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REPORT SUMMARY

This report provides guidance to assist utilities when dedicating commercial-grade items
procured from 1SO 9000 suppliers. This guidance was developed using the assessment results
documented in EPRI Report 1003104, Assessment of the | SO 9000 Quality Management System
Registrar Accreditation and Supplier Certification Processes.

Background

In response to a declining sales market, many U.S. nuclear suppliers have abandoned their
Appendix B quality assurance (QA) programs in favor of quality management systems (QM Ss)
with a more global acceptance, such asthe SO 9000 family of standards. To remain competitive,
licensees must adapt to this new market reality and learn to effectively cope with a dynamic and
dwindling source of nuclear suppliers. They must find more cost-effective ways to procure and
accept commercial-grade items for nuclear safety-related applications.

The original objective of this project wasto evaluate the existing 1SO 9000 QMS registrar
accreditation and supplier certification processes as administered by the U.S. Registrar
Accreditation Board (RAB) and determine if these processes could be relied upon to reasonably
assure that the supplier’ s controls are adequately implemented, in lieu of a licensee conducting
an independent commercial-grade survey at the supplier’s facility. Asthe project evolved, so did
the objective. Key in that evolution were the results of the project’s regulatory analysis, which
did not support the original objective of directly substituting the audit activities performed by

I SO 9000 registrars for alicensee’ s commercial-grade survey activities. The evolution resulted in
arevised objective.

Objective

e Todetermine to what extent licensees can credit the | SO 9000 QMS registrar accreditation
and supplier certification processes as part of the commercial-grade dedication process
within the existing regulatory framework

Approach

A Plant Support Engineering (PSE) task group composed of utility procurement and QA
personnel performed an assessment of the SO 9000 QM S registrar accreditation and supplier
certification processes. The assessment included the following activities:

e On-site assessment of the RAB’ s implementation of the registrar accreditation process

e Detailed review of supplier certification processes at three registrars accredited by the RAB

e Detailed review of several 1SO 9000 audit reports and supporting documentation, if available
e Observation of registrar auditing practices



These assessment activities were intended to address the technical issues—I s the audit process
used by the registrars rigorous enough to provide an adequate level of assurance that the
necessary controls are in place and properly implemented by the supplier? The task group also
explored the regulatory issues—Is the use of such an approach allowed under current regulatory
requirements and licensee commitments?

Results

The results of the evaluation are published in two reports. This report discusses the regulatory
framework governing commercial-grade procurement activities and provides guidance on how to
take credit for asupplier’ s SO 9000 QM S in support of current dedication activities. The other
report, EPRI Report 1003104, Assessment of the SO 9000 Quality Management System
Registrar Accreditation and Supplier Certification Processes, documents the task group’s
observations and conclusions regarding the 1SO 9000 QM S registrar accreditation and supplier
certification processes. It also provides some background information to familiarize the user with
the 1SO 9000 QMS.

EPRI Perspective

In 2002, PSE will begin phase two of this effort—to pursue a broader acceptance of supplier SO
9000 quality programs when procuring items intended for safety-related applications. Two paths
will be explored—I SO 9000 as an alternate method for dedication of commercial-grade items,
and 1SO 9000 as an alternate to 10CFR50, Appendix B for manufacturers and suppliers of
safety-related materials.

Keywords

Acceptance
Commercial-grade dedication
SO 9000

Quality Management System
Procurement engineering
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1

EXECUTIVE SUMMARY

1.1 Purpose of the Report

The purpose of this report isto provide guidance to licensees on the application of SO 9000
during the dedication of commercial-grade items, within the current regulatory framework to
which utilities are committed. The report was developed in recognition of the ongoing increase
in the number of suppliers certified to SO 9000 and, by extension, of how that trend can be used
by licensees to procure and dedicate items intended for nuclear safety-related applications.

This guidance was developed using the results described in EPRI Report 1003104, Assessment of
the SO 9000 Quality Management System Registrar Accreditation and Supplier Certification
Processes, which documents the assessment of key processes associated with administration and
implementation of the 1SO 9000 family of standards.

1.2 Scope and Organization of the Report

The report comprises three major sections. Section 2 provides aregulatory analysis that explains
the regulatory basis for the guidance offered in this report. Section 3 describes the various
elements of the Technical Evaluation as it applies to items procured from 1SO 9000 suppliers
certified by accredited Registrars. Section 4 provides guidance on how the SO 9000 Quality
Management System (QMS) can be credited and integrated into a commercial-grade item
dedication plan.

Appendix A provides an overview of the documents reviewed during the regulatory analysis.
Some documents listed in this appendix were not applicable to the acceptance of commercial-
grade items or the dedication of items procured from I SO 9000 suppliers, and therefore are not
discussed in detail in Section 2 of this report.

Much of the guidance contained in this report amplifies existing guidance found in other EPRI
reports and NRC documents. This report focuses particularly on the integration of the 1SO 9000
QMS into the acceptance process. Use of the companion EPRI report 1003104 for input and
technical justification is suggested.

1-1
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1.3 Summary Guidance for Procuring Items From ISO 9000 Suppliers

Commercial-grade items procured from an 1SO 9000 certified supplier that the licensee intends
to use in a safety-related application must be dedicated. The guidance contained in the following
guidance documents is applicable to these items:

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

e EPRI Report NP-6406, Guidelines for the Technical Evaluation of Replacement Itemsin
Nuclear Power Plants (NCIG-11)

e EPRI Report TR-102260, Supplemental Guidance for the Application of EPRI Report
NP-5652 on the Utilization of Commercial-Grade Items

e NRC Generic Letter 89-02, “Actionsto Improve the Detection of Counterfeit and
Fraudulently Marketed Products’

e NRC Generic Letter 91-05, “Licensing Commercial Grade Procurement and Dedication
Programs’

From aregulatory perspective, the audit activities performed by accredited Registrars cannot
substitute directly for a commercial-grade survey conducted by licensees under a 10CFR50,
Appendix B Quality Assurance (QA) program. However, existing guidance does provide means
by which the licensee can take credit for the SO 9000 QMS in general, and the Registrar’s
certification audits in particular. This input can be integrated into the acceptance/dedication plan
for items as means to gain additional assurance that the items procured from I SO 9000 suppliers
will perform their safety-related function(s).

1.4 Highlighting of Key Points

Throughout this report, important information is summarized in “Pop Outs.” Pop Outs are bold-
lettered boxes that succinctly restate information covered in detail in the surrounding text,
making the key point easier to locate.

The primary intent of a Pop Out is to emphasize information that will allow individualsto take
action for the benefit of their plant. The Pop Outsin this report are organized according to three
categories: Engineering, Quality Assurance, and Regulatory. Each category has an identifying
icon, as shown in this section, to draw attention to it when areader is quickly reviewing the
report.

|||y| K ey Engineering Point

( Targetsinformation that will lead to improved engineering processes
: and/or equipment performance.

1-2
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Key Quality Assurance Point

QA Denotesinformation that resultsin an increased assurance of supplier
quality.

Key Regulatory Point
“ Emphasizes regulatory information that will lead to enhanced

performance of plant support engineering processes.

Appendix B contains a listing of all key points in each category. The listing restates each key
point and provides reference to its location in the body of the report. By reviewing thislisting,
users of this report can determine if they have taken advantage of key information that the
writers of the report believe would benefit their plants.

