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FOREWORD

This Standard is intended to serve the global nuclear industry responsible for the safety and
quality of nuclear facilities and activities.

It is intended to be applied to any structure, system, component, activity, or organization'that
is essential to the safe, reliable, and efficient performance of a nuclear facility and any-activities
independent of a facility that may affect performance. It is also intended to be applied to all
phases of a nuclear facility life cycle and to related activities.

This Standard reflects industry experience and current understanding of the qudlity assurance
requirements necessary to achieve safe, reliable, and efficient utilization ofonticlear energy and
management and processing of radioactive materials. The Committee’on Nuclear Quality
Assurance (NQA) actively endorses the growing worldwide movement toward rational, cost-
effective quality assurance practices — practices that focus on results. The NQA Committee also
maintains liaison with national and international groups that have $imilar interests in quality to
assure consistency and maximum applicability of the Standard if a global setting. Consequently,
the NQA Committee has regularly updated and revised the‘Standard since its first edition was
issued in 1979 to improve its utility, effect on nuclear safety, and value to the nuclear industry.

This Standard includes requirements and guidance and-is organized in the following four parts:

(a) Part I contains requirements for a QualityzAssurance Program for nuclear facility
applications.

(b) Part II contains additional quality assurance requirements for the planning and conduct of
specific work activities conducted under a Quality Assurance Program developed in accordance
with Part L.

(c) Part III contains guidance for implementing the requirements of Parts I and II.

(d) Part IV contains guidanceyfor the application of NQA-1 and comparisons of NQA-1 with
other quality requirements.

Early in 1975, the Amerigan-National Standards Institute (ANSI) assigned overall responsibility
for coordination among-technical societies and development and maintenance of nuclear power
quality assurance standards to the American Society of Mechanical Engineers (ASME). The
ASME Committeeon NQA was constituted on October 3, 1975, and assumed responsibility for
the ANSI/ASME N45 series documents. Currently, the NQA Committee operates under the
ASME requirémtents for Nuclear Codes and Standards Development Committees.

This Committee initially prepared

ANSH/ASME NQA-1-1979  Quality Assurance Program Requirements for Nuclear Power
Plants

ANSI/ASME NQA-2-1983  Quality Assurance Requirements for Nuclear Power Plants
ANSI/ASME NQA-3-1989  Quality Assurance Requirements for High Level Waste
Management

For a detailed history of the NQA Committee and evolution of the Standard, go to:
http:/ /cstools.asme.org/csconnect/CommitteePages.cfm?Committee = 0105000008 Action =
16897.

Requests for interpretation or suggestions for improvement of this Standard should be submit-
ted in accordance with the Preparation of Technical Inquiries to the Nuclear Quality Assurance
Committee contained in the preface of this Standard.

iv
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GENERAL NOTE:

NOTE

(1) This edition is a consolidation of NQA-1 and NQA-2.

NQA editions and addenda prior to 1989 were titled ANSI/ASME NQA.
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PREPARATION OF TECHNICAL INQUIRIES
TO THE NUCLEAR QUALITY
ASSURANCE COMMITTEE

INTRODLICTION

NITNVJVULTIVIY

The ASME Nuclear Quality Assurance Committee will consider written requests for interpreta-
tions and revisions to NQA Standards and develop new requirements or guidance if dictated
by technological development. The Committee’s activities in this regard are limited stridtly to
interpretations of the requirements and guidance, or to the consideration of revisions.fo the
present Standard on the basis of new data or technology. As a matter of published pglicy, ASME
does not “approve,” “certify,” “rate,” or “endorse” any item, construction, proprietary device,
specific organizations, individual titles, or activity and, accordingly, inquirieStequiring such
consideration will be returned. Moreover, ASME does not act as a consultant for specific engi-
neering problems or for the general application or understanding of the Standard requirements.
If, based on the inquiry information submitted, it is the opinion of the Committee that the inquirer
should seek assistance, the inquiry will be returned with the recommendation that such assistance
be obtained.

All inquiries that do not provide the information needed for the Committee’s full understanding
will be returned.

”ou

INQUIRY FORMAT

Inquiries shall be limited strictly to interpretations of the requirements and guidance, or to the
consideration of revisions to the present Standaid on the basis of new data or technology.

Inquiries shall be submitted in the following format:

(a) Scope. The inquiry shall involve a single requirement/guidance or closely related require-
ments/guidance. An inquiry letter conderhing unrelated subjects will be returned.

(b) Background. State the purposelofjthe inquiry, which would be either to obtain an interpreta-
tion of the Standard or to propesé consideration of a revision to the present Standard. Provide
the information needed for the:€ommittee’s understanding of the inquiry concisely, being sure
to include reference to the applicable Standard, Edition, Addenda, Requirements, Parts, Subparts,
Appendices, paragraphs, figures, and tables. If illustrations are provided, they shall be limited
to the scope of the inquiry.

(c) Inquiry Structiire

(1) Proposed-Quiestion(s). The inquiry shall be stated in a condensed and precise question
format, omitting-superfluous background information, and, where appropriate, composed in
such a way.that “yes” or “no” (perhaps with provisos) would be an acceptable reply. The inquiry
statement should be technically and editorially correct.

(2)\Proposed Reply(ies). State what it is believed that the Standard requires. If, in the inquirer’s
opinion, a revision to the Standard is needed, recommended wording shall be provided.

(d) Submittal. The inquiry shall be submitted in typewritten form; however, legible, handwrit-

ten inquiries will be considered. It shall include the name and mailing address and telephone
number of the inquirer and be mailed to the following address:

Secretary

ASME Nuclear Quality Assurance Committee
Nuclear Department

Two Park Avenue

New York, NY 10016-5990
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INTRODUCTION

This Standard is to be applied to any structure, system, component, activity, or organization
that is essential to the safe, reliable, and efficient performance of a nuclear facility and any

dant of o £ooilatey th ot o0 o o PECEPS P

Sabiizits zd £ Bnea—i FEVPERN Lods oo 3
acthvitiesindependerteotafacHity—that-mevateckperformance{es—transportation—ofruclear
materials) of those activities. The extent to which this Standard should be applied deperids
upon the specific type of facility, items, or services involved and the nature, scope, and relative
importance of the activity being performed. It is also to be applied to all phases of a muclear
facility life cycle (e.g., siting, design, construction, operation, and decommissioning) and"all types
of activities (e.g., training, testing, software development or use).

The Standard also applies to activities that could affect the quality of nuclear material applica-
tions, structures, systems, and components of nuclear facilities.

Examples of nuclear facilities are those for power generation, spent fuel storage, waste manage-
ment, fuel reprocessing, nuclear material processing, fuel fabrication, ndclear research, and other
related facilities. Examples of activities include siting, designing, procuring, developing or using
software, fabricating, constructing, handling, shipping, receiving, storing, cleaning, erecting,
installing, inspecting, testing, operating, maintaining, repairing,fefueling, modifying, and decom-
missioning.

This Standard is organized in the following four parts:

(a) PartIcontains requirements for developing and implementing a Quality Assurance Program
for nuclear facility applications.

(b) Part II contains additional quality assurance\fequirements for the planning and conduct of
specific work activities under a Quality Assurance Program developed in accordance with Part 1.

