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KEPIC-QAP | Xl& FAHZ : 20054 &
(ASME NQA-1 ; 1994 Edition, 1995 Addenda : 4=%/MOD)

<M 2

KEPIC-QAP “¢x}3 FZHZ : 200590 %2 1] =7 7] A8 3] (ASME)2] #+<1 ASME NQA-1 “Quality
Assurance Requirements for Nuclear Facility Applications” : 1994 Edition ¥ 1995 Addenda®] &71& %+
zoto] Ul Ao REE “FA(Modified)’ste] Al g skt

T3, KEPIC-QAP : 20052 dEAakdd 7] & 7] S=(KEPIC)2] <A & 9l H& ity xdglsE 48
S =R A gZ-d& -8 (Korean-English Bilingual Edition) 2.2 W83} 2, KEPIC-MNA2]
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KEPIC-QAP Nuclear Quality Assurance : 2005 Edition

<Preface>

KEPIC-QAP “Nuclear Quality Assurance” : 2005 Edition was newly developed and issued by
“Modified” with the form ASME NQA-1 “Quality Assurance Requirements for Nuclear Facility
Applications” : 1994 Edition thru 1995 Addenda which issued by American Society of Mechanical

Engineers.

Likewise, KEPIC-QAP : 2005 Edition was issued and published by Korean-English bilingual version for
common use of Korea Electric Power Industry Code (KEPIC) in home and abroad. There are any conflict
between Korean and English for meaning and interpretation of this standard, the requirements in Korean

shall precede those in English.

This standard was reviewed by Nuclear Quality Subcommittee, and approved by Main Committee for

Quality Assurance.
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I. GENERAL

1. PURPOSE

This KEPIC (hereinafter called QAP-1) sets forth
requirements for the establishment and execution of
quality assurance programs for the siting, design,
construction, operation, and decommissioning of

nuclear facilities.

2. APPLICABILITY

QAP-1 apply to activities which could affect the
quality of structures, systems, and components of
nuclear facilities. Nuclear facilities include facilities
for power generation, spent fuel storage, waste
storage, fuel reprocessing, and plutonium processing
and fuel fabrication. These activities include the
following;

(1) the performing functions of attaining quality
objectives;

(2) the functions of assuring that an appropriate
quality assurance program is established; and

(3) the function of verifying that activities
affecting quality have been correctly performed.

Activities  affecting  quality include  siting,
designing, purchasing, fabrication, handing, shipping,
receiving, storing, cleaning, assembling, installing,
inspecting, testing, operating, maintaining, repairing,
refueling, modifying, and decommissioning. The
application of QAP-1, or portions thereof, shall be
specified in written contracts, policies, procedures,

or instructions.

3. RESPONSIBILITY
invoking QAP-1 shall be
specifying  that

The organization
responsible  for which  Basic
Requirements and Supplements, or portions thereof,
is applied, and appropriately relating them to
specific items and services. The organization upon
which QAP-1, or portions thereof, is invoked shall

be responsible for complying with the specified
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requirements.

4. TERMS AND DEFINITIONS

audit - a planned and documented activity
performed to determine by investigation, examination,
or evaluation of objective evidence the adequacy of
established

drawings, and  other

and compliance  with procedures,

instructions, applicable
documents, and the effectiveness of implementation.
An audit should not be confused with surveillance
or inspection activities performed for the sole
purpose of process control or product acceptance.
objective evidence - any documented statement of
fact, other information, or record, either quantitative
or qualitative, pertaining to the quality of an item
or activity, based on observations, measurements, or
tests which can be verified.

inspection - examination or measurement to verify

whether an item or activity conforms to specified

requirements.
inspector - a person who performs inspection
activities to  verify conformance to specific
requirements.
supplier - any individual or organization who

furnishes items or services in accordance with a
procurement document, An all-inclusive term used

in place of any of the following: seller, contractor,

subcontractor, fabricator, consultant, and their
subtier levels.
procurement document - purchase requisitions,

purchase orders, drawings, contracts, specifications,
or instructions used to define requirements for
purchase.

purchaser - the

organization responsible  for

establishment of procurement requirements and for

issuance and/or administration of procurement
documents.
guideline - a suggested practice that is not

mandatory in programs intended to comply with a
standard. The word should denotes a guideline; the

word shall denotes a requirement.
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intemal audit - an audit of those portions of an
organization's quality assurance program retained
under its direct control and within its organizational
structure.

waiver - documented authorization to depart from
specified requirements.

document - any written or pictorial information
specifying,
certifying activities, requirements, procedures, or

describing,  defining, reporting,  or
results. A document is not considered to be a
Quality Assurance Record until it satisfies the
definition of a Quality Assurance Record as defined
in this Supplement.

repair - the process of restoring a nonconforming
characteristic to a condition such that the capability
of an item to function reliably and safely is
unimpaired, even though that item still does not
conform to the original requirement.
nonconformance - a deficiency in characteristic,
documentation, or procedure that renders the quality
of an item or activity unacceptable or
indeterminate.

owner - the person, group, company, agency, Or
corporation who has or will have construction or
operation permit for the nuclear facility to the
regulatory agency.

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.

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, parameters, bases, or
other design requirements upon which detailed final
design is based.

design output - drawings, specifications, and other
documents used to define technical requirements of
structures, components, and

systems, computer

programs.
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comrective action - measures taken to rectify
conditions adverse to quality and, where necessary,
to preclude repetition.

testing - an element of verification for the
determination of the capability of an item to meet

specified requirements by subjecting the item to a

set of physical, chemical, environmental, or
operating conditions.

service - the performance of activities such as
design,  fabrication, inspection,  nondestructive
examination, repair, or installation.

receiving - taking delivery of an item at a

designated location.

qualified procedures - an approved procedure that

has been demonstrated to meet the specified
requirements for its intended purpose.
certification - the act of determining, verifying,

and attesting in writing to the qualifications of

personnel, processes, procedures, or items in
accordance with specified requirements.

commercial grade item” - an item satisfying (1),
(2), and (3) below:

(1) not subject to design or specification requirements
that are unique to nuclear facilities ;

(2) wused in applications other than nuclear
facilities;

(3) is to be ordered from the manufacturer/
supplier on the basis of specifications set forth in
the manufacturer's published product description (for
example, catalog).
deviation - a departure from specified requirements.
personnel qualification - the characteristics or
abilities gained through education, training, or
established

requirements, such as standards or tests, that qualify

experience, as measured against
an individual to perform a required function.

rework - the process by which an item is made to
conform to original requirements by completion or

correction.

(1) Commercial grade items affecting safety of licensed nuclear
facilities are subject to alternate requirements per 10 CFR Part 21.
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procedure - a document that specifies or describes
how an activity is to be performed.

final design - approved design output documents
and approved changes thereto.

traceability - the ability to trace the history,
application, or location of an item and like items
or activities by means of recorded identification.
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.

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 specified requirements.

2)3)
computer program

a sequence of instructions
suitable for processing by a computer. Processing
may include the use of an assembler, a compiler,
an interpreter, or a translator to prepare the
program for execution as well as to execute it.
characteristic - any property or attribute of an
item, process, or service that is distinct, describable,
and measurable.

special process - a process, the results of which
are highly dependent on the control of the process
and/or the skill of the operators, and in which the
specified quality cannot be readily determined by
inspection or test of the product.

item - an all-inclusive term used in place of any
of the following: appurtenance, assembly, compo-
nent, equipment, material, module, part, structure,
subassembly, subsystem, system, or unit.
surveillance - the act of monitoring or observing
to verify whether an item or activity conforms to

specified requirements.

(2) 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

(3) To the extent that computer programs are a physical part of plant
systems (e.g., digital reactor protection systems, digital instrumen-
tation, etc.) they are included in the term item.
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quality assurance (QA) - all those planned and
systematic actions necessary to provide adequate
confidence that a structure, system, or component
will perform satisfactorily in service.

quality assurance record - a completed document
that furnishes evidence of the quality of items
and/or activities affecting quality.

Certificate of Conformance - a document signed
or otherwise authenticated by an authorized
individual certifying the degree to which items or
services meet specified requirements.

condition adverse to quality - an all-inclusive
term used in reference to any of the following:
failures, malfunctions, deficiencies, defective items,
and nonconformances. A  significant condition
adverse to quality is one which, if uncorrected,
could have a serious effect on safety or operability.
acceptance criteia - specified limits placed on
characteristics of an item, process, or service
defined in codes, standards, or other requirement
documents.
use-as-is - a disposition permitted for a
nonconforming item when it can be established that
the item is satisfactory for its intended use.
verification - the act of reviewing, inspecting,
testing, checking, auditing, or otherwise determining
and documenting whether items, processes, services,

or documents conform to specified requirements.
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II. BASIC REQUIREMENTS

1. ORGANIZATION

The organizational structure, functional responsi-
bilities, levels of authority, and lines of
communication for activities affecting quality shall
be documented. Persons or organizations responsible
for assuring that an appropriate quality assurance
program has been established and verifying that
activities affecting quality have been correctly
performed shall have sufficient authority, access to
work areas, and organizational freedom to;

(1) identify quality problems;

(2) initiate, recommend, or provide solutions to
quality problems through designated channels;

(3) verify implementation of solutions; and

(4) assure that further processing, delivery,
installation, or use is controlled until proper dispo-
sition of a non-conformance, deficiency, or unsatis-
factory condition has occurred.