1-3
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2

REGULATORY BASIS

Procuring an item or service as “commercial-grade’ and then dedicating it for use in a safety-
related application is one of two primary means of obtaining needed items and services to
support operations and maintenance of nuclear power plants. The other primary meansis
procurement of the items or services as “basic components’ from a supplier maintaining a

10CFR50, Appendix B QA program.

Two different regulatory frameworks have been put in place to govern these two procurement

methods, asillustrated in Figure 2-1.

Licensee's 10CFR50, Appendix B
QA Program

]

Type of Safety-Related
ltem Procured

Basic Component

Implementing
Document(s) ANSI N45.2
Eﬁggtjslgtn?gnt Regulatory Guides
Time Period of Development
and Endorsement 1973-1978

¥

Commercial-Grade ltem

EPRI NP-5652

Generic Letter 89-02

1987-1989

* Specification
» Acceptance
- Receiving Inspection
- Supplier Audits
- Source Inspection
- Historical Performance

Procurement-Related
Activities Performed Under
10CFR50, Appendix B

* Specification
¢ Acceptance
- Standard Receiving Inspection
- Special Tests/Inspections
- Commercial-Grade Surveys
- Source Verification
- Supplier/ltem Performance

Figure 2-1

Regulatory Framework From a Procurement Perspective

Purpose of Chapter 2 is to
Focus on the CGI Portion of
the Regulatory Framework

2-1



EPRI Licensed Material

Regulatory Basis

The purpose of this review isto summarize the regulatory framework governing commercial-
grade procurement and dedication. Therefore, a detailed description of the framework for safety-
related procurement is not provided. However, some of the aspects of that framework are
discussed in order to contrast the framework for safety-related procurement with that for
commercial-grade procurement and dedication.

It should be noted that this review focuses on the generic framework in place governing
commercial-grade dedication throughout the nuclear industry. This review does not address
plant-specific licensing commitments that may modify or augment the generic regulatory
framework. Readers are cautioned to properly incorporate plant-specific licensing commitments
related to commercial-grade procurement and dedication before taking any action to modify
existing plant programs.

The reader is also reminded that after a commercial-grade item has been accepted for safety-
related use and is dedicated, it is a basic component. From that point forward, the item is subject
to the full scope of regulatory documents and implementation standards to which the licensee has
committed. These will typically include 10CFR50, Appendix B and the ANSI N45.2 series of
implementing standards.

2.1 Regulatory Framework Governing the Procurement and Receipt of
Items Intended for Safety-Related Applications

2.1.1 10CFR50, Appendix B

10CFR50.34(b)(6)(ii) statesthat information must be provided in the Final Safety Analysis
Report to describe managerial and administrative controls to be used to assure safe operation,
and that 10CFR50, Appendix B sets forth the requirements for such controls for nuclear power
plants and fuel reprocessing plants. The information on the controls is to include a discussion of
how the requirements of 10CFR50, Appendix B are satisfied.

Initsintroduction, 10CFR50, Appendix B describes quality assurance as “all of those planned
and systematic activities necessary to provide adequate confidence that SSCs (structures,
systems, and components) will perform satisfactorily in service.” Criterialll, IV, and VII arethe
primary criteria associated with the procurement function. All procurement activities related to
acquisition of safety-related items and services are subject to the provisions of 10CFR50,
Appendix B and 10CFR21.

10CFR50, Appendix B Criteria VIl dtatesin part:
Measures shall be established to assure that purchased material, equipment, and services,
whether purchased directly or through contractors and subcontractors, conform to the

procurement documents.

These measures shall include provisions, as appropriate, for source evaluation and
selection, objective evidence of quality furnished by the contractor or subcontractor,
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Regulatory Basis

inspection at the contractor or subcontractor source, and examination of products upon
delivery.

The measures for assuring that purchased items conform to procurement documents (that is,
items meet specified requirements) are the basis for the acceptance methods described in ANS
N45.2.13. Both of these documents became the bases for the four commercial-grade item (CGlI)
acceptance methods described in EPRI Report NP-5652, which provides a means for licensees to
perform acceptance of items purchased directly from commercial suppliers, under each
licensee’s own 10CFR50, Appendix B QA program.

2.1.2 Regulatory Frameworks for Basic Components and CGls

The regulatory framework then splits, with different regulatory guidance in place dependent on
whether the procurement activity is being performed for a basic component or for a commercial-
grade item.

2.1.2.1 Basic Components

For safety-related procurement activities, the NRC has over the years issued a series of
regulatory guides, which usually endorse (or endorse with comment) selected national standards
or codes. In particular, various revisions of the ANSI N45.2 series of standards have been
endorsed by the NRC over the years as providing guidance which meets the requirements of
certain portions of 10CFR50, Appendix B when properly implemented. On an individual plant
basis, utilities have typically committed to certain revisions of these regulatory guides and
associated standards as part of the plant licensing process.

2.1.2.2 Commercial-Grade Items

For commercial-grade procurement and dedication activities, the NRC has used a different
approach to establishing regulatory expectations and obtaining licensee commitments. Inthe
early to mid-1980s the NRC'’ s Vendor Inspection Branch performed a series of inspection
activities reviewing the process used by licensees to dedicate items purchased as commercial
grade for use in safety-related applications. As aresult of those inspections, a series of
Information Notices and Information Bulletins was issued, providing insight into the NRC's
expectations. In response, the industry undertook efforts to develop generic guidance describing
acceptable methods that could be used to dedicate commercial-grade items and services for
safety-related applications. This guidance was provided in EPRI Report NP-5652.

Key Regulatory Point

procurement of commercial-grade itemsintended for safety-related
applications, although many utilities have adopted some of these processesto
apply to the procurement of both basic components and commer cial-grade
items.

l ASNI N45.2 and the " daughter” standards do not directly apply to the
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Regulatory Basis

2.1.3 10CFR21

10CFR21 provides licensees with requirements for reporting defects of items or processes that
have been designated as basic components. 10CFR21.3(a)3 states:

In all cases, basic component includes safety-rdated design, analysis, inspection, testing,
fabrication, replacement parts, or consulting services that are associated with the
component hardware whether these services are performed by the component supplier or
others.

Though not providing quality assurance criteria as those described in 10CFR50, Appendix B,
10CFR21, Revision 2 (1995) does provide some key definitions and interpretations that affect
licensees' commercial-grade dedication activities. These clarifications provided in the most
recent revision to 10CFR21 do not directly apply to this regulatory analysis, however, and will
not be discussed here in any further detail.

2.2 Regulatory Documents and Licensee Commitments Regarding
Commercial-Grade Items

Regulatory guidance typically provides information regarding the NRC’ s position on acceptable
methods for meeting regulatory requirements. Regulatory guidance may present an NRC staff
position, endorse an industry standard, or endorse an industry initiative. Regulatory guidance is
not regulation, but may take on additional significance if acommitment is made to that guidance
by an individual licensee or by the industry as a whole. Regulatory guidance takes several forms,
including Regulatory Guides, NUREGs, Generic Letters, NRC Bulletins, and NRC Information
Notices. Generic Letters may require a response based on a backfit analysis and review as well
as an impact review.

The NRC used many forms of regulatory guidance documents in presenting its position on
commercial-grade dedication. Bulletins and Information Notices were used to present the results
of licensee and vendor inspections. Two key Generic Letters, 89-02 and 91-05, provided
integrated and detailed views of the NRC staff on the dedication process, and issues with existing
programs at licensees.