(c) Part III contains guidance for implemefating the requirements of Parts I and II.

(d) Part IV contains guidance for application of NQA-1 and comparisons of NQA-1 with other
quality requirements.

The arrangement of the requirements-in Parts I and II and the guidance in Parts Il and IV permit
the judicious application of the Standard or portions of the Standard. Applicable requirements of
Parts I and II are to be implemented to ensure conformance with NQA-1. The application of
this Standard, or portions_thereof, shall be invoked by written contracts, policies, procedures,
specifications, or other appropriate documents.

This Standard refledts industry experience and current understanding of the quality assurance
requirements necesSary to achieve safe, reliable, and efficient utilization of nuclear energy and
management and processing of radioactive materials. The Standard focuses on the achievement
of results, emphasizes the role of the individual and line management in the achievement and
sustainmenfof ‘quality, and fosters the application of these requirements in a manner consistent
with the-rélative importance of the item or activity (i.e., a “graded approach”).

ix
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ASME NQA-1-2015
SUMMARY OF CHANGES

Following approval by the ASME Standards Committee on Nuclear Quality Assurance and

ASME, and after public review, ASME NQA-1-2015 was approved by the American National
Standards Institute on January 12, 2015.
ASME NQA-1-2015 consists of NQA-1-2012; editorial changes, revisions, and corrections; as

well as the following changes identified by a margin note, (15).

Page Location Change
ix Introduction Added
4-7 Part I Introduction Revised in its entirety
9 Part I, Requirement 2, 300 Second paragraph reyvised
Part I, Requirement 2, 301 Second word revised
10 Part I, Requirement 2, 303 Revised
11 Part I, Requirement 2, 400 Revisedhinits entirety
Part I, Requirement 2, 500 First sentence deleted
12 Part I, Requirement 3, 401 Revised in its entirety
14 Part I, Requirement 3, 800 (1) Revised
(2) Sections 801 and 802 deleted
23 Part I, Requirement 11;7200  Subparagraph (d) deleted
Part I, Requiremeént 11, 400  Revised in its entirety
24 Part I, Requirement 11, 602 Revised in its entirety
30, 31 Part I, Requirement 17, 601 Spelling of second word corrected in
subparagraph (b)
32 PRarnt’I, Requirement 18, 200 Revised in its entirety
34-36 Part II Contents Updated
37 Part II Introduction, 100 Revised
Part II Introduction, 200 Revised
Part II Introduction, 300 Revised
39 Part II, Subpart 2.1 Title revised
—  PoxtH-Subpart 24100 Reavised
Part II, Subpart 2.1, 101 Definitions of cleaning and sensitized
corrosion-resistant alloy revised
41 Part II, Subpart 2.1, 302.1 ASTM designations updated
Part II, Subpart 2.1, 302.2 ASTM designations updated
42 Part II, Subpart 2.1, 302.4 Subparagraph (d) revised
44-47 Part II, Subpart 2.1, 400 Third paragraph revised

Part II, Subpart 2.1, 600

Last paragraph revised
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Page Location Change
Part II, Subpart 2.1, 801 First and last paragraphs revised
Part II, Subpart 2.1, 802 Paragraphs 802.1 and 802.2 revised
Part II, Subpart 2.1, 1000 Second paragraph revised
63 Part II, Subpart 2.4 Deleted
75 Part II, Subpart 2.7, 100 Footnote 1 added
Part II, Subpart 2.7, 102 Definition of change control added
76-78 Part II, Subpart 2.7, 201 Title revised
Part II, Subpart 2.7, 202 Title revised
Part II, Subpart 2.7, 203 Revised in its entirety
Part II, Subpart 2.7, 302 Revised
Part II, Subpart 2.7, 400 Sections 400 through'404 revised
102 Part II, Subpart 2.16 Deleted
103 Part II, Subpart 2.18, 201 Subparagraph) (c) revised
116, 117 Part III Contents Updated
118 Part III Introduction, 100 Revised in its entirety

Part III Introduction, 200

Subparagraph (a) and last paragraph
revised

131-134 Part III, Subpart 3.1-3.1, 400  Subparagraph (g) added

Part III, Subpart 3.1-3:1, 200 (1) Subparagraph (q) revised
(2) Subparagraph (ii) added

Part III, Subpart 3.1-3.1, 300  Subparagraph (a)(11) added
Part III, Subpart 3.1-3.1, 400  Revised in its entirety

135 Table'401.4 Added
Part'III, Subpart 3.1-3.1, 600  Last paragraph added
144 Part III, Subpart 3.1-7.1, 705 Added
154, 155 Part III, Subpart 3.1-18.1, (1) Added, and remaining paragraphs

204 redesignated
(2) Paragraphs 203.1, 203.2, and previous
206 deleted

156 Part III, Subpart 3.1-18.1, Revised in its entirety
600
Part III, Subpart 3.1-18.1, Revised in its entirety
700
157 Part III, Subpart 3.1-18.2 Added
161 Part III, Subpart 3.2-2.7.1 Designation revised
Part III, Subpart 3.2-2.7.1, Spelling of “Subpart” corrected
Introduction
166-173 Part III, Subpart 3.2-2.7.2 Added
175 Part III, Subpart 3.2-2.14, First paragraph revised

300

xi
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Page Location Change

180 Part III, Subpart 3.2-2.14, Designation of last EPRI report corrected
900
194-196 Part IV Contents Updated
197 Part IV Introduction, 100 Revised in its entirety
245-256 Part IV, Subpart 4.1.5 Added
258, 259 Part IV, Subpart 4.2.1, 200 Revised
270 Part IV, Subpart 4.2.3, 404 Last paragraph added
272 Part IV, Subpart 4.2.4, 501 (1) Revised
(2) Sections 502 and 503 deleted
281-284 Part IV, Subpart 4.2.7 Added

SPECIAL NOTE:

The interpretations to ASME NQA-1 are included in this edition as a‘Separate section for the
user’s convenience.

Xii
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PART |
INTRODUCTION

ThlSS ofle ind experience and oN
understqnding of the quality assurance requirements
necessary to achieve safe, reliable, and efficient utiliza-
tion of npiclear energy, and management and processing
of radiogctive materials. The Standard focuses on the
achievement of results, emphasizes the role of the indi-
vidual anpd line management in the achievement of qual-
ity, and fosters the application of these requirements in
a mannef consistent with the relative importance of the
item or ctivity.

100 PURPOSE

Part I {— this Part — establishes requirements for the
develogment and implementation of a Quality
Assurange Program (QAP) for nuclear facility applica-
tions. It |s arranged by Requirements 1 through 18.

Part Il contains additional quality assurance require-
ments fqr the planning and conduct of specific work
activitie under a Quality Assurance Program devel-
oped inlaccordance with Part I. It is arranged by
Subparty.

Part IJI contains guidance for implementing the
requirenjents of Parts  and II. It is arranged by Subparts.

Part IY contains guidance for application of INQA-1
and comjparisons of NQA-1 with other quality-require-
ments. Iff is arranged by Subparts.