Such persons or organizations shall have direct
access to responsible management at a level where
appropriate action can be effected. Such persons or
organizations shall report to a management level
such that required authority and organizational
freedom are provided, including sufficient indepen-

dence from cost and schedule considerations.

2. QUALITY ASSURANCE PROGRAM

A documented quality assurance program shall be
planned, implemented, and maintained in accordance
with  this thereof. The

program shall identify the activities and items to

Standard, or portions

which it applies. The establishment of the program
shall include consideration of the technical aspects
of the activities affecting quality. The program shall
provide control over activities affecting quality to
an extent consistent with their importance. The
program shall be established at the earliest time

consistent with the schedule for accomplishing the
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activities. The program shall provide for the planning
and accomplishment of activities affecting quality
under suitably controlled conditions. Controlled
conditions include the use of appropriate equipment,
suitable environmental conditions for accomplishing
the activity, and assurance that prerequisites for the
given activity have been satisfied.

The program shall provide for any special
controls, processes, test equipment, qualification of
inspection and test personnel to attain the required
quality and for verification of quality.

The program shall provide for indoctrination and
training, as necessary, of personnel performing
activities affecting quality to assure that suitable
proficiency is achieved and maintained.

Management of those organizations implementing
the quality assurance program, or portions thereof,
shall regularly assess the adequacy of that part of
the program for which they are responsible and

shall assure its effective implementation.

3. DESIGN CONTROL

The design shall be clearly defined, controlled,
and verified. Applicable design inputs shall be
appropriately specified on a timely basis and
correctly translated into design documents. Design
interfaces shall be identified and controlled. Design
adequacy shall be verified by persons other than
those who designed the item. Design changes,
including field changes, shall be governed by
control measures commensurate with those applied

to the original design.

4. PROCUREMENT DOCUMENT CONTROL
Applicable design bases and other requirements
necessary to assure adequate quality shall be included
or referenced in documents for procurement of items
and services. To the extent necessary, procurement
documents shall require Suppliers to establish and
implement a quality assurance program consistent

with the applicable requirements of QAP-1.

_89_



QAP (2005 &)

5. XAIN, HAN X =H

Faol 99 A= gRE Aol wA A
A3 BASE AAA, M EE 2@ T3
shelof ahml, olel wel = stelof k. ol @
BAE HAE Q4R BE2YA FAHASS
A3% 5 9t 49 3P == YL @
4712 LA Agstelok k.

FAeAe FARAL EA 9B VA=
AFE /e BA A, wY L wPe A
g T ATel ASES HFY F AEF
delstolol doh. WAARGS EFeke] ole @
BAES Aol Yold A7} APHLS AEHT
e FAselok dt.

F2 g oy o 748 ald 23w
S AmE pelstelok Atk o @ el
E FEA A 9 AR, FEAL AEE FA
of W@ ARH A B FEA G4, B
BB, o} Ao 9E E QIEAe
Agel e A 443 Tgstelof duk.

7
Yatolo} o

5 B
o AWEAE AF A EASAY T AF
2 A% + gt B4 wE 49AF0] 3y
i HAETE AL BEE & dE WHoR f
Aol ok ek

QAP (2005 EDITION)

5. INSTRUCTIONS, PROCEDURES, AND

DRAWINGS

Activities affecting quality shall be prescribed by
and performed in accordance with documented
instructions, procedures, or drawings of a type
appropriate to the circumstances. These documents
shall include or reference appropriate quantitative or
qualitative acceptance criteria for determining that
activities  have  been

prescribed satisfactorily

accomplished.

6. DOCUMENT CONTROL

The preparation, issue, and change of documents

that specify quality requirements or prescribe
activities affecting quality shall be controlled to
assure that correct documents are being employed.
Such documents, including changes thereto, shall be
reviewed for adequacy and approved for release by

authorized personnel.

7. CONTROL OF PURCHASED ITEMS

AND SERVICES

The procurement of items and services shall be
controlled to assure conformance with specified
requirements. Such control shall provide for the
following as appropriate: source evaluation and
selection, evaluation of objective evidence of quality
furnished by the Supplier, source inspection, audit,
and examination of items or services upon delivery

or completion.

8. IDENTIFICATION AND CONTROL OF
ITEMS
Controls shall be established to assure that only

correct and accepted items are used or installed.
Identification shall be maintained on the items
directly or in documents traceable to the items, or
in a manner which assures that identification is

established and maintained.
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9. CONTROL OF PROCESSES

Processes affecting quality of items or services
shall be controlled. Special processes that control or
verify quality, such as those used in welding, heat
treating and nondestructive examination, etc., shall
be performed by qualified personnel using qualified

procedures in accordance with specified requirements.

10. INSPECTION

Inspections required to verify conformance of an
item or activity to specified requirements shall be
planned and executed. Characteristics to be
inspected and inspection methods to be employed
shall be

documented.

specified. Inspection results shall be

Inspection for acceptance shall be
performed by persons other than those who performed

or directly supervised the work being inspected.

11. TEST CONTROL

Tests required to verify conformance of an item
or computer program to specified requirements and
to demonstrate satisfactory performance for service
shall be planned and executed. Characteristics to be
tested and test methods to be employed shall be
specified. Test results shall be documented and
their conformance with acceptance criteria shall be
evaluated. Tests required to collect data, such as
for siting or design input etc., shall be planned,

executed, documented, and evaluated.

12. CONTROL OF MEASURING AND
TEST EQUIPMENT

Tools, gages, instruments, and other measuring
and test equipment used for activities affecting
quality shall be controlled and at specified periods
calibrated and adjusted to maintain accuracy within

necessary limits.

13. HANDLING, STORAGE, AND SHIPPING
Handling, storage, cleaning, packaging, shipping,

and preservation of items shall be controlled to
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prevent damage or loss and to minimize

deterioration.

14. INSPECTION, TEST, AND
OPERATING STATUS

The status of inspection and test activities shall
be identified either on the items or in documents
traceable to the items where it is necessary to
assure that required inspections and tests are
performed and to assure that items which have not
passed the required inspections and tests are not
inadvertently installed, used, or operated. Status
shall be maintained through indicators, such as
physical location on items and tags, markings,
process sheets, stamps, inspection records, or other
suitable means. The authority for application and
removal of tags, markings, labels, and stamps shall
be specified. Status indicators shall also provide for
indicating the operating status of systems and
components of the nuclear facility, such as by
tagging valves and switches, to prevent inadvertent

operation.

15. CONTROL OF NONCONFORMING
ITEMS

Items that do not conform to specified

requirements  shall be controlled to prevent

inadvertent installation or use. Controls shall
provide for identification, documentation, evaluation,
segregation when practical, and disposition of

nonconforming items, and for notification to

affected organizations.

16. CORRECTIVE ACTION

Conditions adverse to quality shall be identified
promptly and corrected as soon as practical. In the
case of a significant condition adverse to quality,
the cause of the condition shall be determined and
corrective action taken to preclude recurrence. The
identification, cause analysis, and corrective action

for significant conditions adverse to quality shall be
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documented and reported to appropriate levels of
management; follow-up action shall be taken to

verify implementation of this corrective action.

17. QUALITY ASSURANCE RECORDS
Records that furnish documentary evidence of

quality shall be specified, prepared, and maintained.

Records shall be identifiable, and

retrievable.

legible,
Records shall be protected against
damage, deterioration, or loss. Requirements and
responsibilities for record transmittal, distribution,
retention, maintenance, and disposition shall be

established and documented.

18. AUDITS

Planned and scheduled audits shall be performed
to verify compliance with all aspects of the quality
assurance  program and to  determine  its
effectiveness. These audits shall be performed in
accordance with written procedures or checklists by
personnel who do not have direct responsibility for
performing the activities being audited. Audit results
shall be documented and reported to and reviewed
by responsible management. Follow-up action shall

be taken where indicated.
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III. SUPPLEMENTARY
REQUIREMENTS

1S-1 ORGANIZATION

1. GENERAL

This Supplement provides amplified requirements
for organization. It supplements the requirements of
Basic Requirement 1 of QAP-1 and shall be used
in conjunction with that Basic Requirement when
and to the extent specified by the organization
invoking QAP-1.

2. RESPONSIBILITY
2.1 Purpose

The organizational structure and the responsibility
assignments shall be such that:

(1) quality is achieved and maintained by those
organizations or persons who have been assigned
responsibility for performing work; and

(2) quality achievement is verified by persons or
organizations not directly responsible for performing
the work.

2.2 Delegation of Work

The individuals or organizations responsible for
establishing and executing a quality assurance
program under this QAP-1 may delegate any or all
of the work to other persons or organizations but
shall retain responsibility therefor.

2.3 Nonconforming Items
further

processing, delivery, installation, or operation of

Responsibility  for the control of

nonconforming items shall be designated in writing.