2.2.1 NRC Generic Letter 89-02

Generic Letter 89-02 provides a conditional endorsement for licenseesto utilize the methodsin
EPRI Report NP-5652 for dedicating commercial-grade items for safety-related applications.
The NRC found that NP-5652, as conditionally endorsed, is an effective means of meeting
10CFR50, Appendix B requirements and provides reasonable assurance of the suitability of parts
for their intended application. It is important to note that the NRC considers the dedication
process in NP-5652 as a method of meeting 10CFR50, Appendix B requirements and not as an
aternative to Appendix B requirements.
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2.2.2 NRC Generic Letter 91-05

Generic Letter 91-05 was issued primarily to announce a pause in the NRC’ s inspection activities
and to establish a date after which the implementation of EPRI Report NP-5652 would be
required from a regulatory perspective. The generic letter also provided additional details on the
NRC' s position on commercial-grade dedication, with detailed information on the topics of
selection and verification of “critical characteristics” and “like for like” replacements.

2.2.3 NUMARC 90-13—Comprehensive Procurement Initiative

The industry, through the Nuclear Management and Resources Council (NUMARC) Initiative on
Commercial Grade Items approved in March of 1989, generically committed to review and, if
necessary, develop or upgrade programs to meet the intent of the guidance provided in EPRI
Report NP-5652. This commitment was restated in NUMARC 90-13, the Comprehensive
Procurement Initiative. Through their implementation of these generic commitments, licensees
transformed the guidance contained in NP-5652 (with some flexibility for interpretation on a
licensee-by-licensee basis) into a commitment to the NRC (through NUMARC) regarding
acceptable methods for performing commercial-grade dedication.

2.2.4 NRC Technical Inspection TI-38703

The primary purpose of NRC Technical Inspection T1-38703 isto assist NRC inspectors of
nuclear procurement practices so the inspections are conducted in a consistent manner using a
sound technical approach. This document does not provide implementation guidance for
licensees and should not be considered as industry regulation.

2.2.5 Other Licensee Commitments

It should also be noted that certain utilities made additional specific dedication-program-related
commitments in response to NRC inspection report findings. However, identifying these
commitments is beyond the scope of this review.

2.3 Industry Guidance Documents

Several industry guidance documents were reviewed to identify the extent to which they
contained guidance that might be applicable to the issue of crediting the SO 9000 Quality
Management System during the commercial-grade item dedication process. It should be noted
that other than EPRI Report NP-5652, the documents discussed in this section have no formal
place in the current regulatory framework other than the extent to which they have been
committed to by individual licensees. Because they have been used by licensees in establishing
dedication programs, they do provide some information on current industry practices.

2-5



EPRI Licensed Material

Regulatory Basis

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

EPRI Report NP-5652 provides the general framework for implementing CGI programs in the
industry. Discussion here is limited to portions of that guideline that address crediting non-
10CFR50, Appendix B quality controls within the dedication process.

CGlI Acceptance Method 2 allows acceptance of a commercial-grade item based on certification
from the commercial-grade supplier, provided the certification has been validated by evaluation
of the supplier’s commercial quality controls over the critical characteristics of the item. This
evaluation istypically performed prior to the item being procured and is known as the
commercial-grade survey.

CGlI Acceptance Method 4 describes a method for dedicating commercial-grade items through
establishing an acceptable supplier/item performance record. Use of national codes and standards
is one among many means of verifying adequate supplier/item performance using Acceptance
Method 4.

Appendix E of NP-5652 provides additional guidance on the specific issue of using national
codes and standards. Appendix E discusses crediting national codes and standards in relation to
both Method 1 and Method 4 of NP-5652. In the discussion of Method 1, the following statement
is made:

If the national code or standard includes some independent product endorsements based
on qualification testing or periodic testing of seected critical characteristics, then credit
can be taken for those critical characteristics being verified. When a national code or
standard only establishes certain process controls and end product acceptance
requirements, the accepting party must still verify the selected critical characteristics.

This statement suggeststhat critical characteristics may be considered adequately verified, if
such verification activities are appropriate and completed under the requirements of a national
code and standard.

Crediting inspection and testing activities (performed inherent to national codes and standards) is
not specifically described in Section 3.1 of NP-5652, which contains the actual guidance for
using Method 1, Special Tests and Inspections, in the dedication process.

Appendix E of NP-5652 provides some additional guidance on crediting quality checks
performed to the requirements of national codes and standards when establishing an acceptable
item performance record. In order to facilitate use of this guidance, EPRI undertook a more
detailed effort to review and document the extent to which national codes and standards could be
credited under Method 4. This effort led to the development of EPRI Report TR-101752,
discussed in Section 2.3.3 of this report.
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Regulatory Basis

2.3.2 Supplemental Guidance for the Application of EPRI Report NP-5652 on the
Utilization of Commercial-Grade Iltems, EPRI Report TR-102260

EPRI Report TR-102260 provides clarification on many issues related to the dedication process
that arose subsequent to the issuance of EPRI Report NP-5652. Sections 2.4.2.3 and 2.4.2.4 of
TR-102260 address use of third-party or external survey reports as part of the commercial-grade
acceptance process. The guidance provided indicates that users of NP-5652 may utilize survey
reports performed by other entities, subject to several conditions. The conditions are that the user
should evaluate the survey methodology and the personnel certification of the external entity and
ensure that they are acceptable. Also, the user should evaluate the survey report to ensure that the
specific critical characteristics selected for the item are included in the survey documentation.
Further, a satement is made that licensees generally accept each other’s survey reports with a
review of the audit program or personnel because all licensees must meet the same requirements
of 10CFR50, Appendix B.

Section 2.4.2.6 of TR-102260 suggests as a benchmark that commercial-grade surveys be
performed on athree-year cycle. It also suggeststhat extensions beyond three years should be
justified on a case-by-case basis.

2.3.3 Guideline for Using Items Manufactured to Other Industry Standards in
Nuclear Safety-Related Applications, EPRI Report TR-101752

The stated objective of EPRI Report TR-101752 wasto provide guidance on how non-nuclear-
industry standards and specifications can be used to facilitate commercial-grade procurement and
acceptance activities in the nuclear power industry. TR-101752 expands upon and provides
information to assist with implementation of guidance provided in Appendix E of EPRI Report
NP-5652.

The guidance suggests that quality control activities performed by third parties can be credited as
part of the commercial-grade item acceptance process (under each licensee’' s 10CFR50,
Appendix B QA program). Many product-specific codes and standards were evaluated and
ranked in categories based on the extent to which they control critical characteristics and verify
quality.

TR-101752 provides information about other standards, summarizing the extent to which each
specifies and requires verification of item critical characteristics. For those standards providing
the highest level of specification and verification of critical characteristics, acceptance of the
item is based almost entirely on crediting quality verification activities performed under a given
supplier’s commercial quality controls. TR-101752 provides guidance that is subject to review,
interpretation, and use by individual licensees under their own 10CFR50, Appendix B QA
programs.
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TR-101752 may provide licensees a basis for crediting quality control activities performed under
commercial quality controls as part of the dedication process. However, several points to
consider regarding the guidance in TR-101752 and crediting elements of the 1ISO 9000 QM S are
as follows:

e Theguidance in TR-101752 is very focused on evaluation of the specific critical
characteristics for each type of item defined in each product-specific code or standard.
Determination of the extent to which credit can be taken is dependent on the extent to which
those critical characteristics are in fact verified by quality activities mandated by the
standard.

e Useof other industry standards, such as those described in TR-101752, is mentioned in
Section 3.4.3 and Appendix E of NP-5652 as an acceptable means for procurement and
acceptance of commercial-grade items.

e Thefinal evaluation of whether or not any given licensee will credit industry standards as
part of the acceptance process on any given item procurement is made under a 10CFR 50
Appendix B program by each licensee.