200 APPLICABILITY

This Pprt — Part I — is to be~applied using a graded
approach to any structure, system, component, activity,
or organjzation that is essential to the safe, reliable, and
efficient [performance_o6f“a nuclear facility and to any
activitie independent of a facility that may affect per-
formance (e.g., transportation of nuclear materials) of
those acfivities. lt'is also to be applied using a graded
approach to@hlyphases of a nuclear facility life cycle (e.g.,
siting, desigh, construction, operation, and decommis-

g g and
applicable Part II requirements shall be responsible for
complying with the specific requirements tqQ aclfieve
quality results in compliance with this Standard.

400 TERMS AND DEFINITIONS

The following definitions dre provided to assyre a
uniform understanding of select terms as they are psed
in this Standard:

acceptance criteria: specified limits placed on the perfprm-
ance, results, or other-characteristics of an item, prqcess,
or service definédin codes, standards, or other require-
ment documents.

assessmeptan all-inclusive term that may include reyiew,
evaluation, inspection, test, check, surveillance, or qudit
to détermine and document whether items, procgsses,
systems, or services meet specified requirements| and
perform effectively.

audit: a planned and documented activity performed to
determine by investigation, examination, or evalugation
of objective evidence the adequacy of and compliance
with established procedures, instructions, drawings} and
other applicable documents, and the effectivene$s of
implementation. An audit should not be confused with
surveillance or inspection activities performed fof the
sole purpose of process control or product acceptgnce.
audit, external: an audit of those portions of angther
organization’s quality assurance program not under the
direct control or within the organizational structulre of
the auditing organization.
audit, internal: an audit of those portions of an organi-
zation’s quality assurance program retained und¢r its
direct control and within its organizational structyre.

audit finding: a condition adverse to quality idenTﬁed
X ; P

sioning) and to all types of activities (e.g., training, test-
ing, software development and use). A Quality
Assurance Program developed in accordance with Part I
is to be applied when implementing Part II
requirements.

300 RESPONSIBILITY

The organization invoking this Part shall be responsi-
ble for specifying applicable requirements and appropri-
ately relating them to specific items, activities, and

< it 3 £o11 L the
g o a oot T oqaT it g rOTroOvw o p—oy O 1071

auditing organization.

Certificate of Conformance: a document signed or other-
wise authenticated by an authorized individual certi-
fying the degree to which items or services meet
specified requirements.

certification: the act of determining, verifying, and
attesting in writing to the qualifications of personnel,
processes, procedures, or items in accordance with speci-
fied requirements.
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characteristic: any property or attribute of an item,
process, or service that is distinct, desirable, and
measurable.

commercial grade item:"? a structure, system, component,
or part thereof that affects its safety function, that was
not designed and manufactured as a basic component.
Commercial grade items do not include items where the
design and manufacturing process require in-process
inspections and verifications to ensure that defects or

PART I, INTRODUCTION

uncorrected, could have a serious effect on safety or
operability.
configuration: the physical, functional, and operational

characteristics of the structures, systems, components,
or parts of the existing facility.

configuration item (software):® a collection of hardware or
software elements treated as a unit for the purpose of
configuration control.

failures to comply are identified and corrected (i.e., one
or more critical characteristics of the item cannot be
verified).

comiprercial grade item:"> an item satisfying the following:

(a) not subject to design or specification requirements
thatjare unique to those facilities or activities

(b} used in applications other than those facilities or
actiyities

(c] to be ordered from the manufacturer/supplier on
the hasis of specifications set forth in the manufacturer’s
published product description (e.g., a catalog)

compercial grade item: 4 a structure, system, component,
or pprt thereof, that affects its safety function, that was
not iesigned and manufactured in accordance with the
requiirements of this Standard.

comftercial grade service:" a service that was not provided
in a¢cordance with the requirements of this Standard.

computer program:>®7 a combination of computef

instgjuctions and data definitions that enables computer
hardware to perform computational orx control
fungtions.

condftion adverse to quality: an all-inclusive-term used in
refefence to any of the following: failures; malfunctions,
defigiencies, defective items, and/fionconformances. A
sign]ficant condition adverse t6 quality is one that, if

1 Sde Part 11, Subpart 2.14,Quality Assurance Requirements for
Comjnercial Grade Items afid'Services for other definitions related
to th¢ dedication of commercial grade items.

2 This definition is@applicable to nuclear power plants and activi-
ties lfcensed pursuantto 10 CFR Part 30, 40, 50, 52, or 60.

3 Tliis definition'is applicable to nuclear facilities and activities
licenged pursuant to 10 CFR Parts 30, 40, 50 (other than nuclear
powdr plants), 60, 61, 63, 70, 71, or 72.

* This\definition is applicable to Department of Energy nuclear

confiquration management: the process that eontrols the
activities, and interfaces, among design, 'corigtruction,
procurement, training, licensing, operations, ahd main-
tenance to ensure that the configuration of tHe facility
is established, approved, and maintained.

corrective action: measures takem to rectify cnditions
adverse to quality and, where necessary, to [preclude
repetition.

critical characteristics’~important design, matdrial, and
performance characteristics of a commercial gfade item
or service that, ©nce verified, will provide rdasonable
assurance that the item or service will pefform its
intendedrsafety function.

design,Nfinal: approved design output documgents and
appteved changes thereto.

design authority: the organization having the regponsibil-
ity and authority for approving the design Hases, the
configuration, and changes thereto.

design bases: that information which identifies| the spe-
cific functions to be performed by a structure} system,
or component of a facility, and the specific yalues or
ranges of values chosen for controlling paratpheters as
reference bounds for design. These values maly be

(a) restraints derived from generally acceptdd “state-
of-the-art” practices for achieving functional goals; or

(b) requirements derived from analysis (bas¢d on cal-
culations and/or experiments) of the effects of a postu-
lated accident for which a structure, syjtem, or
component must meet its functional goals.

design change: any revision or alteration of the [technical
requirements defined by approved and issued design
output documents and approved and issued| changes
thereto.

design input: those criteria, performance requjrements,

facilitiesannd-activities vng"]:\‘-n/‘] wrderl0CER 830, Nt laasx Ca£n+y
Management.

® Computer programs covered by this Standard are those used for

(a) design analysis

(b) operations or process control, or

(c) data base or document control registers when used as the
controlled source of quality information for (a) or (b) above

® This definition has been copied from ANSI/IEEE 610.12-1990,
Glossary of Software Engineering Terminology, with the permis-
sion of IEEE.