3. MULTIPLE ORGANIZATIONS
3.1 Responsibility

Where more than one organization is involved in
the execution of activities covered by this QAP-1,

the responsibility and authority of each organization
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shall be clearly established and documented.

3.2 Interface Control

3.2.1 The external interfaces between organizations
and the internal interfaces between organizational
units, and changes thereto, shall be documented.
3.2.2 Interface responsibilities shall be defined and

documented.
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2S-1 QUALIFICATION OF INSPECTION
AND TEST PERSONNEL

1. GENERAL

This Supplement provides amplified requirements
for the qualification of personnel who perform
inspection and testing to verify conformance to
specified requirements for the purpose of
acceptability. It supplements the requirements of
Basic Requirement 2 of QAP-1 and shall be used
in conjunction with that Basic Requirement when
and to the extent specified by the organization
QAP-1. The

Supplement do not apply to the qualification of

invoking requirements of  this

personnel for performance of nondestructive

examination.

2. CERTIFICATION

2.1 Qualification Requirements

The responsible organization shall designate those
activities that require qualified inspection and test
personnel and the minimum requirements for such
personnel. Further, the responsible organization shall
establish written procedures for the qualification of
inspection and test personnel, and for the assurance
that only those personnel who meet the
requirements of this Supplement are permitted to
perform inspection and test activities.

When a

implementation by a team or a group, personnel

single inspection or test requires
not meeting the requirements of QAP-1 may be
used in data-taking assignments or in plant or
equipment operation, provided they are supervised
or overseen by a qualified individual.
2.2 Personnel Selection

Personnel selected for performing inspection and
test activities shall have the experience or training
commensurate with the scope, complexity, or

special nature of the activities.
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2.3 Indoctrination

Provisions shall be made for the indoctrination of
personnel as to the technical objectives and
requirements of the applicable Codes and Standards,
and the quality assurance program elements that are
to be employed.
2.4 Training

The need for a formal training program shall be
determined, and such training activities shall be
conducted as required to qualify personnel who
perform inspections and tests. On-the-job training
shall also be included in the program, with
emphasis on first-hand experience gained through
actual performance of inspections and tests.
2.5 Determination of Initial Capability

The capabilities of a candidate for certification
shall be

evaluation of the candidate's education, experience,

initially ~ determined by a suitable
training, and either written examination or capability
demonstration.
2.6 Evaluation of Performance

The job performance of inspection and test
personnel shall be reevaluated at periodic intervals
not to exceed 3 years. Reevaluation shall be by
evidence of continued satisfactory performance or
redetermination of capability in accordance with the
requirements of para. 2.5 above. 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 performed
inspection or testing activities in his qualified area
for a period of 1 year shall be reevaluated by a
redetermination of required capability in accordance
with the requirements of para. 2.5 above.
2.7 Cettificate of Qualification

The qualification of personnel shall be certified

in writing in an appropriate form, including the

_97_



QAP (2005 &)

(1) 118 3214

(2) AAANF A A

(3) AAANF AF 2ok

4) 9155 9 A8 gLy g 2AE
(a) 9, 49, 1§ 9 FHAE

() AR BAR B, BANGA, T

(c) 47157} A3}

(5) %712 #7k A3}

(6) 278 A, AAHA A3t

() LT AR AAAF AA%e] AT

Aoz Qe Fad Ao EW
2718 HAGtojof FHHAZE E ALHA AA
HAAL oA ¥£3))

3. 712
3.1 7|=4

o1lol AACI A B3I 7|2 mEFol| 93
G2, B Eojor st} w3k o]yt EL A
278 A 278 715 Tgshelok @t

QAP (2005 EDITION)

following information:
(1) employer's name;
(2) identification of person being certified;
(3) activities certified to perform;
(4) basis used for certification, which includes
such factors as;
(a) education, experience, indoctrination, and
training
(b) written examination results, where applicable,
or
(c) results of capability demonstration
(5) results of periodic evaluation;
(6) results of physical examinations, when required,
(7) signature of employer's designated representative
who is responsible for such certification;
(8) date of certification and date of certification
expiration.
2.8 Physical
The responsible organization shall identify any
special physical characteristics needed in the
performance of each activity, including the need for

initial and subsequent physical examination.

3. RECORDS
3.1 Record Files

Records of personnel qualification shall be
established and maintained by the employer. These
records shall include the information required by

para. 2.7 above.
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2S-2 QUALIFICATION OF
NONDESTRUCTIVE
EXAMINATION PERSONNEL

1. GENERAL

This Supplement provides amplified requirements
for the qualification of personnel who perform
radiographic ~ (RT), (MT),
ultrasonic (UT), liquid penetrant (PT), eddy current
(ET), leak testing (LT), and visual testing (VT)

magnetic  particle

[hereinafter referred to as nondestructive
examination (NDE)] to wverify conformance to
specified  requirements. It  supplements  the

requirements of Basic Requirement 2 of QAP-1 and
shall be wused in conjunction with that Basic
Requirement when and to the extent specified by

the organization invoking QAP-I1.

2. CERTIFICATION
2.1 Applicable Documents
The qualification of NDE personnel shall apply
KEPIC-MEN 1002 "qualification of NDE person-
nel".
2.2 Program
The qualification agency(l) shall establish written
procedures for the control and administration of
NDE personnel training, examination, and certifica-
tion.
2.3 Records
Records

of personnel qualification shall be

established and maintained by the employer.

Note (1) The qualification agency such as KEA or agency
designated by KEA qualifies NDE personnel by performing
training and evaluating experience, knowledge and capability
of personnel.
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2S-3 QUALIFICATION OF QUALITY
ASSURANCE PROGRAM
AUDIT PERSONNEL

1. GENERAL

This Supplement provides amplified requirements
for the qualification of an audit team leader,
henceforth identified as a Lead Auditor, who
organizes and directs audits, reports audit findings,
and evaluates corrective action. This Supplement
also provides amplified requirements for the
qualifications of individuals, henceforth referred to
as Auditors, who participate in an audit, such as
technical specialists,

management representatives,

and  auditors-in-training. It  supplements the
requirements of Basic Requirement 2 of QAP-1 and
shall be wused in conjunction with that Basic
Requirements when and to the extent specified by

the organization invoking QAP-1.

2. QUALIFICATION OF AUDITORS

The responsible auditing organization shall
establish the audit personnel qualifications and the
requirements for the use of technical specialists to
accomplish the auditing of quality assurance
programs. Personnel selected for quality assurance
auditing assignments shall have experience or
training commensurate with the scope, complexity,
or special nature of the activities to be audited.
Auditors shall have, or be given appropriate
training or orientation to develop their competence
for performing required audits. Competence of
personnel for performance of the various auditing
functions shall be developed by one or more of the
methods given in (1) through (3) below:

(1) orientation to provide a working knowledge
and understanding of QAP-1

organization's procedures for implementing audits

and the auditing

and reporting results;
(2) training programs to provide general and

specialized training in audit performance. General
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training shall include fundamentals, objectives,
characteristics, organization, performance, and results
of quality assurance program auditing. Specialized
training shall include methods of examining,
questioning, evaluating, and documenting specific
audit items and methods of closing out audit
findings.

(3) on-the-job training, guidance, and counseling
under the direct supervision of a Lead Auditor.
Such training shall include planning, performing,
action involved in

reporting, and follow-up

conducting audits.

3. QUALIFICATION OF LEAD AUDITORS

An individual shall meet the requirements of
paras. 3.1 through 3.4 below prior to being
designated a Lead Auditor.

3.1 Communication SKkills

The prospective Lead Auditors shall have the
capability to communicate effectively, both in
writing and orally. These skills shall be attested to
in writing by the Lead Auditor's employer.

3.2 Training

Prospective Lead Auditors shall have training to
the extent necessary to assure their competence in
auditing skills. Training in the following areas shall
be given based upon management evaluation of the
particular needs of each prospective Lead Auditor.
3.2.1 Knowledge and understanding of this QAP-1
and other nuclear-related  codes, standards,
regulations, and regulatory guides, as applicable.
3.2.2 General structure and related requirements of
quality assurance programs.

3.2.3 Auditing techniques of examining, questioning,
evaluating, and reporting; methods of identifying
and following up on corrective action items; and
closing out audit findings.

3.2.4 Audit planning in the quality-related functions
for the following activities: siting, designing,
purchasing, fabricating, handling, shipping, receiving,
storing, cleaning, erecting,

installing, inspecting,
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testing, operating, maintaining, repairing, refueling,
modifying, and decommissioning of nuclear facilities
or associated components, and safety aspects of the
nuclear facility.
3.2.5 On-the-job training to include applicable
elements of the audit program.
3.3 Audit Participation
The prospective Lead Auditor shall have
participated in a minimum of five (5) quality
assurance audits as auditor within a period of time
not to exceed 3 years prior to the date of
qualification, one audit of which shall be a nuclear
quality assurance audit within the year prior to his
qualification.
3.4 Examination
The prospective Lead Auditor shall pass an
examination which shall evaluate his comprehension
of and ability to apply the body of knowledge
identified in para. 3.2 above. The examination may
be oral, written, practical, or any combination of
the three types. The development and administration
of the examination shall be in accordance with

Section 5 of this Supplement.