2.4 Summary of Discussion

Appendix A provides an overview of the documents reviewed during the regulatory analysis.

2.4.1 Regulatory Framework Governing the Procurement and Receipt of ltems
Intended for Safety-Related Applications

For the current purpose, the key aspects of the regulatory framework governing commercial-
grade dedication can be summarized as follows:

e First, the NRC has established repeatedly and consistently that 10CFR50, Appendix B isthe
source of their authority to regulate commercial-grade dedication. Proper performance of
dedication activities is necessary to meet Appendix B requirements. Further, the activities
performed by licensees to dedicate commercial-grade items are safety-related activities and
must be performed under a 10CFR50, Appendix B QA program.

e Second, ANSI N45.2 and the “daughter” standards do not apply directly to commercial-grade
dedication.

2.4.2 Regulatory Documents and Licensee Commitments

The guidance in EPRI Report NP-5652 regarding commercial-grade dedication (as conditionally
endorsed by Generic Letter 89-02) became implementing requirements through commitment to
the industry NUMARC initiatives. On a licensee-by-licensee basis, decisions were made
regarding how to comply with the NUMARC initiatives, including the specific program elements
to be implemented from NP-5652.
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The NRC T1-38703 is valuable to licensees because it provides insight into NRC expectations
regarding licensee commercial-grade dedication practices.

Other specific commitments related to commercial-grade dedication may have been made by
licensees on a case-by-case basis in response to NRC inspection findings.

2.4.3 Industry Guidance Documents

The guidance in EPRI Report TR-102260 suggests that the third-party or external reports being
evaluated are commercial-grade surveys (as defined in EPRI Report NP-5652) and does not take
a position on the acceptability or use of other supplier evaluation reports (such as a Registrar’s
certification audit report).

Taken asawhole, it is clear that the industry guidance related to crediting other quality systems
as part of dedication activities has been limited to discussing use of controls applied on a well-
defined scope of commercial-grade items. Credit has been allowed through EPRI Report
TR-101752 only to the extent that the controls clearly verify (through testing) the appropriate
critical characteristics for those items.

The 1SO 9000 QMS is a substantially different type of standard when compared to those
product-specific codes and standards discussed in TR-101752. Rather than focusing on means to
verify specific critical characteristics of specific items, 1SO 9000 defines a overall system for
managing quality on an organization-wide basis.
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3

IMPLEMENTATION GUIDANCE—TECHNICAL
EVALUATION OF REPLACEMENT ITEMS PROCURED
FROM ISO 9000 SUPPLIERS

Figure 3-1 presents a simplified flowchart for the Technical Evaluation of Replacement Items,
summarizing the steps described in EPRI Report NP-6406.

Determine Need for a Technical Evaluation

Safety
lassification
C agzztioncsaj o Determine End Use(s)
Classify ltem
Determine If ltem Has Physically Changed Since the Last Time
It Was Specified (Like-for-Like or Alternate Item Procurement)
Equivalency
Section 3.2 - — —
If Alternate Item, Identify/Compare Critical Characteristics
and Document Technical Equivalency Evaluation
If Safety-Related, Determine If Basic Component or CGlI
Section 3.3 If Non-Safety-Related, Determine If
ool . Quality Related/Augmented Quality
Specification

Sections 3.4, 3.5, and 3.6

Specify Technical, Quality, and Documentation Requirements

Figure 3-1
Generic Process for the Technical Evaluation of Replacement Items
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3.1 Safety Classification of Items

The safety classification of items procured from SO 9000 suppliers should not differ in any way
from the process used to classify items procured from other suppliers. The safety classification of
an item is not dependent upon the type of supplier QA program, but rather is based upon the
item’ s functions and the effects of postulated failures on the safety-related functions of its host
structure/system/component (SSC).

Therefore, the type of QA program implemented by the supplier does not relate to the safety
(functional) classification of the item being procured. After an item has been classified for usein
a safety-related application, it may either be procured as a basic component from a supplier
maintaining a 10CFR50, Appendix B QA program, or as a commercial-grade item and dedicated.
Commercial-grade items procured from 1SO 9000 suppliers must be dedicated if they are
intended for use in a safety-related application (that is, classified as safety-related).

Guidance found in EPRI Reports NP-5652, NP-6406, NP-6895, and TR-102260 and NRC
Generic Letters 89-02 and 91-05 is applicable for classifying items procured from 1 SO 9000
suppliers.

3.2 Evaluation of Alternate Items Procured From ISO 9000 Suppliers

The evaluation of alternate items procured from 1SO 9000 suppliers should not differ in any way
from the process used to evaluate alternate items procured from other suppliers. The key element
of the technical equivalency evaluation (that is, identifying and comparing critical characteristics
for design between the original item and the alternate item) is not dependent upon the type of
supplier QA program, but rather is based upon the item’s design functions and its application(s)
in the plant.

Guidance found in EPRI Reports NP-6406 and TR-102260 and NRC Generic Letters 89-02 and
91-05 is applicable for evaluating alternate items procured from 1SO 9000 suppliers.

3.3 Selecting the Procurement Category for Items Furnished From ISO
9000 Suppliers

Most utilities have designated four primary procurement categories or “quality levels’ in their
procurement processes. These are summarized as follows:

e Safety-Related — A basic component procured from an approved supplier maintaining a QA
program meeting the requirements of 10CFR50, Appendix B

e Commercial-Grade— An item, intended for a safety-related application, that is not
manufactured or supplied under a 10CFR50, Appendix B QA program
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e Augmented Quality — An item not intended for a safety-related application, but to which
some plant-specific quality requirements may apply

e Non-Safety — Anitem not intended for a safety-related application; plant-specific quality
requirements typically do not apply

Commercial-grade itemsthat are procured from an 1SO 9000 certified supplier and that the
licensee intends to use in a safety-related application must be dedicated. An item procured from
an 1SO 9000 certified supplier that was intended for a non-safety-related application could be
procured in asimilar manner as other non-safety items.

3.4 Technical Procurement Requirements for ISO 9000 Suppliers

The specification of technical procurement requirements represents the translation of design
requirements for an item into procurement requirements. The proper specification of technical
requirements is critical because it ensures clear communication of expectations to the supplier.
The 1SO 9000 supplier ensures, through the implementation of the necessary quality controls,
that customer requirements are consistently met and that the technical/design requirements
specified are imparted to their products. As customer requirements change, the supplier modifies
its products, quality controls, or both to ensure continuous improvement and ongoing customer
satisfaction. This concept isillustrated in Figure 3-2.

Customer
Communicates
Expectations

Customer Identifies
Needs Regarding
Product Design
Attributes and
Performance

Supplier Implements
Processes That
Ensure That Customer
Requirements Are Met

Customer Specifies
Technical
Requirements in
Purchase Documents

ISO 9000 QMS
and Continuous
Improvement

Figure 3-2
How Customers Communicate Requirements to ISO 9000 Suppliers
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K ey Quality Assurance Point

Thel1SO 9000 QM S, as administered by an accrediting body (such as RAB)
QA and as certified by accredited Registrars, provides a measure of assurance
that suppliers areimplementing quality controlsto effectively impart the
customer’s specified technical requirementsto the purchased items.

The 1SO 9000 Quality Management System is structured to assure quality based upon customer
requirements. Therefore it requires the customer to clearly communicate these requirements to
the necessary level of specificity, and this level of specificity typically constitutes more than just
the name and part number of the item.