7 To the extent that computer programs are a physical part of
plant systems (e.g., digital reactor protection systems, digital
instrumentation), they are included in the term item.

codesart a'Laudcudb, L‘lcaigu ‘Uclbtb, chulaiUL require-
ments, or other design requirements upon which
detailed final design is based.

design output: drawings, specifications, and other docu-
ments used to define technical requirements of struc-
tures, systems, components, and computer programs.

design process: technical and management processes that
commence with identification of design input and that
lead to and include the issuance of design output
documents.
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design review: a critical review to provide assurance that
the final design is correct and satisfactory.

deviation: a departure from specified requirements.

document: any written, pictorial, or electronic informa-
tion describing, defining, specifying, reporting, or certi-
fying activities, requirements, procedures, or results. A
document is not considered to be a quality assurance
record until it satisfies the definition of a quality assur-

ASME NQA-1-2015

nonconformance: a deficiency in characteristic, documen-
tation, or procedure that renders the quality of an item
or activity unacceptable or indeterminate.

objective evidence: any documented statement of fact,
other information, or record, either quantitative or quali-
tative, pertaining to the quality of an item or activity,
based on observations, measurements, or tests that can
be verified.

ance recerdas—defirredtrthis-Standard:

documen{ control: the act of assuring that documents are
reviewed for adequacy, approved for release by author-
ized pergonnel, and distributed to and used at the loca-
tion whqre the prescribed activity is performed.

electroniq document: a document stored in a form (e.g.,
magneti¢ or optical media) that is typically accessible
only by h computer.

graded approach:® the process employed, once the applica-
bility of [the requirement to the scope of the organiza-
tion’s acfivity has been determined, to ensure that the
levels of|analyses, documentation, and actions used to
comply With requirements are commensurate with the
following;:

(a) thg relative importance to nuclear safety

(b) thg magnitude of any hazard involved

(c) thq life-cycle stage of a facility or item

(d) th¢ mission of a facility

(e) the particular characteristics of a facility or item

(f) thgrelative importance to radiological and nonra-
diologicgl hazards

(g) any other relevant factors

guidance] a suggested practice that is not mandatory in
programp intended to comply with this Standard. The
word shguld denotes guidance, the wotd-shall denotes
a requirgment, and the word may denetes permission.

inspecti¢n: examination or me¢asurement to verify
whethef an item or activity{conforms to specified
requirenjents.

inspector] a person whoperforms inspection activities to
verify cqnformance to Specific requirements.

item:” an|all-inclusive term used in place of any of the
following: apputtenance, assembly, component, equip-
ment, miatefial,” module, part, structure, subassembly,
subsystem, System, or unit.

Owuw.g the UlsdlliLdLiUll lcgaﬁy u:byuubi‘ulc forthejcon-
struction and /or operation of a nuclear facility ineltding
but not limited to one who has applied for, 6fywh¢ has
been granted, a construction permit or operating lidense
by the regulatory authority having lawful* jurisdicfion.

procedure: a document that specifiés)or describes fhow
an activity is to be performed.

procurement document: purchase’requisitions, purdhase
orders, drawings, contractsy specifications, or instruc-
tions used to define requitements for purchase.

Purchaser: the organization responsible for establishjnent
of procurement réquirements and for issuance or admin-
istration, or both/ of procurement documents.

qualificatigny personnel: the characteristics or abilities
gained through education, training, or experiencp, as
measufted against established requirements, sugh as
stantdards or tests, that qualify an individual to perform
a‘required function.

qualified automated means: automated methods of corjtrol-
ling or monitoring processes that have been demon-
strated to produce required quality within contrplled
limits.
qualified procedure: an approved procedure that has peen
demonstrated to meet the specified requirements for its
intended purpose.

quality assurance (QA):° all those planned and systerhatic
actions necessary to provide adequate confidence| that
a structure, system, or component will perform satisfac-
torily in service.

quality assurance record: a completed document thaf fur-
nishes evidence of the quality of items and/or actiyities
affecting quality. Types of record media may indlude
papet, electronic (e.g., magnetic or optical), or spedially
processed media, such as radiographs, photogrgphs,
npgafivpc and microforms The term record as lised

may: see guidance.

measuring and test equipment (M&TE): devices or systems
used to calibrate, measure, gage, test, or inspect in order
to control or acquire data to verify conformance to speci-
fied requirements.

8 When used with Subpart 2.22 of this Standard, the definition
in 10 CFR 830 shall apply.

 When used with ASME Section 11, the definition in NCA-9000
shall apply.

throughout the Standard, is to be interpreted as quality
assurance record.

quality standard: a code or standard that provides design
inputs, acceptance criteria, or other criteria necessary to
assure the quality of the designated item.

receiving: taking delivery of an item at a designated
location.

repair:°® the process of restoring a nonconforming charac-
teristic to a condition such that the capability of an
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item to function reliably and safely is unimpaired, even
though that item still does not conform to the original
requirement.

rework:® the process by which an item is made to conform
to original requirements by completion or correction.

right of access: the right of a Purchaser or designated
representative to enter the premises of a Supplier for the
purpose of inspection, surveillance, or quality assurance
audit

PART I, INTRODUCTION

the following: vendor, seller, contractor, subcontractor,
fabricator, consultant, and their subtier levels.

surveillance: the act of monitoring or observing to verify
whether an item or activity conforms to specified
requirements.

survey, commercial grade: ' a documented evaluation of
an organization’s ability to perform activities as verified
by a determination of the adequacy of the organization’s

safety function: the performance of an item or service
necessary to achieve safe, reliable, and effective utiliza-
tion|of nuclear energy and nuclear material processing.

servife:? the performance of activities such as design,
fabrfcation, inspection, nondestructive examination,
repalir, or installation.

shalll see guidance.
should: see guidance.

softuwpare:® computer programs and associated documen-
tatign and data pertaining to the operation of a computer
system.

specipl process: a process, the results of which are highly
depgndent on the control of the process or the skill of
the gperators, or both, and in which the specified quality
canrjot be readily determined by inspection or test of
the product.

suppfier: any individual or organization who furnishes
itemis or services in accordance with a procurement dogd-
ument. An all-inclusive term used in place of any-of

(a) quality program and/or
(b) ability to meet specified requirements

testing: an element of verification for the/determination
of the capability of an item to meet specified require-
ments by subjecting the item to-a set of physicdl, chemi-
cal, environmental, or operating’conditions.

traceability: the ability to{face the history, application,
or location of an item“and like items or activities by
means of recorded ddentification.

use-as-is:’ a disposition permitted for a noncopforming
item when ithas been established that the iten is satis-
factory for\its intended use.

verification: the act of reviewing, inspecting| testing,
checking, auditing, or otherwise determining ajnd docu-
menting whether items, processes, services, or docu-
ments conform to specified requirements.

waiver: documented authorization to depart fr¢m speci-
fied requirements.
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tation of
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levels of
activitieq
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REQUIREMENT 1
Organization

ENERAL

from cost and schedule when nppnqpr‘] to safetv fun

ction

hsibilities for the establishment and implemen-

the quality assurance program shall be defined.

nizational structure, functional responsibilities,
authority, and lines of communications for
affecting quality shall be documented.

[RUCTURE AND RESPONSIBILITY

201 General

The o
assignm
(a) set]
tions for
ance pr
desired ¢
(b) qy
assigned
(c) qy
directly
(d) th
quality
those vel
authority

rganizational structure and responsibility
bnts shall be such that

jior management establishes overall expecta-
effective implementation of the quality assur-
gram and is responsible for obtaining the
nd result

ality is achieved and maintained by those
responsibility for performing work

ality achievement is verified by those not
fesponsible for performing the work

se responsible for assuring that an appropriate
issurance program has been established\and
ifying activities affecting quality have suifficient
r, direct access to responsible levels of-manage-

ment, onganizational freedom, and acce$s_to work to

perform

this function, including sufficientindependence

considerations. These verification functions incliad|
following;:

(1) identifying quality problems

(2) initiating, recommending, or previding

b the

olu-

tions to quality problems through designated chamnels

(3) verifying implementatiom.of’Solutions

(4) assuring that further processing, deliyery,
installation, or use is controlledvantil proper disposition

of a nonconformance, deficiency, or unsatisfactory
dition has occurred.