4. MAINTENANCE OF QUALIFICATION
4.1 Maintenance of Proficiency

Lead Auditors shall maintain their proficiency
through one or more of the following:

(1) regular and active participation in the audit
process;

(2) review and study of standards, procedures,
instructions, and other documents related to quality
assurance program and program auditing; or

(3) participation in training program(s). Based on

annual assessment, management may extend the

qualification,  require  retraining, or  require
requalification. =~ These  evaluations  shall  be
documented.

4.2 Requalification
Lead Auditors who fail to maintain their

proficiency for period of 2 years or more shall
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require requalification. Requalification shall include
retraining in accordance with the requirements or
para. 3.2 above, reexamination in a accordance with
para. 3.4 above, and participation as an Auditor in

at least one nuclear quality assurance audit.

5. ADMINISTRATION
5.1 Organizational Responsibility

Training of auditors shall be the responsibility of
the employer. The responsible auditing organization
shall select and

assign  personnel who are

independent of any direct responsibility for
performance of the activities which they will audit.
The lead Auditor shall, prior to commencing the
audit, concur that assigned personnel collectively
have experience or training commensurate with the
scope, complexity, or special nature of the activities
to be audited.
5.2 Qualification Examination

The development and administration of the
examination for a Lead Auditor required by para.
3.4 above is the responsibility of the employer. The
employer may delegate this activity to an
independent certifying agency, but shall retain
responsibility for conformance of the examination
and its administration to QAP-1. Integrity of the
examination shall be maintained by the employer or
certifying agency through appropriate confidentiality
of files

examinations. Copies of the objective evidence

and, where applicable, proctoring of

regarding the type(s) and content of the
examination(s) shall be retained by the employer in
accordance with the requirements of Section 6

below.

6. RECORDS
6.1 General

Records of personnel qualifications for Auditors
and Lead Auditors performing audits shall be
established and maintained by the employer.
6.2 Certification of Qualification
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Each Lead Auditor shall be certified by his
employer as being qualified to lead audits. This
certification shall, as a minimum, document the
following:

(1) employer's name;

(2) Lead Auditor's name;

(3) date of certification on recertification;

(4) basis of qualification {i.e, education, experience,
communication skills, training, examination, etc.}

(5) signature of employer's designated representative
who is responsible for such certification.

6.3 Updating of Lead Auditors' Records
each Lead Auditor shall be

maintained and reviewed and updated annually.

Records for
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2S-4 PERSONNEL
INDOCTRINATION AND
TRAINING

1. GENERAL

This Supplement provides amplified requirements
for the indoctrination and training of personnel
performing or managing activities affecting quality.
It supplements the requirements of Basic
Requirement 2 of QAP-1 and shall be used in
conjunction with that Basic Requirement when and

to the extent specified by the organization invoking
QAP-1.

2. APPLICABILITY

This Supplement applies to personnel performing
or managing activities affecting quality. Personnel
to be indoctrinated or trained shall be identified.
The extent of indoctrination and training shall be
commensurate with the following:

(1) the scope, complexity, and nature of the
activity; and

(2) the education, experience, and proficiency of
the person.

Activities  affecting  quality  include  siting,
designing, purchasing, fabricating, handling, shipping,
receiving, storing, cleaning, erecting, installing,
inspecting, testing, operating, maintaining, repairing,

refueling, modifying, and decommissioning.

3. INDOCTRINATION

Personnel performs activities affecting quality or
manager shall be indoctrinated in the following
subjects as they relate to a applicable function:

(1) general criteria, including applicable regulatory,
codes, standards, and company procedures;

(2) applicable quality assurance program elements;
and,

(3) job responsibilities, authority and knowledge.
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QAP (20053 B)
4. &= 4. TRAINING
e AdES 94T 7 AEE 87HE 4 Training shall be provided, if needed, to achieve
T THE AAsto]ofgtt the following:
(1) Hzx=sdx G4 (1) achieve initial proficiency;
(2) sd% A4 (2) maintain proficiency; and
(3) 7=, By E=ve g5 Y A s (3) adapt to changes in technology, methods, or
A& job responsibilities.
5. 21 5. RECORDS
s 2 Fd B V|5 o5y 22 FH Records of the implementation of indoctrination
2 AAE F A and training may take the form of:
1) =4% (1) attendance sheets;
(2) THLA, == (2) training logs; or
(3 M FHA7 = (3) personnel training records.
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3S-1 DESIGN CONTROL

1. GENERAL

This Supplement provides amplified requirements
for design control. It supplements the requirements
of Basic Requirement 3 of QAP-1 and shall be
used in conjunction with that Basic Requirement
extent

when and to the specified by the

organization invoking QAP-1.

2. DESIGN INPUT

Applicable design inputs, such as design bases,
performance requirements, regulatory requirements,
standards, shall be identified and

documented, and their

codes and
selection reviewed and
approved by the responsible design organization.
The design input shall be specified and approved
on a timely basis and to the level of detail
necessary to permit the design activity to be carried
out in a correct manner and to provide a consistent
basis for making design decisions, accomplishing
design verification measures, and evaluating design
changes. Changes from approved design inputs,
including the reason for the changes, shall be

identified, approved, documented, and controlled.

3. DESIGN PROCESS

The responsible design organization  shall
prescribe and document the design activities on a
timely basis and to the level of detail necessary to
permit the design process to be carried out in a
correct manner, and to permit verification that the
design meets requirements. Design documents shall
be adequate to support facility design, construction,
and operation. Appropriate quality standards shall
be identified and documented, and their selection
reviewed and approved.

Changes from  specified

quality  standards,

including the reasons for changes, shall be

identified, approved, documented, and controlled.
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Design methods, materials, parts, equipment, and
processes that are essential to the function of the
structure, system, or component shall be selected
and reviewed for suitability of application.
Applicable information derived from experience, as
set forth in reports or other documentation, shall be
made available to cognizant design personnel. The
final design (approved design output documents and
approved changes thereto) shall:

(1) be relatable to the

documentation in sufficient detail to permit design

design input by

verification; and

(2) 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, characteristics to be verified and acceptance
criteria of characteristics for acceptance shall be
documented. Characteristics to be verified shall
item will perform the

assure reasonably that

intended  function. Prior to installation of
commercial grade item that is modified or selected
by special inspection and/or testing to requirements
that are more restrictive than the Supplier's
published product description, the component part
shall be different from the

commercial grade item in a manner traceable to a

represented  as

documented definition of the difference.
3.1 Design Analyses

Design analyses shall be performed in a planned,
controlled, and documented manner. Design analysis
documents shall be legible and in a form suitable
for reproduction, filing, and retrieval. They shall be
purpose, method,

references,

sufficiently  detailed as to

assumptions, design input, and units
such that a person technically qualified in the
subject can review and understand the analyses and
verify the adequacy of the results without recourse
to the originator. Calculations shall be identifiable
by subject (including

which  the

originator, reviewer, and date;

structure, system, or
applies),

or by other data

component  to calculation
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such that the calculations are retrievable.

(1) Computer programs may be utilized for
design analysis without individual verification of the
program for each application provided:

(a) the computer program has been verified to
show that it produces correct solutions for the
encoded mathematical model within defined limits
for each parameter employed; and

(b) the encoded mathematical model has been
shown to produce a valid solution to the physical
problem associated with the particular application.

Computer programs shall be controlled to assure
that changes are documented and approved by
authorized personnel. Where changes to previously
verified computer programs are made, verification
shall be
evaluation of the effects of these changes on
and @ above.

(2) Documentation
include (D through ® below:

(a) definition of the objective of the analyses;

required for the change, including

of design analyses shall

(b) definition of design inputs and their sources;

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

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

(e) identification of any computer calculation,
including computer type, computer program (e,g,
name), revision identification, inputs, outputs,
evidence of or reference to computer program
verification, and the bases (or reference thereto)
supporting application of the computer program to
the specific physical problem;

(f) review and approval.

4. DESIGN VERIFICATION

Design control measures shall be applied to
verify the adequacy of design, such as by one or
more of the following: the performance of design

reviews, the use of alternate calculations, or the
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performance of qualification tests. Verification of
computer programs shall include appropriate testing.
The responsible design organization shall identify
and document the particular design verification
method(s) used. The results of design verification
shall be clearly documented with the identification
of the verifier clearly indicated. 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 from the same
organization. This verification may be performed by
the originator's supervisor, provided;

(1) the supervisor did not specify a singular
design approach or rule out certain design
considerations, and the supervisor did not establish
the design inputs used in the design; or

(2) the supervisor is the only individual in the
organization competent to perform the verification.

Cursory supervisory reviews do not satisfy the
intent of this QAP-1.

Verification shall be performed in a timely
manner. Design verification, for the level of design
activity accomplished, shall be performed prior to
release for procurement, manufacture, construction, or
release to another organization for use in other
design activities except in those cases where this
timing cannot be met, such as when insufficient data
exist. In those cases, the unverified portion of the
design shall be identified and controlled. In all cases
the design verification shall be completed prior to
relying upon the component, system, structure, or
computer program to perform its function.