Technical requirements represent the translation of design requirements into procurement
requirements. Although the level of specificity may vary depending on the complexity of the
item, the following should be considered for specification in the procurement document:

e Part number. This should be the same as the number documented in the supplier
literature/product specification.

e Expanded description of the item being procured. This may include more than what appears
in the published product description.

e Known physical characteristics. For example, “material shall be ASTM A276, keyway length
shall be 3.25" £0.05", resistance shall be 10 ohms.”

e Known performance characteristics. For example, “the actuator shall provide atorque of 75
+1 foot-pounds.”

e National codes or standards to which the item is designed or manufactured.

In cases where the actual design criteria are not available, the critical characteristic may still be

communicated by reference to the appropriate supplier procedure/quality control measure. The

user may consider planned coordination with the supplier as the procurement document is being
developed to ascertain the appropriate quality controls that should be specified.

Key Quality Assurance Point

QA When procuring through a distributor, care must be taken to ensure that
technical procurement requirements are communicated to the manufacturer
or supplier maintaining the 1 SO 9000 QM S certification.

34



EPRI Licensed Material

I mplementation Guidance—Technical Evaluation of Replacement Items Procured From SO 9000 Suppliers

3.5 Quality Requirements for ISO 9000 Suppliers

Quality procurement requirements represent the capabilities of the supplier to assure that the
specified technical requirements are met. Each licensee should decide the degree to which a
supplier’s documented quality controls will be credited and the most appropriate acceptance
method(s). As aresult, the specification of quality requirements may vary for each dedication.

3.5.1 Planning and Coordinating a Procurement With an 1SO 9000 Supplier

Typically, the determination whether the supplier has documented quality controls is performed
when developing the CGI acceptance plan and determining the optimum means for verifying the
critical characteristics for acceptance. The planning and coordination phase is an integral step of
the process, regardless of the degree to which the 1SO 9000 quality controls will be credited. The
first step isto ensure that the item being procured is in fact controlled under the supplier’s SO
9000 Quality Management System, and that the supplier’s SO 9000 certification is current. (See
Section 4.2.2 for additional details and guidance.)

K ey Engineering Point

I Iyl
( Thelicensee must ensurethat theitem being procured isin fact controlled
: under the supplier’s1SO 9000 Quality Management System.

The next step istypically to determine the extent of the supplier’s quality controls. In order to
credit supplier quality controls, 1) the supplier must have documented quality controls and 2)
those controls must be effectively implemented. The user must determine first that the supplier
maintains the necessary documented quality controls, and then that those controls have been
assessed and are being adequately implemented. This guidance is reiterated in NRC Generic
Letter 89-02.

K ey Engineering Point

LI : .
r/‘ The user cannot assume that the supplier hasthe necessary quality controls
(‘A over thecritical characteristics solely because the supplier is1SO 9000

certified.

A common way of determining whether the supplier has documented quality controlsisto
review the results of a commercial-grade survey. Licensees have performed and continue to
perform individual (or joint, such as NUPIC sponsored), commercial-grade surveys of 1SO 9000
supplier quality systems. These surveys reach a determination, on a supplier-by-supplier basis, of
whether or not adequate controls exist to properly control necessary critical characteristics of the
item being procured. Then, by including contractual requirements on the supplier to apply the
surveyed controls, the licensee can credit that survey activity on subsequent procurement
documents.
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Thus, the benefits of having performed a commercial-grade survey are as follows:

e Both the scope of the programmatic quality controls and their implementation are evaluated
at the supplier’s facility.

e Objective evidence of both the supplier’s quality controls and their implementation practices
aretypically documented in the survey report.

Other ways for determining the extent of supplier quality controls over critical characteristics

during the planning and coordination phase of the procurement include:

e Contacting the supplier directly

e Asking the supplier to submit a procedure describing the quality control and reviewing it to
ensure that the critical characteristic(s) are adequately controlled/imparted/rendered to the
product

e Asking the supplier to submit their QA program manual so appropriate quality controls
(procedures and practices) can be reviewed

e Asking the supplier for actual test reports (certification that the process was implemented,
quantified results of the process)

e Determining through discussions with the supplier whether there are other processes that
could indicate acceptability of the critical characteristic(s) of interest

e Determining whether other customers have already established the extent of the supplier’s
quality controls

e Determining whether independent industry organizations (for example, oversight
organizations associated with the concrete, bearings, or automotive industries) may have
identified/monitored/audited the supplier’s quality controls

e Determining whether any source verifications have been previously performed at the
supplier’s facility

e Evaluating the results of special tests/inspections that might have been previously conducted
e Determining whether the item was manufactured to National Codes and Standards
e Evaluating the actua item performance history in the plant

If the procurement is through a distributor, then consideration should be given to the potential
impact the distributor may have on the item, and to whether additional controls are warranted.

3.5.2 Specifying Quality Requirements

When quality procurement requirements are specified, they should be specific enough to ensure
that each applicable technical requirement is conforming to the supplier’s own design for the
item being procured. The primary quality requirement that should be considered for inclusion in
the procurement document is invoking the 1SO 9000 Quality Management System. This might be
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supplemented by referencing a company QA manual or specific operating procedures that
control the critical characteristics specified.

When procuring through a distributor, care must be taken to ensure that quality procurement
requirements are communicated to the manufacturer or supplier maintaining the 1SO 9000 QM S
certification.

3.5.3 Examples of How to Specify the ISO 9000 QMS

Examples of how the 1ISO 9000 QMS could be invoked are as follows:

“This item shall be controlled under the SO 9000 Quality Management System.”

e “Theitem as specified herein shall be furnished in accordance with the SO 9000 Quality
Management System as implemented by QA Manual, Revision 3, dated 12/12/2000.”

e “Thedimensions and tolerances of the item specified herein shall be controlled in accordance
with the I SO 9000 Quality Management System and the following procedures:

— Material Control Procedure OP-273, dated 12/12/2000
— Material Machining and Inspection Procedure OP-555, dated 3/12/2000”

e “Theitem as specified herein shall be furnished in accordance with the SO 9000 Quality
Management System, as implemented by QA Manual, Revision 3, dated 12/12/2000, and the
appropriate company procedures.”

e “A copy of this purchase order in its entirety must be transmitted to the
manufacturer/supplier maintaining the SO 9000 QMS.” (Note: This clause is relevant when
purchasing through a distributor.)

Key Quality Assurance Point

QA Thelevel of specificity should correlateto thelevel of assurance needed to
reasonably ensurethat the procured items meet specified requirements and
conform to the established design of theitem.

3.6 Requesting Supplier Documentation From an ISO 9000 Supplier

3.6.1 General Guidance

Supplier documentation is the objective evidence that the quality controls invoked on the
procurement document were implemented for the actual items being procured. This may include
a certificate of conformance, certified material test report, and final product test report. Both the
level of specificity contained in the documentation and the kind of documentation requested in
the purchase document often vary depending on the degree to which the quality programis
credited.
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When procuring through a distributor, care must be taken to ensure that documentation
requirements are communicated to the manufacturer or supplier maintaining the ISO 9000 QM S
certification.

3.6

.2 Examples of How to Specify Documentation Requirements

Examples of how the supplier documentation can be requested are as follows:

3-8

“The supplier shall furnish a Certificate of Conformance stating that this item was controlled
under the SO 9000 Quality Management System and meets all of the requirements specified
in this procurement document.”