202 Delegation of Work

The individfial(s) or organization(s) responsibl
establishing afid executing a quality assurance pro

con-

b for
Fram

under this'‘Standard may delegate any or all of the yvork

to others but shall retain responsibility thereof.

300

Where more than one organization is involved i

INTERFACE CONTROL

N the

execution of activities, the responsibilities, interfaces,
and authority of each organization shall be cldarly

defined and documented.

The external interfaces between organizations an
internal interfaces between organizational units
changes thereto, shall be documented.

H the
and
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REQUIREMENT 2
Quality Assurance Program

100 __GENERAIL

202 Training

(2} A documented quality assurance program shall
be planned, implemented, and maintained in accordance
witH this Part (Part I), or portions thereof. The program
shall identify the activities and items to which it applies.
The program shall provide control over activities affect-
ing quality to an extent consistent with their importance.
The program shall include monitoring activities against
acceptance criteria in a manner sufficient to provide
assuance that the activities affecting quality are per-
fornjed satisfactorily. The program shall be established
at the earliest time consistent with the schedule for
accomplishing the activities.

e program shall provide for the planning and
accamplishment of activities affecting quality under
suitably controlled conditions. Controlled conditions
inclyde the use of appropriate equipment, suitable envi-
ronthental conditions for accomplishing the activity, and
assufrance that prerequisites for the given activity have
beer] satisfied. The program shall provide for any special
contfols, processes, test equipment, tools, and skillsto
in the required quality of activities and items’and
erification of that quality. The organization shall

ty problems.

(b) The program shall provide forsindoctrination,
trairling, and qualification as necessary of personnel per-
forming or managing activities affecting quality to
ensr]:re that suitable proficiency is achieved and
maintained.

(c] Management shdll'regularly assess the adequacy
and |effective implemhentation of the quality assurance
program.

200| INDOCTRINATION AND TRAINING

Indoctrination and training shall be commensurate

The need for a formal training program fof gersonnel
performing or managing activities affecting quglity shall
be determined. Training shall be provided, if needed,
to achieve initial proficiency, maintain proficigncy, and
adapt to changes in technology,méthods, or job respon-
sibilities. On-the-job training-shall be used|if direct
hands-on applications or expetience is needed tp achieve
and maintain proficiency:

300 QUALIFICATION REQUIREMENTS

The respofisible organization shall designate those
activities that require qualification of personndl and the
minimunirequirements for such personnel. The respon-
sible oxganization shall establish written procefdures for
the qualification of personnel, and for the assurfance that
only those personnel who meet the require
permitted to perform these activities.

Specific qualification requirements for persopnel per-
forming nondestructive examination, inspedtion and
tests to verify quality, and auditing are spégcified in
paras. 301 through 304 of this Requirement.

301 Nondestructive Examination (NDE)
This paragraph specifies requirements for the qualifi-

cation of personnel who perform radiographic (RT),
magnetic particle (MP), ultrasonic (UT), liquid fpenetrant
(PT), electromagnetic (ET), neutron radiographic (NR),
leak testing (LT), acoustic emission (AE), arjd visual
testing (VT) to verify conformance to the dpecified
requirements. The American Society of Nonddstructive
Testing (ASNT) Recommended Practices or Standards
provide acceptable qualification requirements|for NDE
personnel. Applicable Codes and Standards ¢r design
criteria controlling the qualification of NDE personnel
shall be utilized to establish the applicable ASN[I' qualifi-

with scope, complexity, importance of the activities, and
the education, experience, and proficiency of the person.

201 Indoctrination

Personnel performing or managing activities affecting
quality shall receive indoctrination in their job responsi-
bilities and authority that includes general criteria, tech-
nical objectives, requirements of applicable codes and
standards, regulatory commitments, company proce-
dures, and quality assurance program requirements.

cation rnrp urement and edition or to cpﬂni(w aa equiva_

lent alternative requirement.

302 Inspection and Test

The initial capabilities of a candidate shall be deter-
mined by an evaluation of the candidate’s education,
experience, training, and either test results or capability
demonstration. The job performance of inspection and
test personnel shall be reevaluated at periodic intervals
not to exceed 3 yr. Reevaluation shall be by evidence of
continued satisfactory performance or redetermination

(15)

(15)
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of capability in accordance with the requirements of
section 200 of this Requirement. If during this evaluation
or at any other time, it is determined by the responsible
organization that the capabilities of an individual are
not in accordance with the qualification requirements
specified for the job, that person shall be removed from
that activity until such time as the required capability
has been demonstrated. Any person who has not per-
formed inspection or testing activities in the qualified

ASME NQA-1-2015

(b) planning that establishes the scope of the activities
and associated evaluation criteria

(c) performance by technically qualified and experi-
enced personnel

(d) results that are documented and reported to
management

(e) appropriate corrective action initiated and tracked
to resolution

Such participation shall be subject to review and

area for p period of T yr shall be reevaluated.

303 Lead Auditor

The Llead Auditor organizes and directs audits,
reports qudit findings, and evaluates corrective action.
Anindivjidual shall meet the requirements of paras. 303.1
through B03.4 of this Requirement prior to being desig-
nated a[Lead Auditor. Lead Auditors shall maintain
proficiefcy in accordance with the requirements of
para. 303.5 or requalify in accordance with the require-
ments of para. 303.6, as applicable.

303.1) Communication Skills. The prospective Lead
Auditor [shall be capable of communicating effectively,
both in writing and orally. These skills shall be attested
to in writing by the Lead Auditor’s employer.

303.2 Training. Prospective Lead Auditors shall
receive [training to the extent necessary to assure
auditing|competence including

(1) knpwledge and understanding of this Standard
and other nuclear-related codes, standards, regulations,
and regylatory guides, as applicable

(b) general structure of quality assurance programs
as a whole and applicable elements as defined in this
Standarg

(c) aufiting techniques of examining; questioning,
evaluatinng, and reporting; methods of identifying and
following up on corrective actior{items; and closing out
audit findings

(d) planning audits of activities affecting quality

(e) onithe-job training)to-include applicable elements
of the aydit program

303.B Audit_Participation. Prospective Lead
Auditorqd shallyparticipate in a minimum of five quality
assurande audits within a period of time not to exceed
3 yr priottad the da ificati i i
shall be a nuclear quality
year prior to qualification.

Participation in independent assessments including
team assessment activities such as operations readiness
reviews and regulatory inspections/surveys may be
used to satisfy up to four of the five required quality
assurance audits, provided that the activities can dem-
onstrate the following:

(a) independence from the functional areas being
assessed

10

acceptance by the organization responsible for.quality
assurance audits and/or the certifying authority” prior
to their use for qualification.

303.4 Examination. Prospective Lead Audjftors
shall pass an examination that shall,€valuate conmppre-
hension of and ability to apply the'body of knowledge
identified above. The examination'may be oral, written,
practical, or any combination\thereof.

303.5 Maintenance ‘of -Proficiency. Lead Auditors
shall maintain their pfoficiency through one or mdre of
the following;:

(a) regular@and active participation in the audit
process
(b) reyiew'and study of codes, standards, procedpires,
instructions, and other documents related to quility
assurance program and program auditing
(c)” participation in training program(s)
Based on annual assessment, management [may
extend the qualification, require retraining, or require
requalification.

