclosure 1 to
the generic letter are based upon 10 CFR Part 50, Appendix B requirements and
do not involve changes in the staff's positions. Further, the proposed generic
letter does not require any specific licensee action or resporte to the hRC
based on the issuar.ce of this ger.eric letter. Because no new regulations
cr regulatory practices are involved, the relation to the Corcission's safety
goals have not been explicitly addressed. However, this action appears to
relate to how well a plant is operated. The matters addressed in this generic
letter contribute to reducing or avoiding a substantial increase in uncertainty
in the assumptions on which safety goal calculations are based.

Enclosurc 2 to this no:,orandum is the proposed generic lctter and Enclosure 1
contains the CRGR review package. Brian K. Grimes, Director, Division of
Reactor Inspection and Safeguards, is the sponsoring division director.

,

OGC concurrence is currently being sought. '

Cricinni c!gne d by
Frank J. Miraclia

Frank J. Miraglia, Deputy Director
Office of huclear Reactor Regulation
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lEnclosure: see next page

1. CRGR Review Package
2. Draft generic letter on Licensee i

'

Connercial-Grade Procurement
and Dedication Prograns

1

CONTACT: Richard P. McIntyre, NRR * see previous concurrence
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