“The supplier shall furnish a Certificate of Conformance stating that this item as specified
herein was furnished in accordance with the | SO 9000 Quality Management System as
implemented by QA Manual, Revision 3, dated 12/12/2000. The Certificate of Conformance
shall also certify that the item meets al of the requirements specified in this procurement
document.”

“The supplier shall furnish a Certificate of Conformance stating that the dimensions and
tolerances of the item specified herein were controlled in accordance with the SO 9000
Quality Management System and the following procedures:

— Material Control Procedure OP-273, dated 12/12/2000
— Material Machining and Inspection Procedure OP-555, dated 3/12/2000

The Certificate of Conformance shall also certify that the item meets all of the requirements
specified in this procurement document.”

“The supplier shall furnish a hydrostatic test report indicating that the test was performed in
accordance with the appropriate company procedures. The Certificate of Conformance shall
also certify that the item meets all of the requirements specified in this procurement
document.”
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IMPLEMENTATION GUIDANCE—ACCEPTANCE OF
ITEMS PROCURED FROM ISO 9000 SUPPLIERS

Figure 4-1 illustrates the generic process for commercial-grade item acceptance as it appliesto
items procured from 1 SO 9000 certified suppliers. The process has been appropriately modified
from what is shown in EPRI Reports NP-5652 and TR-102260.
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Identify Required ltems by
Means of Technical Evaluation

Does

. ltem Perform
Section 3.1 Safety-Related Procure As Non-Safety,
Function?
Does
: Item Meet Criteria of
Section 3.3 Commercial-Grade
Definition?
This is not an option
from a supplier
maintaining only an
Sections 3.2 and 4.1 Identify Critical Characteristics ISO 9000 QMS.

A

Document Results

/— EPRI 1003104
Sections 4.2 and 4.7 Select Acceptance Method(s)

A 4

Y Y Y A 4 Y

Combination of
Method 1 Method 2 Method 3 Method 4 Two or More of the
Four Methods

A 4 »le

A 4

Iltem Accepted

Figure 4-1
Generic Process for Acceptance of Items Procured From ISO 9000 Certified Suppliers

4.1 Selecting Critical Characteristics for Acceptance for Items Procured
From ISO 9000 Suppliers

The selection of critical characteristics for acceptance (CCAS) for items procured from 1SO 9000
suppliers should not differ in any way from the process used to determine critical characteristics
for items procured from other suppliers. The selection of critical characteristics is primarily
based on the item’ s safety function and is not dependent upon the type of supplier QA program.
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However, the selection of critical characteristics for acceptance to achieve reasonable assurance
may be influenced by the credibility of the supplier’s quality controls.

Guidance found in EPRI Reports NP-5652 and TR-102260 and NRC Generic L etters 89-02 and
91-05 is applicable for selecting critical characteristics for items procured from [ SO 9000
suppliers.

4.2

4.2

Selecting Commercial-Grade Item Acceptance Methods

.1 General Guidance

Figure 4-2 illustrates a number of factorsthat might affect the selection of acceptance methods
for the dedication of a commercial-grade item.

Acceptance/Dedication
Experience With the Supplier

(1) Prior Evidence of
Commercial Quality

Controls As Verified With

Receipt Tests/Inspections o )
(2) Prior Evidence of ISO 9000 Certification

Commercial Quality (Section 4.2.2)

Controls As Verified by a
Commercial Grade Survey
(Performed Either by the

Utility or Jointly) History of Performance of the
(3) Prior Evidence of Installed CGls Procured From This
Commercial Quality Controls Supplier (Failure History Due to

During Source Verification(s) Inherent Nonconformances)

Safety Function(s)

Risk Significance
of the CGlI

Complexity of the CGlI

Being Dedicated Engineering

Judgment End Use Application

Degree of
Standardization
of the CGl

Failure Mechanisms

Acceptance Method(s) Selected

Figure 4-2
Considerations for Selecting CGIl Acceptance Methods
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4.2.2 Considerations Regarding the 1ISO 9000 QMS

Asillustrated in Figure 4-2, one of the key factors to consider when selecting the appropriate
Acceptance Methods is the supplier’ s SO 9000 QMS. Specifically, the following issues may be
considered:

e Accrediting Body — Although EPRI Report 1003104 focuses primarily on the credibility of
Registrars accredited by the RAB, sufficient confidence was gained during the RAB visit that
other accrediting bodies function in a manner similar to the RAB. The primary reason for the
consistency among international accrediting bodies is the International Accreditation Forum
(IAF) which presently has 27 signatory members and 35 accrediting bodies overall. The IAF
monitors the performance of each accrediting body’ s performance through joint audits.
Therefore, the user may consider other accrediting bodies when evaluating the combined
performance of the SO 9000 supplier and its accredited Registrar.

e Supplier’sCertification Status— Supplier 1SO certification status is maintained by the
Registrar Accreditation Board as well as several industry organizations. A convenient way to
determine a supplier’s current 1SO 9000 certification status is via the Internet. Searches can
be made by using the RAB’s web site, www.rabnet.com, which has links to Registrars.
Information can also be obtained from World Preferred, www.worldpreferred.com. The
licensee may consider performing periodic verification of the supplier’s certification status.

4.3 Employing Method 1—Special Tests and Inspections

EPRI Report NP-5652 Method 1 discusses the use of special tests and inspections as a means of
verifying critical characteristics of a commercial-grade item. Generally, these special tests and
inspections are performed after receipt of the item from the supplier, either by the licensee or by
a contracted third party. Items procured from 1SO 9000 suppliers have been and continue to be
dedicated using this acceptance method.

Section 4.7 of this report discusses how credit may be taken for the SO 9000 QM Sto support
the use of Method 1.

4.4 Employing Method 2—Commercial-Grade Survey

EPRI Report NP-5652 Method 2 addresses means by which a licensee may take credit for a
commercial supplier’s quality controls. The means of evaluating the quality controls is defined as
acommercial-grade survey and includes the following activities:

e Identifying the scope of commercial-grade items
e |dentifying the safety-related function(s) of each commercial-grade item being dedicated
e Identifying critical characteristics for acceptance

e Developing a commercial-grade survey plan that includes the results of the above activities
and the supplier controls that will be evaluated
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e Conducting the evaluation of the supplier controls

e Documenting the results of the survey in areport that would be made available to personnel
developing CGI dedication plans

NP-5652 then provides guidance on how to specify the surveyed quality controls and the need to
also request supplier documentation (certification) that those controls were in fact implemented
for the items being procured.

NRC Generic Letter 89-02 discusses two conditions for employing Method 2, which are till

appropriate when procuring items from commercia suppliers maintaining an 1SO 9000 QMS.
Generic Letter 89-02 ates:

Acceptance Method 2, “ Commercial Grade Survey of Supplier,” should not be employed
asthe basis for accepting items from suppliers with undocumented commercial quality
control programs or with programs that do not effectively implement their own necessary
controls.

Method 2 should not be employed as the basis for accepting items from distributors
unless the survey includes the part manufacturer(s) and the survey confirms adequate
controls by both the distributor and the part manufacturer(s).

Further discussion of these two conditions is provided in EPRI Report TR-102260. Section 4.7 of
the present report discusses how credit may be taken for the SO 9000 QM S to support the use of
Method 2.

4.5 Employing Method 3—Source Verification

Source verification involves witnessing certain key activities in process at the supplier to verify
proper control of critical characteristics. Items procured from [ SO 9000 suppliers have been and
continue to be dedicated using this Acceptance Method.