303.6 Requalification. Lead Auditors who fgil to
maintain their proficiency for a period of 2 yr or more
shall require requalification. Requalification ghall
include retraining in accordance with the requirenpents
of para. 303.2 of this Requirement, reexaminatign in
accordance with para. 303.4 of this Requirement,|and
participation as an Auditor in at least one nuclear quality
assurance audit.

304 Auditors

Auditors are participants in an audit. Auditors
have, or be given, appropriate training or orientatipn to
develop their competence for performing audits. om-
petence of personnel for performance of the vatious
ore

hall

AUl ng 111 1
of the following methods:

(a) orientation to provide a working knowledge and
understanding of this Standard and the auditing organi-
zation’s procedures for implementing audits and
reporting results.

(b) general and specialized training in audit perform-
ance where the general training shall include fundamen-
tals, objectives, characteristics, organization,
performance, and results of quality auditing and the
specialized training shall include methods of examining,
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questioning, evaluating, and documenting specific audit
items and methods of closing out audit findings.

(c) on-the-job training, guidance, and counseling
under the direct supervision of a Lead Auditor. Such
training shall include planning, performing, reporting,
and follow-up action involved in conducting audits.

305 Technical Specialists
The responsible auditing organization shall establish

PART I, REQUIREMENT 2

401 Inspection and Test Personnel

Additional requirements to those listed in para. 400
shall include the following:

(a) education

(b) work experience

(c) training

(d) demonstration of capabilities

(e) date of certification/recertification

the [talifications and requirements for use of technical
spedialists to accomplish the auditing of quality assur-
ance programs.

400( RECORDS OF QUALIFICATION

(a) The qualification of inspection, test, and Lead
Auditor personnel shall be certified in writing and
inclyde the following information:

(1) employer’s name

(2) identification of person being certified

(3) activities certified to perform
(4) signature of employer’s
representative

In[ addition to the requirements above, specific
requirements for each qualification/certification that are
to b¢ certified in writing are specified in paras. 401 and
402 pf this Requirement.

The employer may delegate qualification examination
activities to an independent certifying agency but shall
retain responsibility for conformance of the examination
and |ts administration. Integrity of the examination-shall
be rhaintained by the employer or certifying-agency
thropigh appropriate confidentiality of files\anid, where
applicable, proctoring of examinations. ‘€opies of the
objegtive evidence regarding the typé(s) and content of
the ¢xamination(s) shall be retaingd\by the employer in
accopdance with the requiremenits)of section 500 of this
Reqfiirement.

designated

{f)any special physical requirements needgd in the
performance of each activity, including the.legd for ini-
tial and subsequent physical examination

(g) certification expiration

402 Lead Auditor Personnel

Additional requirements to_ those listed in para. 400
shall include the following;

(a) education

(b) work experiefieé

(c) training

(d) audit participation

(e) exanmlination results

(f) dateé of certification/recertification

(g)saninual assessment of proficiency maint¢nance

500 RECORDS

Records of indoctrination and training shalll include
one or more of the following:

(a) attendance sheets

(b) training logs

(c) personnel training records

The employer shall establish and maintain rgcords for
indoctrination and training, Auditor and Lead Auditor
qualification and requalification, and inspection and test
personnel qualification and requalification.

11

(15)


https://asmenormdoc.com/api2/?name=ASME NQA-1 2015.pdf

PART I, REQUIREMENT 3

ASME NQA-1-2015

REQUIREMENT 3
Design Control

that

Critical characteristics to be verified are thaose

by control measures commensurate with those
o the original design.

200 DESIGN INPUT

Appligable design inputs shall be identified and docu-
mented, pnd their selection reviewed and approved. The
design ihput shall be specified to the level of detail
necessary to permit the design activities to be carried
out in a| correct manner and to provide a consistent
basis for making design decisions, accomplishing design
verificatfon measures, and evaluating design changes.

300 DESIGN PROCESS

(a) THe responsible design organization shall pre-
scribe ard document the design activities to the level
of detail| necessary to permit the design process-to-be
carried dut in a correct manner, and to permit-verifica-
tion that| the design meets requirements. Design docu-
ments shall support facility design, construction, and
operatioh. Appropriate quality standards shall be identi-
fied and|documented, and their seléction reviewed and
approvedl.

(b) T

design methods, matetials, parts, equipment,
esses that are essential to the function of the
hll be selected and* reviewed for suitability of

tion in sk ent-cetatto-permit-designve aHoR-

(2) specify required inspections and tests and
include or reference appropriate acceptance criteria.

(3) identify assemblies and/or components that are
part of the item being designed. When such an assembly
or component part is a commercial grade item, the criti-
cal characteristics of the item to be verified for accept-
ance and the acceptance criteria for those characteristics
shall meet the requirements of Part II, Subpart 2.14,
Quality Assurance Requirements for Commercial Grade
Items and Services.

12

provide reasonable assurance that the item will perform
its intended safety function. If a commercial grade {tem,
prior to its installation, is modified or selected by special
inspection and/or testing to requirementsthat are fnore
restrictive than the Supplier’s published profuct
description, the component part shall’be represent¢d as
different from the commercial grade item in a manner
traceable to a documented definition of the differ¢nce.

400 DESIGN ANALYSES

Design analyses shall be sufficiently detailed sucl] that
a person technically qualified in the subject can reyiew
and understand the analyses and verify the adequacy
of the results without recourse to the originator.

401 Use of Computer Programs

Each computer program used for design analysis ghall
be accepted for use and controlled by applying the appli-
cable requirements of Parts I and II prior to usp, or
the computer program’s results shall be independently
verified with the design analysis for each applicaffion.

The acceptance of controlled computer programs used
for design analysis, and verification methods appligd to
the results of unproven programs, shall meet the follow-
ing requirements:

(a) The computer program, or the verification mefthod
applied to the computer program results, shall be sHown
to produce correct solutions for the applied math?rati-
cal model within defined limits for each parameter
employed.

(b) The applied mathematical model shall be sHown
to produce a valid solution to the physical problem
ciated with the particular application.

402 Documentation of Design Analyses

Docum
following;:

(a) the objective of the analyses

(b) design inputs and their sources

(c) results of literature searches or other applicable
background data

(d) assumptions and indication of those assumptions
that must be verified as the design proceeds

(e) identification of any computer calculation, includ-
ing identification of the computer type, computer pro-
gram name, and revision, inputs, outputs, evidence of

(15)
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or reference to computer program verification, and the

bases (of reference thereto) supporting application of

the computer program to the specific physical problem
(f) review and approval

500 DESIGN VERIFICATION

(a) The responsible design organization shall identify
and document the particular design verification meth-
od(s) used. The results of design verification shall be
docymented with the identification of the verifier clearly
indi¢ated. Design verification shall be performed by any
competent individual(s) or group(s) other than those
who| performed the original design but who may be
fron] the same organization. This verification may be
perfprmed by the originator’s supervisor, provided
(1) the supervisor did not specify a singular design
apptfoach or rule out certain design considerations and
did ot establish the design inputs used in the design; or
(2) the supervisor is the only individual in the orga-
nizafion competent to perform the verification.