4.1 Extent of Design Verification

The extent of the design verification required is

a function of the

importance to safety, the

complexity of the design, the degree of
standardization, the state of the art, and the
similarity with previously proven designs. Where
the design has been subjected to a verification
QAP-1, the

verification process need not be duplicated for

process in accordance with this
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identical designs. However, the applicability of
standardized or previously proven designs, with
respect to meeting pertinent design inputs, shall be
verified for each application. Known problems
affecting the standard or previously proven designs
and their effects on other features shall be
considered. The original design and associated
verification

measures shall  be adequately

documented and referenced in the files of
subsequent application of the design.

Where changes to previously verified designs
have been made, design verification shall be
required for the changes, including evaluation of
the effects of those changes on the overall design
and on any design analyses upon which the design
is based that are affected by the change to
previously verified design.

4.2 Methods

Acceptable verification methods include, but are
not limited to, any one or a combination of the
following: design reviews, alternate calculations, and
qualification testing.

4.2.1 Design Review

These are critical reviews to provide assurance
that the final design is correct and satisfactory.
Where applicable, (1) through (6) below shall be
addressed.

(1) Where the design inputs correctly selected ?

(2) Were assumptions necessary to perform the
design activity adequately described and reasonable?
Where necessary, are the assumptions identified for
subsequent reverifications when the detailed design
activities are completed?

(3) Was an appropriate design method used?

(4) Where the design inputs correctly incorpo-
rated into the design?

(5) Is the design output reasonable compared to
design inputs?

(6) Are the necessary design input and verification
requirements for interfacing organizations specified
in the documents or in

design supporting
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procedures or instructions?
4.2.2 Altemate Calculations

These are calculations or analyses that are made
with alternate methods to verify correctness of the
original calculations or analyses. The appropri-
ateness or assumptions, input data used, and the
computer program or other calculation method used
shall also be reviewed.

4.2.3 Qualification Tests

Where design adequacy is to be verified by
qualification tests, the tests shall be identified. The
test configuration shall be clearly defined and
documented. Testing shall demonstrate adequacy of
performance under conditions that simulate the most
adverse design conditions. Operating modes and
environmental conditions in which the item must
perform satisfactorily shall be considered in
determining the most adverse conditions. Where the
test intended to verify only specific design features,
the other features of the design shall be verified by
other means. Test results shall be documented and
evaluated by the responsible design organization to
assure that test requirements have been met.

If qualification testing indicates that modifications
to the item are necessary to obtain acceptable
performance, the modification shall be documented
and the item modified and retested or otherwise
verified to assure satisfactory performance. When
tests are being performed on models or mockups,
scaling laws shall be established and verified, The
results of model test work shall be subject to error
analysis, where applicable, prior to use in final

design work.

5. CHANGE CONTROL

Changes to final designs, field changes,

modifications to operating facilities, and
nonconforming items dispositioned used-as-is or
repair shall be justified and subject to design
control measures commensurate with those applied

to the original design. These measures shall include
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assurance that the design analyses for the structure,
system, or component are still valid. Changes shall
be approved by the same affected groups or
organizations which reviewed and approved the
original design documents; except where an
organization which originally was responsible for
approving a particular design document is no longer
responsible, then the Owner or his designee shall
designate a mnew responsible organization which
could be the Owner's engineering organization. The
designated organization shall have demonstrated
competence in the specific design area of interest
and have an adequate understanding of the
requirements and intent of the original design.
When a design change is approved other than by
revision to the affected design documents, measures
shall be established to incorporate the change into
these documents, where such incorporation is
appropriate.
Where a significant design change is necessary
because of an incorrect design, the design process
and verification procedure shall be reviewed and

modified as necessary.

6. INTERFACE CONTROL
Design interfaces shall be identified and
efforts shall be

coordinated among the participating organizations.

controlled and the design
Interface controls shall include the assignment of
responsibility and the establishment of procedures
among participating design organizations for the
review, approval, release, distribution, and revision
of documents involving design interfaces.

Design information transmitted across interfaces
shall be documented and controlled. Transmittals
shall identify the status of the design information
or document provided and, where necessary,
identify incomplete items which require further
evaluation, review, or approval. Where it is
necessary to initially transmit design information

orally or by other informal means, the transmittal
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shall be

document.

confirmed promptly by a controlled

7. DOCUMENTATION AND RECORDS

Design documentation and records, which provide
evidence that the design and design verification
processes were performed in accordance with the
requirements of this Standard, shall be collected,

stored, and maintained in

accordance  with
documented procedures.

The documentation shall include not only final
design

documents, such as drawings and

specifications, and revisions thereto but also
documentation which identifies the important steps,
including sources of design inputs that support the

final design.
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4S-1 PROCUREMENT DOCUMENT
CONTROL

1. GENERAL

The Supplement provides amplified requirements
for procurement document control. It supplements
the requirements of Basic Requirement 4 of QAP-1
and shall be used in conjunction with that Basic
Requirement when and to the extent specified by

the organization invoking QAP-1.

2. CONTENT OF THE PROCUREMENT
DOCUMENTS

Procurement documents issued at all tiers of

procurement shall include provisions for the
following, as deemed necessary by the Purchaser.
2.1 Scope of Work

A statement of the scope of the work to be
performed by the Supplier shall be in the
procurement documents.
2.2 Technical Requirements

Technical requirements shall be specified in the
procurement documents. Where necessary, these
requirements shall be specified by reference to
specific drawings, specifications, codes, regulations,
procedures, or instructions, including revisions
thereto that describe the items or services to be
furnished. The procurement documents shall provide
for identification of test, inspection, and acceptance
requirements of the Purchaser for monitoring and
evaluating the Supplier's performance.
2.3 Quality Assurance Program Requirements

Procurement documents shall require that the
Supplier have a documented quality assurance
program that implements portions or all of the
requirements of this Standard. The extent of the
program required shall depend upon the type and
use of the item or service being procured. The
procurement documents shall require the Supplier to
incorporate appropriate quality assurance program

requirements in subtier procurement documents.
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2.4 Right of Access

At each tier of a procurement, the procurement
documents shall provide for access to the Supplier's
plant facilities and records for inspection or audit
by the Purchaser, his designated representative,
and/or other parties authorized by the Purchaser.
2.5 Documentation Requirements

The procurement documents at all tiers shall

identify the documentation required to be submitted

for information, review, or approval by the
Purchaser. The time of submittal shall also be
established. When the Purchaser requires the

Supplier to maintain specific quality assurance

records, the retention times and disposition
requirements shall be prescribed.
2.6 Nonconformances
The procurement documents shall include
Purchaser's requirements for reporting and approving
disposition of non-conformances.
2.7 Spare and Replacement Parts
The procurement documents shall require the
identification of appropriate spare and replacement
parts or assemblies and the appropriate delineation
of the technical and quality assurance related data

required for ordering these parts or assemblies.

3. PROCUREMENT DOCUMENT REVIEW

A review of the procurement documents and
changes thereto shall be made to assure that
documents transmitted to the prospective Supplier(s)
include appropriate provisions to assure that items
or services will meet the specified requirements.

Reviews shall be performed and documented to
provide objective evidence of satisfactory accomplish-
ment of such review prior to contract award.

Changes made as a result of the bid evaluations
or precontract negotiations shall be incorporated
into the procurement documents. The review of
such changes and their effects shall be completed

prior to contract award. This review shall include

the following considerations:

- 116 -



QAP (2005 &)

(1) 2%2] A ol ¥AE a3

(3) BFAL LAFAL w= TG 94}
& He WA B3 wPAgel e
ool FA EE oA ulgol

M
o)
b
ft
rlr
i
T
o
%
=2
iy
r
o
30, )

4. FHEM HY
oA W AelE 9 )
of AEHAY A% FEF B

of ¥t

olr
¢
¢

QAP (2005 EDITION)

(1) appropriate requirements specified in Section
2 of the Supplement;

(2) determination of any additional or modified
design criteria;

(3) analysis of exceptions or changes requested or
specified by the Supplier and determination of the
effects such changes may have on the intent of the
procurement documents or quality of the item or
service to be furnished.

Reviews required by this Section shall be
performed by personnel who have access to
pertinent information and who have an adequate
understanding of the requirements and intent of the

procurement documents.

4. PROCUREMENT DOCUMENT CHANGES
Procurement document changes shall be subject
to the same degree of control as utilized in the

preparation of the original documents.
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6S-1 DOCUMENT CONTROL

1. GENERAL

This Supplement provides amplified requirements
or a document control system. It supplements the
requirements of Basic Requirement 6 of QAP-1 and
shall be wused in conjunction with that Basic
Requirement when and to the extent specified by
the organization invoking QAP-1.

The documents which shall be controlled in
accordance with this Supplement are only those
documents which specify quality requirements or
prescribe activities affecting quality such as
instructions, procedures, and drawings.

The term document control used throughout this
Supplement is defined as the act of assuring that
documents are reviewed for adequacy, approved for
release by authorized personnel, and distributed to

and wused at the location where the prescribed

activity is performed.

2. DOCUMENT PREPARATION, REVIEW,
APPROVAL, AND ISSUANCE

The control system shall be documented and
shall provide for (1) through (3) below:

(1) identification of documents to be controlled
and their specified distribution;

(2) identification of assignment of responsibility
for preparing, reviewing, approving, and issuing
documents;

(3) review of documents for adequacy, completeness,

and correctness prior to approval and issuance.