Section 4.7 of this report discusses how credit may be taken for the SO 9000 QM Sto support
the use of Method 3.

4.6 Employing Method 4—Acceptable Item/ISO 9000 Supplier
Performance Record

Method 4 has not been widely used in the industry as a sole means of dedicating commercial-
grade items. Licensee feedback suggests that the primary reason is that the NRC applied
significant caveats to using Method 4 alone, in its conditional endorsement of EPRI Report
NP-5652 in Generic Letter 89-02. However, neither NP-5652 nor GL 89-02 precludes the use of
Method 4, either alone or in combination with other acceptance methods. If Method 4 isto be
used alone, the conditions in the NRC's GL 89-02 endorsement of NP-5652 apply.
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EPRI Reports NP-5652 and TR-102260 describe different sources of information that can be
used to document the satisfactory performance of a commercial-grade supplier, such asan SO
9000 supplier. This documented history of satisfactory supplier performance can be used to
support other acceptance methods, and is discussed in Section 4.7. One of the three sources of
satisfactory performance is information learned on an industrywide level with regard to the
performance of commercial-grade suppliers. The industrywide sources listed in NP-5652 and
TR-102260 included two relevant documents/activities that may be credited/considered, as noted
below:

e Commercial program evaluations performed by industry groups
e Product/performance test results

Section 4.7 of this report discusses how credit may be taken for the SO 9000 QM Sto support
the use of Method 4.

4.7 Crediting the ISO 9000 QMS to Support CGI Acceptance

4.7.1 Employing Acceptance Method 1

In this approach, licensees might seek to lessen the amount of testing or inspections being
performed by considering (using engineering judgment) the results of EPRI Report 1003104.
The supplier’s SO 9000 program, as certified by an accredited Registrar, could be used in the
dedication process to initially determine or to reduce the amount of testing/inspections of items
dedicated under CGI Method 1. For example, if the supplier is performing the same
tests/ingpections under its SO 9000 QM S as are required for Method 1 dedication, then the level
of sampling at receipt could potentially be reduced.

Decisions as to the degree to which the supplier’s SO 9000 program would be credited should
be made by each licensee on a supplier-by-supplier (or perhaps Registrar-by-Registrar) basis.

Example 1. The licensee determines that the | SO 9000 supplier has a procedure for verifying the
dimensions of fasteners that are either machined by the supplier or procured from its
subsuppliers. Thus, the licensee initially establishes a reduced sampling level when verifying the
dimensions of commercial-grade fasteners from this 1SO 9000 supplier.

Example 2. After procuring and successfully verifying the durometer hardness of O-rings from
an 1SO 9000 supplier for several years, the licensee determines that the supplier has a procedure
for verifying the durometer of its organic products that is described in its SO 9000 QMS. Asa
result, the licensee modifies its acceptance plan by reducing the sample size of O-ringsthat are
subject to independent verification of durometer hardness during dedication.
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4.7.2 Employing Acceptance Method 2

In this case, the licensee might first credit 1SO 9000 quality activities as a means to reduce the
programmatic review that may be performed during a commercial-grade survey. Thiswould
make the survey more efficient and reduce the scope of survey activities performed.

The licensee may establish or reduce the frequency of commercial-grade surveys of the supplier
based on taking credit for the continued implementation of the supplier’s certified SO 9000
QMS. The licensee would continue to specify/invoke the same technical and quality procurement
requirements, but could be relieved of performing the survey on the same frequency as before. In
some cases additional surveys might be warranted only if there were actual performance
problemg/failures of the procured hardware from the particular 1SO 9000 certified supplier.

The approach of taking generic credit for supplier audits performed by SO 9000 Registrars, in
lieu of performing commercial-grade surveys on a supplier-by-supplier basis, was evaluated.
While a case might be made regarding the technical adequacy of the Registrar audits, significant
issues exist from aregulatory perspective.

Once again, decisions as to the degree to which the supplier’s SO 9000 program would be
credited should be made by each licensee on a supplier-by-supplier (or perhaps Registrar-by-
Registrar) basis.

Example 1. A licensee plans to initially qualify a new supplier that is certified to SO 9000. The
supplier furnishes a line of commercial-grade coatings that the licensee intends to use in safety-
related applications. The licensee determines that the supplier has procedures for controlling
many of the critical characteristics of the coatings, and the procedures are integral to the
supplier’s1SO 9000 QMS. As aresult, the commercial-grade survey plan is developed so asto
reduce the programmatic review and scope of survey activities to be performed.

Example 2. A licensee performs a commercial-grade survey of a molded-case circuit breaker
supplier that maintains an 1SO 9000 QMS. The survey determines that the supplier has
documented quality controls of the critical characteristics of breakers, and that those controls are
being adequately implemented in accordance with the procedures comprising the SO 9000
QMS. The licensee determines that unless there are either physical or performance
nonconformances discovered with breakers procured in the future, additional surveys of this
supplier on aregular frequency will not be needed. The licensee determines that further
independent verification of the supplier’s quality controls is unnecessary, and reliance is placed
on the certification audits conducted by the SO 9000 supplier’ s accredited Registrar on a six-
month interval.

4.7.3 Employing Acceptance Method 3

In this case, the licensee may credit 1SO 9000 quality activities as a meansto reduce the
programmatic reviews and/or product surveillance that may be performed during a source
verification. This would make the source verification more efficient and may reduce the scope of
activities witnessed.

4-7
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As in the previous two acceptance scenarios, decisions as to the degree to which the supplier’s
I SO 9000 program would be credited should be made by each licensee on a supplier-by-supplier
(or perhaps Registrar-by-Registrar) basis.

Example. A licensee determines that an SO 9000 supplier has a procedure for performing heat
treatments of valve stems and routinely tests surface hardness to verify that the correct surface
hardness was rendered. The licensee takes credit for these programmatic controls over surface
hardness (that is, the special process procedure and the testing) and reduces the level of
surveillance associated with the special process when dedicating a shipment of valve stems
needed on an expedited basis.

4.7.4 Employing Acceptance Method 4

The 1SO 9000 QMS can lend further credibility to acceptability of the supplier/item performance
history that the licensee has already established. Therefore, performance history solicited from
the SO 9000 supplier could be used to supplement existing performance history.

For Acceptance Method 4, the supply of a product to SO 9000 in combination with an
acceptable supplier/item performance record provides added confidence in the uniformity and
quality of the item. Production under an 1SO 9000 QMS helpsto justify continual acceptance of
acommercial-grade item by Method 4.

As noted in Section 4.6, the following two examples of performance history are relevant to 1SO
9000 suppliers and may be considered when establishing satisfactory supplier performance.

4.7.4.1 Commercial Program Evaluations Performed by Industry Groups

EPRI Reports NP-5652 and TR-102260 clearly allow other commercial program audits, surveys,
and product evaluations conducted by industry groups. These may be used as input for
establishing a history of performance under Method 4. 1SO 9000 certification audits conducted
by accredited Registrars fit into this category. An assessment of various Registrars and
observations of some audits performed by these Registrars are provided in EPRI Report
1003104.

47.4.2 Product/Performance Test Results

Some independent testing facilities (for example, Underwriters Laboratories or National
Electrical Manufacturers Association) perform testing on products provided by 1SO 9000
suppliers. This product testing may provide added assurance that a given 1SO 9000 supplier’s
products are performing satisfactorily.
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4.7.5 Employing a Combination of Acceptance Methods

The combination of acceptance methods is described in both EPRI Report NP-5652 and EPRI
Report TR-102260, and the guidance provided in these two reports is applicable to commercial-
grade items procured from 1SO 9000 suppliers. NP-5652 states:

The acceptance methods may be used in combinations to effectively verify critical
characteristics and produce the objective evidence necessary to provide reasonable
assurance of acceptability.