Ctirsory supervisory reviews do not satisfy the intent
of this Standard.

(b} Design verification shall be performed prior to
relegsing the design for procurement, manufacture, con-
strugtion, or use by another design organization, except
whete this timing cannot be met, such as when insuffi-
cien{ data exist. In those cases, the unverified portion
of the design shall be identified and controlled. In_all
casep the design verification shall be completed(prior
to rd lying upon the component, system, structure, or
computer program to perform its function.

(c] If the design is modified to resolwe)verification
findings, the modified design shall be verified prior to
relegse or use.

(d) Extent of Design Verification” The extent of the
design verification shall be afunction of the importance
to sgfety, the complexity ©of\the design, the degree of
stanflardization, the state\of the art, and the similarity
with previously proved‘designs. Where the design has
beer] subjected to.a(verification process in accordance
withy this Part (Rart'I), the verification process need not
be diplicated for identical designs. However, the appli-
cability of.standardized or previously proven designs,
with re$pect to meeting pertinent design inputs, shall
be verified for each application. Known problems affect-

PART I, REQUIREMENT 3

(b) alternate calculations
(c) qualification testing

501.1 Design Reviews. Design reviews shall pro-
vide assurance that the final design is correct and satis-
factory by addressing, where applicable, paras. 501.1(a)
through (g) of this Requirement.

(a) Were the design inputs correctly selected?
(b) Are assumptions necessary to perform the design

8 ety =to re—reasenablg? Where
necessary, are the assumptions identified for'subsequent
reverifications when the detailed desigfinactifities are
completed?

(c) Were appropriate design methods and domputer
programs used?
(d) Were the design inputs ¢errectly incorporated into
the design?
(e) Is the design outpirt reasonable compared to
design inputs?
(f) Are the necessary design inputs for interfacing
organizations specified in the design documgnts or in
supporting procedures or instructions?
(g) Have suitable materials, parts, procegses, and
inspection and testing criteria been specified?

501.2 Alternate Calculations. Alternate calfulations
shall use alternate methods to verify correctngss of the
original calculations or analyses. The appropriateness
of assumptions; input data used; and the compjuter pro-
gram, its associated computer hardware angl system
software, or other calculation method used shdll also be
reviewed.

501.3 Qualification Tests. Testing shall demonstrate
adequacy of performance under conditions that simu-
late the most adverse design conditions. Operating
modes and environmental conditions shall b¢ consid-
ered in determining the most adverse conditior}s. Where
the test is intended to verify only specific degsign fea-
tures, the other features of the design shall b¢ verified
by other means. When tests are being perfofmed on
models or mockups, scaling laws shall be esfablished
and verified. The results of model test work{ shall be
subject to error analysis, where applicable, prior to use
in the final design.

600 CHANGE CONTROL

ing the standard or previously proved designs and their
effects on other features shall be considered. The original
design and associated verification documentation shall
be referenced in records of subsequent application of
the design.

501 Methods

Acceptable verification methods include, but are not
limited to, any one or a combination of the following:
(a) design reviews

13

(a) Changes to design inputs, final designs, field
changes, and temporary and permanent modifications
to operating facilities shall be justified and subject to
design control measures commensurate with those
applied to the original design. These measures shall
include evaluation of effects of those changes on the
overall design and on any analysis upon which the
design is based. The evaluation shall include facility
configurations that occur during operation, mainte-
nance, test, surveillance, and inspection activities.
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Changes shall be approved by the same affected groups
or organizations that reviewed and approved the origi-
nal design documents. When the organization originally
responsible for review and approval of the orginal
design documents is no longer responsible, the owner
or his designee shall have responsibility or designate a
new responsible organization. The design organization
approving the change shall have demonstrated compe-
tence in the specific design area of interest and have an

ASME NQA-1-2015

601.6 Measures shall be established and imple-
mented to ensure that proposed changes to the configu-
ration are evaluated for their conformance to the design
bases.

601.7 The implementation sequence for approved
configuration changes shall be reviewed to determine
that the configuration conforms to the design bases.

601.8 Approval by the design authority shall be

of the o1figinal design.

(b) en a design change is approved other than
by revisipn to the affected design documents, measures
shall be ¢stablished to incorporate the change into these
documents, where such incorporation is appropriate.

(c) WIere a significant design change is necessary
because pf an incorrect design, the design process and
verificatjon procedure shall be reviewed and modified
as necessary.

adequ:\’} understanding of the requirements and intent

601 Configuration Management of Operating
Facilities

Procedures implementing configuration management
requirenjents shall be established and documented at the
earliest practical time prior to facility operation. These
procedufes shall include the responsibilities and author-
ity of th¢ organizations whose functions affect the con-
figuratign of the facility including activities such as
operations, design, maintenance, construction, licens-
ing, and|procurement.

601.1 Configuration management requirements
shall in¢lude measures to ensure changes‘\that may
affect thp approved configuration are regognized and
processefl.

601.2 The configuration shall\bé established and
approveql at the earliest practical time prior to initial
operation of the facility, and-maintained for the life of
the facility.

601.3
ble, cha

The configufation shall include, as applica-
acteristics\derived from regulatory require-

ments ahd comrhitments, calculations and analyses,
inputss.installation and test requirements, sup-

601.4 Interface controls shall include the integra-
tion of activities of organizations that can affect the
approved configuration.

601.5 Documentation shall identify the design
bases and the approved configuration for the approved
modes of operation.

14

required prior to implementation of a change tq the
design bases.

601.9 The configuration of the facility shall be
documented in drawings, specifications; procedpires,
and other documents that reflect the.operational sfatus
of the facility. The process used_to-eontrol the cufrent
revision and issuance of these, documents shall takq into
account the use of the document and the need for frevi-
sion in support of operation:

700 INTERFACE CONTROL

Interface controls shall include assignment of respon-
sibility and establishment of procedures among paftici-
pating design organizations for review, appre¢val,
releasey distribution, and revision of documents inyolv-
ingxdesign interfaces.

Design information transmitted across interfaces phall
identify the status of the design information or docu-
ment provided, and identify incomplete items|that
require further evaluation, review, or approval. Where
it is necessary to initially transmit design informgtion
orally or by other informal means, the transmittal ghall
be confirmed promptly by a controlled document

800 SOFTWARE DESIGN CONTROL

The requirements of Part II, Subpart 2.7, Quplity
Assurance Requirements for Computer Softwarp for
Nuclear Facility Applications, apply to computer [soft-
ware design control and shall be used instead of seftion
200, Design Input; section 300, Design Process; segtion
500, Design Verification; and section 600, Chgnge
Control.

Design documentation and records shall include not
only final design documents, such as drawings and spec-
ifications, and revisions to those documents, but also
documentation that identifies the important steps in the
design process, including sources of design inputs that
support the final design.

(15)
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REQUIREMENT 4
Procurement Document Control

100 __GENERAIL

d others

Purchaser its desionated representative. a
(&4 I

Applicable design bases and other requirements nec-
essaly to assure adequate quality shall be included or
refefenced in documents for procurement of items and
servfices. To the extent necessary, procurement docu-
ments shall require Suppliers to have a quality assurance
program consistent with the applicable requirements of
this [Standard.