3. DOCUMENT CHANGES
3.1 Major Changes

Changes to documents, other than those defined
as minor changes in para. 3.2 below, are
considered as major changes and shall be reviewed
and approved by the same organizations that
performed the original review and approval unless

other organizations are specifically designated. The
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of &t} reviewing  organization shall have access to
pertinent background data or information upon

which to base their approval.

3.2 4ojgt HF 3.2 Minor Changes

AP o/ FAY 22 Avjg WA W Minor  changes to  documents, such as
AE EA dEiA d EAS YE HE, S inconsequential  editorial  corrections, shall ot
A-dz7E 275 A gk 48 HEE wx require that the revised documents receive the same
YA %7] 9ste] HE, $29o] L HA e review and approval as the original documents. To
Argk WAl R 18 A4S &+ de avoid a possible omission of a required review, the
AgS 7H A5 s qFAsto]oF gt type of minor changes that do not require such a

review and approval and the persons who can
authorize such a decision shall be clearly

delineated.
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7S-1 CONTROL OF PURCHASED
ITEMS AND SERVICES

1. GENERAL

This Supplement provides amplified requirements
for control of purchased items and services. It
supplements the requirements of Basic Requirement
7 of QAP-1 and shall be used in conjunction with
that Basic Requirement when and to the extent
specified by the organization invoking QAP-1. This
Supplement includes

requirements for  source

selection, bid evaluation, Supplier performance

evaluation, and verification of conformance.

2. PROCUREMENT PLANNING

Procurement activities shall be planned and
documented to assure a systematic approach to the
procurement process. Procurement planning shall
result in the documented identification of procurement
methods and organizational responsibilities. Planning
shall determine the following:

(1) what is to be accomplished;

(2) who is to be accomplish it;

(3) how it is to be accomplished;

(4) when it is to be accomplished.

Planning shall be accomplished as early as
practicable, and no later than at the start of those
procurement activities which are required to be
controlled, to assure interface compatibility and a
uniform approach to the procurement process.

Planning shall result in the documented
identification of methods to be used in procurement
activities, sequence of actions and milestones
indicating the completion of these activities, and the
preparation of applicable procedures prior to the
initiation of each individual activity listed below.
Planning shall provide for the integration of (1)
through (9) below:

(1) procurement document preparation, review,

and change control;
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(2) selection of procurement sources;

(3) bid evaluation and award;

(4) Purchaser control of Supplier performance;

(5) verification (surveillance, inspection, or audit)
activities by Purchaser, including notification for
inspection (e.g. : hold and witness) points;
(6) control of nonconformances;

(7) corrective action;
(8) acceptance of item or service;

(9) quality assurance records.

3. SUPPLIER SELECTION
3.1 Source Evaluation and Selection
The selection of Suppliers shall be based on
evaluation of their capability to provide items or
services in accordance with the requirements of the
procurement documents prior to award of contract.
Procurement source evaluation and selection
measures shall be implemented by the Purchaser
and  shall

Purchaser's

provide for identification of the

organizational  responsibilities  for

determining  Supplier capability. Measures for
evaluation and selection of procurement sources,
and the results therefrom, shall be documented and
shall include one or more of (1) through (3)
below:

(1) evaluation of the Supplier's history of providing
an identical or similar product which performs
satisfactorily in actual use. The Supplier's history
shall reflect current capability.

(2) Supplier's current quality records supported by
documented qualitative and quantitative information
which can be objectively evaluated ;

(3) Supplier's technical and quality capability as
determined by a direct evaluation of his facilities
and personnel and the implementation of his quality

assurance program.

4. BID EVALUATION
Bid evaluation shall determine the extent of

conformance to the procurement documents. This
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Z27 EE el Fstoor st Ful FFol evaluation shall be performed by individuals or
wet vh5o] s AbekS @ 7hetooF gkt organizations designated to evaluate the following
subjects, as applicable to the type of procurement:
(1) 71=2< A3 (1) technical considerations
(2) #4123 84 (2) quality assurance requirements
(3) TwAe 71=lE (3) Supplier's personnel
(4) Ta=Fe] Aiksd (4) Supplier's production capability
B) T A gl 24 (5) Supplier's past performance
(6) oAt (6) alternates
(7) o &JA+a) (7) exceptions
T A= Y EA FIEA e FE ERESAL Prior to the award of the contract, the Purchaser
S AlFAA ool sAsAY, dFHY F shall resolve or obtain commitments to resolve
of sjAd F A= AMFl diEiA e FA AL oF unacceptable quality conditions resulting from the
&5 Wrolof gt} bid evaluation.
5. SEA g4 gt 5. SUPPLIER PERFORMANCE EVALUATION
FE5 R AR AuizteE ¥ FR9Y The Purchaser of items and services shall
e ets 2 JFde AAE FHaEAoF st establish measures to interface with the Supplier
v, Fujxrb Bg ettty ddstE AS FaA and to verify Supplier's performance as deemed
3 2 Ae Weoks 9 necessary by the Purchaser. The measures shall

sk}, o] e Wekol= of2ol (1)elA include (1) through (6) below:

slof of
(6)74#] o] Atgro]l EtE ofof gt
(1) FuiARel EFF ARl FulEA e A % (1) establishing an understanding between Purchaser
Aol tigk Js ols|#A 9 and Supplier of the provisions and specifications of
the procurement documents ;
(2) 7l 835 Wyl S8t o] & EH = 7] (2) requiring the Supplier to identify planning
= 9 IAAY 79 techniques and processes to be utilized in fulfilling
procurement document requirements;
3) Tl 8& ol A T &= (3) reviewing Supplier documents which are
A d FEA A HE generated or processed during activities fulfilling
procurement requirements;
(4) WAARS] 21 ° A g (4) identifying and processing necessary change
information;
B) FuAel FEAEY AR WYY (5) establishing method of document information
9 exchange between Purchaser and Supplier;
6) FFA e FAAS 2 HAAFFS H (6) establishing the extent of source surveillance
9 T4 and inspection activities.
olelgt gl T+ 7hsd x7]o] FaEo]of These verification activities shall be conducted as
gt ey FuiRl 3E e R ards & early as practicable. The Purchaser's verification
dstddets FHFR g FF A FSlo] activities, however, shall not relieve the Supplier of
WA = A = et his responsibilities for verification of quality
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achievement.
5.1 ¢FHL 5.1 Extent of Activities
THAE S et ST HHA= The extent of verification activities, including
stz st 5 e 9% AYgE Tax, planning, shall be a function of the relative
2344, 7 2 Y #4955 T3l importance, complexity, and quantity of the item or
mel st 9 4 vk FEA AT services procured and the Supplier's quality
of tst FAAFF= AAFo] Agdw Ao ok performance.  Verification  activities shall  be
A, AR BAL EE Y3 5o WHoeE £33} accomplished by qualified personnel assigned to
ofof St} check, inspect, audit, or witness the activities of
Suppliers.
5.2 7|18 5.2 Records
FulEA Q7 A=A &Qlstr] 9Eh o Activities performed to verify conformance to
TR dFAde 715 " FAG ok gt & requirements of procurement documents shall be
FA AR E, AAF AN AFHAL, FA EARE recorded and maintained. Source surveillances and
Aol WAANY 2 A A ZAPRE A inspections, audits, receiving inspections, noncon-
2 ZAAdstolor gt} FuiztE FEA FHES formances, dispositions, waivers, and corrective
Aol Fads HIIsH7 H3td A9 22 actions, shall be documented. The Purchaser shall
Tu Ao EAE H7bsto]oF g assure that his documentation is evaluated to
determine the Supplier's quality assurance program
effectiveness.
6. SZA &Y Az 6. CONTROL OF SUPPLIER GENERATED
DOCUMENTS
TFAE A EAE gdE W ue) Supplier generated documents shall be controlled,
#e, HAaHz sAdHoof st o] g A9 handled, and approved in accordance with
AZFol FujtA Lo wep FdEs BT established methods. Means shall be implemented to
T U Wete] ArEojof gt o]y gk Wk assure that the submittal of these documents is
dA7IES Holue 714 AME, AAF 2 AY accomplished in accordance with the procurement
ARE FHstaL Aty 7 E4o R Jord document requirements. These measures shall
AEE FHEoOoF g, provide for the acquisition, processing, and recorded
evaluation of technical, inspection, and test data
against acceptance criteria.
7. 22 = 20| HAAE 7. CONTROL OF CHANGES IN ITEMS
OR SERVICES
T 2 FE A A WAA S The Purchaser and Supplier shall assure that
el sl7] 918k whoto] QAP-19 wel 3§, o] 3 measures to control changes in  procurement
2 FA3E S S HEsto] o gk documents are established, implemented, and

documented and are in accordance with QAP-1.
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8. ACCEPTANCE OF ITEM OR SERVICE
8.1 General

Methods shall be established for the acceptance
of an item or service being furnished by the
Supplier. Prior to offering the item or service for
acceptance, the Supplier shall verify that the item
or service being furnished complies with the
procurement requirements. Where required by code
& standard, regulation, or contract requirement,
documentary evidence that items conform to
procurement documents shall be available at the
nuclear facility site prior to installation or use.