Procuring commercial-grade items from an 1 SO 9000 supplier would not affect how the methods
could be combined and therefore is not described in any further detail in this report.
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OVERVIEW OF DOCUMENTS REVIEWED DURING
REGULATORY ANALYSIS

This appendix provides an overview of the documents reviewed during the regulatory analysis
portion of this project. Some documents listed in the table were not applicable to the acceptance
of commercial-grade items or to dedicating items procured from 1SO 9000 suppliers and, as a
result, are not discussed in detail in the body of this report. They are included here to assist the
reader in understanding the scope of documentsthat were originally thought to be relevant to the
regulatory analysis.
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LISTING OF KEY INFORMATION

The following list provides the location of key Pop Out information in this report.

?&/“I

K ey Engineering Point

Targetsinformation that will lead to improved engineering processes
and/or equipment performance.

Section Page Key Point

3.5.1 3-5 The licensee must ensure that the item being procured is in fact controlled
under the supplier’'s ISO 9000 Quality Management System.

3.5.1 3-5 The user cannot assume that the supplier has the necessary quality

controls over the critical characteristics solely because the supplier is 1ISO
9000 certified.

QA

Key Quality Assurance Point

Denotesinformation that resultsin an increased assurance of supplier
quality.

Section

Page Key Point

3.4

3-4 The 1SO 9000 QMS, as administered by an accrediting body (such as
RAB) and as certified by accredited Registrars, provides a measure of
assurance that suppliers are implementing quality controls to effectively
impart the customer’s specified technical requirements to the purchased
items.

3.4

3-4 When procuring through a distributor, care must be taken to ensure that
technical procurement requirements are communicated to the
manufacturer or supplier maintaining the ISO 9000 QMS certification.

3.5.3

3-7 The level of specificity should correlate to the level of assurance needed
to reasonably ensure that the procured items meet specified requirements
and conform to the established design of the item.
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Listing of Key Information

Key Regulatory Point

Emphasizes regulatory information that will lead to enhanced
per formance of plant support engineering processes.

Section

Page

Key Point

21.2.2

2-3

ANSI N45.2 and the “daughter”’ standards do not directly apply to the
procurement of commercial-grade items intended for safety-related
applications, although many utilities have adopted some of these
processes to apply to the procurement of both basic components and
commercial-grade items.
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Nuclear Power

About EPRI
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SINGLE USER LICENSE AGREEMENT
THIS ISA LEGALLY BINDING AGREEMENT BETWEEN YOU AND THE ELECTRIC POWER RESEARCH INSTI-
TUTE, INC. (EPRI). PLEASE READ IT CAREFULLY BEFORE REMOVING THE WRAPPING MATERIAL.

BY OPENING THIS SEALED PACKAGE YOU ARE AGREEING TO THE TERMS OF THIS AGREEMENT. IFYOU DO NOT AGREETO
THETERMS OF THISAGREEMENT,PROMPTLY RETURN THE UNOPENED PACKAGETO EPRIAND THE PURCHASE PRICEWILL
BE REFUNDED.

I.GRANT OF LICENSE

EPRI grants you the nonexclusive and nontransferable right during the term of this agreement to use this package only for your own
benefit and the benefit of your organization. This means that the following may use this package: (I) your company (at any site owned
or operated by your company); (Il) its subsidiaries or other related entities;and (IIl) a consultant to your company or related entities,
if the consultant has entered into a contract agreeing not to disclose the package outside of its organization or to use the package for
its own benefit or the benefit of any party other than your company.

This shrink-wrap license agreement is subordinate to the terms of the Master Utility License Agreement between most U.S.EPRI mem-
ber utilities and EPRI. Any EPRI member utility that does not have a Master Utility License Agreement may get one on request.

2.COPYRIGHT

This package, including the information contained in it, is either licensed to EPRI or owned by EPRI and is protected by United States
and international copyright laws.You may not, without the prior written permission of EPRI, reproduce, translate or modify this pack-
age, in any form, in whole or in part, or prepare any derivative work based on this package.

3.RESTRICTIONS

You may not rent, lease, license, disclose or give this package to any person or organization, or use the information contained in this
package, for the benefit of any third party or for any purpose other than as specified above unless such use is with the prior written
permission of EPRI.You agree to take all reasonable steps to prevent unauthorized disclosure or use of this package. Except as speci-
fied above, this agreement does not grant you any right to patents, copyrights, trade secrets, trade names, trademarks or any other
intellectual property, rights or licenses in respect of this package.

4. TERM AND TERMINATION

This license and this agreement are effective until terminated.You may terminate them at any time by destroying this package. EPRI has
the right to terminate the license and this agreement immediately if you fail to comply with any term or condition of this agreement.
Upon any termination you may destroy this package, but all obligations of nondisclosure will remain in effect.

5.DISCLAIMER OF WARRANTIES AND LIMITATION OF LIABILITIES
NEITHER EPRI,ANY MEMBER OF EPRI,ANY COSPONSOR, NOR ANY PERSON OR ORGANIZATION ACTING ON BEHALF
OF ANY OF THEM:

(A) MAKES ANY WARRANTY OR REPRESENTATION WHATSOEVER, EXPRESS OR IMPLIED, (I) WITH RESPECT TO THE USE

OF ANY INFORMATION, APPARATUS, METHOD, PROCESS OR SIMILAR ITEM DISCLOSED IN THIS PACKAGE, INCLUDING
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, OR (Il) THAT SUCH USE DOES NOT INFRINGE ON OR
INTERFERE WITH PRIVATELY OWNED RIGHTS, INCLUDING ANY PARTY’S INTELLECTUAL PROPERTY, OR (lll) THAT THIS
PACKAGE IS SUITABLE TO ANY PARTICULAR USER’S CIRCUMSTANCE; OR

(B) ASSUMES RESPONSIBILITY FOR ANY DAMAGES OR OTHER LIABILITY WHATSOEVER (INCLUDING ANY CONSE-
QUENTIAL DAMAGES, EVEN IF EPRI OR ANY EPRI REPRESENTATIVE HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH
DAMAGES) RESULTING FROM YOUR SELECTION OR USE OF THIS PACKAGE OR ANY INFORMATION, APPARATUS,
METHOD, PROCESS OR SIMILAR ITEM DISCLOSED IN THIS PACKAGE.
6.EXPORT
The laws and regulations of the United States restrict the export and re-export of any portion of this package, and you agree not to
export or re-export this package or any related technical data in any form without the appropriate United States and foreign gov-
ernment approvals.
7.CHOICE OF LAW
This agreement will be governed by the laws of the State of California as applied to transactions taking place entirely in California
between California residents.
8.INTEGRATION
You have read and understand this agreement, and acknowledge that it is the final, complete and exclusive agreement between you
and EPRI concerning its subject matter, superseding any prior related understanding or agreement. No waiver, variation or different
terms of this agreement will be enforceable against EPRI unless EPRI gives its prior written consent, signed by an officer of EPRI.

EPRI « 3412 Hillview Avenue, Palo Alto, California 94304 < PO Box 10412, Palo Alto, California 94303 « USA
800.313.3774 « 650.855.2121 « askepri@epri.com ¢ www.epri.com
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