200( CONTENT OF THE PROCUREMENT

DOCUMENTS

Procurement documents issued at all tiers of procure-
ment shall include provisions for the following, as
deerhed necessary by the Purchaser.

201

Procurement documents shall include a statement of
the gcope of the work to be performed by the Supplier.

Scope of Work

202

Technical requirements shall be specified in thé pro-
curement documents. These requirements shallbe speci-
fied] as appropriate by reference to spedific' drawings,
spedifications, codes, standards, regulations, proce-
durgs, or instructions, including revisions thereto that
desqribe the items or services to-be-furnished. The pro-
curgment documents shall identify appropriate test,
inspection, and acceptance-eriteria for determining
acceptability of the iteni orservice.

Technical Requirements

203
Q

authorized by the Purchaser.

205 Documentation Requirements

The procurement documents shall identify fhe docu-
mentation required to be submitted for infofmation,
review, or approval by the Putchaser. The timge of sub-
mittal shall also be established. When the Hurchaser
requires the Supplier totthdintain specific recprds, the
retention times and disposition requirements| shall be
prescribed.

206 Nonconformances

The procurement documents shall specify the
Purchaser(s requirements for the Supplier’s reforting of
nonconformances.

207 Spare and Replacement Parts

The procurement documents shall specify the
Supplier’s requirements to identify spare and| replace-
ment parts or assemblies and the related data|required
for ordering these parts or assemblies.

300 PROCUREMENT DOCUMENT REVIEW

A review of the procurement documents, and changes
thereto, shall be made and documented prior fo award
to assure that documents transmitted to prdspective
Supplier(s) include appropriate provisions to agsure that
items or services will meet the specified requjrements.

Technical or quality assurance program changes made

Quality Assurance Program Requirements as a result of'bid evaluations or negotiations shz'ill be
incorporated into the procurement documenty prior to
1ality assurance program requirements shall be their issuance to the Supplier.
spedified in the procurement documents. These require- Procurement document review shall be perf¢rmed by
menfs shall be consistent with importance and/or com-  personnel who have access to pertinent informgtion and
plexity‘of the item or service being procured. The who have an adequate understanding of the| require-
produrément documents shall require the Supplier to ments and intent of the procurement documents.

incorporate appropriate quality assurance program
requirements in subtier procurement documents.

204 Right of Access

The procurement documents shall provide for access
to the Supplier’s and subtier Supplier’s facilities and
records for surveillance, inspection, or audit by the

15

400 PROCUREMENT DOCUMENT CHANGES

Procurement document changes affecting the techni-
cal or quality assurance program requirements shall be
subject to the same degree of control as utilized in the
preparation of the original documents.
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REQUIREMENT 5
Instructions, Procedures, and Drawings

b have been satisfactorily accomplished. The

training, experience).

FNERAIL activity shall be described to a level of detail commensu-
) ) ) ) rate with the complexity of the activity and the fie¢d to
ies affecting quality and services shall be pre- assure consistent and acceptable results. The.nieed for,
py and performed in accordance with docu-  and level of detail in, written procedures of injstrucfions
instructions, procedures, or drawings that  shall be determined based upon compleXity of the ftask,
r reference appropriate quantitative or qualita-  the significance of the item or activity,/work envjron-
ptance criteria for determining that prescribed  ment, and worker proficiency and dapability (education,

16
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REQUIREMENT 6
Document Control

— GENERAL

IREMENT 6

(e) a method to ensure the correct documents are

e preparation, issue, and change of documents that
ify quality requirements or prescribe activities
ting quality such as instructions, procedures, and
Fings shall be controlled to ensure that correct docu-
ts are being employed. Such documents, including
ges thereto, shall be reviewed for adequacy and
oved for release by authorized personnel.

DOCUMENT CONTROL

e following controls shall be applied to documents
changes thereto:

the identification of controlled documents

the specified distribution of controlled documents
Ise at the appropriate location

the identification of individuals responsible for the
aration, review, approval, and distribution of con-
bd documents

the review of controlled documents for adequacy,
bleteness, and approval prior to distribution

being used

300 DOCUMENT CHANGES
301 Major Changes

Changes to documents, othér sthan those d
minor changes, are consideréd major changes
be reviewed and approved, by the same orga
that performed the original review and approy

bfined as
hnd shall
hizations
al unless

other organizations,ate specifically designated. The

reviewing organization shall have access to
background data’or information upon which
their approval

302 Minor Changes

Minor changes to documents, such as incons
editorial corrections, shall not require that th
documents receive the same review and appro
original documents. To avoid a possible omis
required review, the type of minor changes th
require such a review and approval and the per
can authorize such a decision shall be clearly d¢

pertinent
to base

Pquential
b revised
bal as the
sion of a
ht do not
ons who
lineated.
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REQUIREMENT 7
Control of Purchased Items and Services

100 GENERAL

500

The ptocurement of items and services shall be con-
trolled tp ensure conformance with specified require-
ments. Such control shall provide for the following as
appropriate: source evaluation and selection, evaluation
of objeqtive evidence of quality furnished by the
Supplier] source inspection, audit, and examination of
items or|services upon delivery or completion.

200 SUPPLIER EVALUATION AND SELECTION

Prior tp award of a contract, the Purchaser shall evalu-
ate the Spipplier’s capability to provide items or services
in accordance with the requirements of the procurement
documents. Supplier evaluation and selection and the
results therefrom shall be documented and shall include
one or njore of the following:

(a) Supplier’s history of providing an identical or sim-
ilar product that performs satisfactorily in actual use.
The Supplier’s history shall reflect current capability.

(b) Supplier’s current quality records supported by
documented qualitative and quantitative information
that can [be objectively evaluated.

(c) Suppplier’s technical and quality capability as
determirjed by a direct evaluation of the facilities, per-
sonnel, and the implementation of the Supplier’s quality
assurande program.

300 BID EVALUATION

If bidq are solicited, the bid evaluation shall include
a deternfination of the Suppliér’s capability to conform
to the technical and qaality assurance requirements.
Prior to fthe award of the contract, the Purchaser shall
resolve qr obtain,comtmitments to resolve unacceptable
technicall and_quality assurance conditions resulting
from the| bid“eyaluation.

501 General

Prior to offering the item or service for_ aceeptance,
the Supplier shall verify that the item or service Qeing

the Supplier’s quality performnance. Where requir
code, regulation, or contraet requirement, docume
evidence that items conform to procurement require-
ments shall be available at the nuclear facility site prior
to installation or<use.

502 Methods)of Acceptance

Purchaset\methods used to accept an item or sefvice
from a Supplier shall be a Supplier Certificafe of
Conformance, source verification, receiving inspedtion,
or, postinstallation test at the nuclear facility site,|or a
combination of these methods.

503 Certificate of Conformance

When a Certificate of Conformance is used, the mnini-
mum criteria of paras. 503(a) through (f) of|this
Requirement shall be met.

(a) The certificate shall identify the purchased rhate-
rial or equipment, such as by the purchase order nurhber.

(b) The certificate shall identify the specific progure-
ment requirements met by the purchased materipl or
equipment, such as codes, standards, and other spgcifi-
cations. This may be accomplished by including & list
of the specific requirements or by providing, on-sjte, a
copy of t