8.2 Methods of Acceptance

Purchaser methods used to accept an item or
related service from a Supplier shall be Supplier
Certificate of Conformance, source verification,
receiving inspection, or post-installation test at the
nuclear facility site, or a combination thereof.

8.2.1 Certificate of Conformance

When a Certificate of Conformance is used, the
minimum criteria of (1) through (6) below shall be
met.

(1) The certificate shall identify the purchased
material or equipment, such as by the purchase
order number.

(2) The certificate shall identify the specific
procurement requirements met by the purchased
material or equipment, such as codes, and other
specifications. This may be accomplished by
including a list of the specific requirements or by
providing, on-site, a copy of the purchase order
and the procurement specifications or drawings,
together with a suitable certificate. The procurement
requirements identified shall include any approved
changes, waivers, or deviations applicable to the
subject material or equipment.

(3) The certificate shall identify any procurement
requirements that have not been met, together with
an explanation and the means for resolving the
nonconformances.

(4) The certificate shall be signed or otherwise
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authenticated by a person who is responsible for
this quality assurance function and whose function
and position are described in the Purchaser's or
Supplier's quality assurance program.

(5) The

procedures to be followed in filling out a certificate

certification system, including the
and the administrative procedures for review and
approval of the certificates, shall be described in
the Purchaser's or Supplier's quality assurance
program.

(6) Means shall be provided to verify the
validity of Supplier certificates and the effectiveness
of the certification system, such as during the
performance of audits of the Supplier or
independent inspection or test of the items. Such
verification shall be conducted by the Purchaser at
intervals commensurate with the Supplier's past
quality performance.

8.2.2 Source Verification

When source verification is used, it shall be
performed at intervals consistent with the
importance and complexity of the item or service,
and it shall be implemented to monitor, witness, or
observe activities. Source verification shall be
implemented in accordance with plans to perform
inspections, examinations, or tests at predetermined
points. Upon Purchaser acceptance of source
verification, documented evidence of acceptance
shall be furnished to the receiving destination of
the item, to the Purchaser, and to the Supplier.
8.2.3 Receiving Inspection

When receiving inspection is used, purchased
items shall be inspected as necessary to verify
conformance to specified requirements, taking into
account source verification and audit activities and
the demonstrated quality performance of the
Supplier. Receiving inspection shall be performed in
established

instructions, to

accordance  with procedures  and

inspection verify by objective

evidence such features as proper configuration;
identification;

dimensional, physical, and other
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characteristics freedom from shipping damage; and
cleanness. Receiving inspection shall be coordinated
with review of Supplier documentation when
procurement documents require such documentation
to be furnished prior to receiving inspection.
8.2.4 Post-Installation Testing

When  post-installation  testing is used,
post-installation test requirements and acceptance
documentation shall be mutually established by the
Purchaser and Supplier.
8.3 Acceptance of Services Only

In certain cases involving procurement of services
only, such as third party inspection; engineering
and consulting services; and installation, repair,
overhaul, or maintenance work, the Purchaser shall
accept the service by any or all of the following
methods;

(1) technical verification of data produced;

(2) surveillance and/or audit of the activity;

(3) review of objective evidence for conformance
to the procurement document requirements such as

certifications, stress reports, etc.

9. CONTROL OF SUPPLIER
NON-CONFORMANCES
The Purchaser and Supplier shall establish and
document methods for disposition of items and
services that do not meet procurement
documentation requirements.
These methods shall
through (5) below:

(1) evaluation of nonconforming items;

contain provision for (1)

(2) submittal of nonconformance notice to Purchaser
by Supplier as directed by the Purchaser. These
include recommended

submittals  shall Supplier-

disposition(e.g, use-as-is or repair) and technical
justification. Nonconformance to the procurement
requirements or Purchaser- approved documents,
which consist of one or more of the following,
shall be submitted to the Purchaser for approval of

the recommended disposition:

- 126 -



QAP (2005 &)

Oh 7% EE ALge] a9

b Pt FAe B
9o

(th Aehe] AR

il
N
Sl
2
o
1o
ko
)

@ F2o Aol ool g Juz B
78 5 gdol® Ad) addl wEEA g
A

() FEAF Aol gk i) A<t

(4) Aestel] ub o] FgE =<l

AANA AR AEES ARSSEE @ A4S
Tjske obefle] )& BEFed 45-1 “FuieA
e’ BAE AE Adddtile vs 215
o] HFazie vuE 2158 Uil 8T
ATt

(1) LdRbFAFES SQd AAEA A YA
o AAzANA AE = dubatAESol Fo
A 7ss Fds wAld F5 R 2 ARE
Hg5= AAladed g Aol g<le] H
Ne A5 dutAE R AFEE ¢ Th

@ iAol dF FRA B B
shel a7} 3
A7 R AL
Wshelof we}.
(3) ARFAEZL A
Mow FulF Rl
S ERUES)

v
=
=

>
o}
E
2
[
°
&)
*
£
N
x

(4) =] A o] Felstelor & HAo
B §A71EL Fo] wEGTE A2 FIA

QAP (2005 EDITION)

(a) technical or material requirement is violated;

(b) requirement in Supplier documents, which
has been approved by the Purchaser, is violated;

(c) nonconformance cannot be corrected by
continuation of the original manufacturing process
or by rework;

(d) the item does not conform to the original
requirement even though the item can be restored
to a condition such that the capability of the item
to function is unimpaired;

(3) Purchaser disposition of Supplier recommen-
dation;

(4) Verification of the implementation of the
disposition;

(5) Maintenance of records of Supplier-submitted

nonconformances.

10. COMMERCIAL GRADE ITEMS

Where the design utilized commercial grade
items, the following requirements are an acceptable
alternate to other requirements of this Supplement,
except as noted in (2) below and the requirements
of Supplement 4S-1, “procurement document
control”.

(1) The commercial grade item is identified in
an approved design output document. An alternate
commercial grade item may be applied, provided
the  cognizant design  organization  provides
verification that the alternate commercial grade item
will perform the intended function and will meet
design requirements applicable to both the replaced
item and its application.

(2) Source

determined necessary by the Purchaser based on

evaluation and selection, where
complexity and importance to safety, shall be in
accordance with para. 3.1 of this Supplement.

(3) Commercial grade items shall be identified in
the purchase order by the manufacturer's published
product description (for example, catalog number).

(4) Where accept of items, one, two or more, or

combination thereto of the following shall be
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utilized to assure reasonably that the items conform

to acceptance criteria for the characteristics to be
verified.

(a) specific testing, inspection or both

(b) survey for the Supplier's commercial grade
item

(c) source verification

(d) performance record of supplier/item

(5) After receipt of a commercial grade item, the

Purchaser shall determine that:

(a) damage was not sustained during shipment;

(b) the item received was the item ordered,;

(c) inspection and/or testing is accomplished,
as required by the Purchaser, to assure conformance
with the manufacturer's published requirements;

(d) documentation, as applicable to the item,

was received and is acceptable.
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8S-1 IDENTIFICATION AND
CONTROL OF ITEMS

1. GENERAL

This Supplement provides amplified requirements
for identification and control of items. It
supplements the requirements of Basic Requirement
8 of QAP-1 and shall be used in conjunction with
that Basic Requirement when and to the extent

specified by the organization invoking QAP-1.

2. IDENTIFICATION METHODS
2.1 Item Identification

Items of production (batch, lot, component, part)
shall be identified from the initial receipt and
fabrication of the items up to and including
installation and use. This identification shall relate
an item to an applicable design or other pertinent
specifying document.
2.2 Physical Identification

Physical identification shall be used to the
Where

identification on the item is either impractical or

maximum  extent  possible. physical
insufficient, physical separation, procedural control,
or other appropriate means shall be employed.
2.3 Markings
Identification markings, when wused, shall be
applied using materials and methods which provide
a clear and legible identification and do not
detrimentally affect the function or service life of
the item. Markings shall be transferred to each part
of an identified item when subdivided and shall not
be obliterated or hidden by surface treatment or
coatings unless other means of identification are

substituted.

3. SPECIFIC REQUIREMENTS
3.1 Identification and Traceability of Items

When specified by codes, or specifications that
include specific identification or traceability require-

ments (such as identification or traceability of the

- 129 -



QAP (2005 &)

Ag Z2 ge VIsoR Agss A 3 F4)
& TS A olddd Ad % FA A
g ks ietelof
3.2 TN F5

AT H2 w77 ARd
FES AMEEE 52 2dgEe] vtad Fo
ARSI A FeE AE e stelof dhrt

QAP (2005 EDITION)

item to applicable specification and grade of
material; heat, batch, lot, part, or serial number; or
specified inspection, test, or other records), the
program shall be designed to provide such
identification and traceability control.

3.2 Limited Life Items

Where specified, items having Limited calendar
or operating life or cycles shall be identified and
controlled to preclude use of items whose shelf life
or operating life has expired.

3.3 Maintaining Identification of Stored Items

Provisions shall be made for the control of item
identification consistent with the planned duration
and conditions of storage, such as:

(1) provisions for maintenance or replacement of
markings and identification records due to damage
during handling or aging;

(2) protection of identifications on items subject to
excessive  deterioration due to  environmental
exposure;

(3) provisions for updating existing plant record
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9S-1 CONTROL OF PROCESSES

1. GENERAL

This Supplement provides amplified requirements
for control of processes. It supplements the
requirements of Basic Requirement 9 of QAP-1 and
shall be wused in conjunction with that Basic
Requirement when and to the extent specified by

the organization invoking QAP-1.

2. PROCESS CONTROL

Processes shall be controlled by instructions,
procedures, drawings, checklists, travelers, or other
appropriate means. These means shall assure that
process parameters are controlled and that specified

environmental conditions are maintained.

3. SPECIAL PROCESSES
Each special process shall be performed in
which

personnel, and

accordance with appropriate instructions
include or reference procedure,
equipment qualification requirements.
3.1 Responsibility

It is the responsibility of the organization
performing the special process to adhere to the
approved procedures and processes.
3.1.1 Qualification of personnel, procedures, and
equipment shall comply with specified requirements.
3.1.2 Conditions necessary for accomplishment of
the process shall be included in procedures or
instructions. These conditions shall include proper
equipment, controlled parameters of the process,
and calibration requirements.
3.2 Acceptance Criteria

The requirements of applicable codes and
standards, including acceptance criteria for the
process, shall be specified or referenced in the
procedures or instructions.
3.3 Records

Records shall be maintained as appropriate for
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the currently qualified personnel, processes, and
equipment of each special process.
3.4 Special Requirements

For special processes not covered by existing
codes or where quality requirements specified for
an item exceed those of existing codes, the
necessary requirements for qualifications of per-
sonnel, procedures, or equipment shall be specified

or referenced in the procedures or instructions.
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10S-1 INSPECTION

1. GENERAL

This Supplement provides amplified requirements
for inspection of items and activities. It
supplements the requirements of Basic Requirement
10 of QAP-1 and shall be used in conjunction with
that Basic Requirement when and to the extent

specified by the organization invoking QAP-I.

2. INSPECTION REQUIREMENTS

Inspection requirements and acceptance criteria
shall include specified requirements contained in the
applicable design documents or other pertinent
technical documents approved by the responsible
design organization. Inspection activities shall be
documented and controlled by instructions, proce-
checklists, travelers, or other

dures, drawings,

appropriate means.

3. PERSONNEL
3.1 Reporting Independence

Inspection personnel shall not report directly to
the immediate supervisors who are responsible for
performing the work being inspected.
3.2 Qualification

Each person who verifies conformance of work
activities for purposes of acceptance shall be
qualified to perform the assigned inspection task.
Inspections by persons during on-the-job training
for qualification shall be performed under the direct
observation and supervision of a qualified person
and verification of conformance shall be by the

qualified person until certification is achieved.

4. INSPECTION HOLD POINTS

If mandatory inspection hold points are required
beyond which work shall not proceed without the
specific consent of the designated representative, the
hold points shall be

specific indicated in
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appropriate documents. Consent to waive specified
hold points shall be receded prior to continuation

of work beyond the designated hold point.

5. INSPECTION PLANNING
5.1 Planning

Planning for inspection activities shall be
accomplished and documented. The documentation
shall  identify  characteristics, = methods, and
acceptance criteria, and shall provide for recording
objective evidence of inspection results.
5.2 Sampling

Where a sample is used to verify acceptability of
a group of items, the sampling procedure shall be

based on recognized standard practices.

6. IN-PROCESS INSPECTION
6.1 Inspection

Inspection  of items in-process or  under
construction shall be performed for work activities
where necessary to verify quality. If inspection of
processed items is impossible or disadvantageous,
indirect control by monitoring of processing methods,
equipment, and personnel shall be provided. Both
inspection and process monitoring shall be provided
when control is inadequate without both.
6.2 Combined Inspection and Monitoring
6.2.1 A combination of inspection and process
monitoring methods, when used, shall be performed
in a systematic manner to assure that the specified
requirements for control of the process and quality
of the item are being achieved throughout the
duration of the process.
6.2.2 Controls, where required, shall be established
coordination  and

established

and documented for the
sequencing of these activities at
inspection points during successive stages of the
conducted process or construction.

7. FINAL INSPECTIONS

7.1 Resolution of Nonconformances

Final inspections shall include a records review
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of the results and resolution of nonconformances
identified by prior inspections. The final inspection
shall be planned to arrive at a conclusion regarding
conformance of the item to specified requirements.
7.2 Inspection Requirements
Completed items shall be inspected for

completeness, markings, calibration, adjustments,
protection from damage, or other characteristics as
required to verify the quality and conformances of
the item to specified requirements. Quality records
shall be examined for adequacy and completeness if
not previously so examined.
7.3 Acceptance
The acceptance of the item shall be documented
and approved by authorized personnel.
7.4 Modifications, Repairs, or Replacements
Modifications, repairs, or replacements of items
performed subsequent to final inspection shall
require reinspection or retest, as appropriate, to

verify acceptability.

8. IN-SERVICE INSPECTION
8.1 Planning and Performance

Required inservice inspection or surveillance of
structures, systems, or components shall be planned
and executed by or for the organization responsible
for operation.
8.2 Methods

Inspection methods shall be established and
executed to verify that the characteristics of an
item continue to remain within specified limits.
Inspection methods shall include evaluations of
performance capability of essential emergency and
safety verification of

systems and equipment,

calibration and integrity of instruments and
instrument systems, and verification of maintenance,

as appropriate.

9. RECORDS
Records shall, as
through (6) below:

a minimum, identify (1)
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(1) item inspected

(1) HAMEE

(2) AAFL A} (2) date of inspection

(3) AAFA} (3) inspector

(4) HZFH (4) type of observation

B) HAA AT} == A5 (5) results or acceptability

(6) F-AgArtetel] Bste] Ha =AU & (6) reference to information on action taken in

connection with nonconformance
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11S-1 TEST CONTROL

1. GENERAL

This Supplement provides amplified requirements
for test control. It supplements the requirements of
Basic Requirement 11 of QAP-1 and shall be used
in conjunction with that Basic Requirement when
and to the extent specified by the organization
invoking QAP-1.

2. TEST REQUIREMENTS
Test requirements and acceptance criteria shall be

provided or approved by the organization
responsible for the design of the item to be tested
unless  otherwise  designated. Required tests,
including, as appropriate, prototype qualification
tests, production tests, proof tests prior to
installation, construction tests, pre-operational tests,
and operational tests shall be controlled. Test
requirements and acceptance criteria shall be based
upon specified requirements contained in applicable

design or other pertinent technical documents.

3. TEST PROCEDURES

Test procedures shall include or reference test

objectives and provisions for assuring that
prerequisites for the given test have been met, that
adequate instrumentation is available and used, that
necessary monitoring in performed, and that suitable
environmental conditions are maintained.

include the

Prerequisites  shall following, as

applicable: calibrated instrumentation, appropriate
equipment, trained personnel, condition of test
equipment and the item to be tested, suitable
environmental conditions, and provisions for data
acquisition.

In lieu of specially prepared written test

procedures,  appropriate  sections  of  related

documents, such as methods specified in Codes and

Standards, Supplier manuals, equipment maintenance
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instructions, or approved drawings or travelers with
acceptance criteria, can be used. Such documents
shall include adequate instructions to assure the

required quality of work.

4. TEST RESULTS
Test results shall be documented and evaluated
by a responsible authority to assure that test

requirements have been satisfied.

5. TEST RECORDS

Test records shall, as a minimum, identify (1)
through (7) below:

(1) item tested

(2) date of test

(3) tester or data recorder

(4) type of observation

(5) results and acceptability

(6) action taken in connection with any deviations
noted

(7) person evaluating test results
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11S-2 COMPUTER PROGRAM
TESTING

1. GENERAL

This Supplement provides amplified requirements
for testing of computer programs and associated
computer systems. It supplements the requirements
of Basic Requirement 11 of QAP-1 and shall be
used in conjunction with that Basic Requirement
when and to the extent specified by the organi-

zation invoking QAP-1.

2. TEST REQUIREMENTS
Test requirements and acceptance criteria shall be
by the

responsible for the design or use of the program to

provided or approved organization
be tested unless otherwise designated. Required tests
including(as appropriate) verification tests, hardware
integration tests, and in-use test shall be controlled.
Test requirements and acceptance criteria shall be
based upon applicable design or other pertinent
technical documents.
2.1 Verification Tests

Verification tests shall demonstrate the capability
of the computer program to produce valid results
for test problems encompassing the range of

permitted usage defined by the program
documentation. Acceptable test problem solutions
are as follows;

(1) hand calculations;

(2) calculations using comparable proven programs;
or

(3) empirical data and information from technical
literature.

For programs wused for operational control.
Testing shall demonstrate required performance over
the range of operation of the controlled function or
process.

Depending on the complexity of the computer
program being tested, testing may range from a

single test of the completed computer program to a
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series of tests performed at various stages of
computer program development to verify correct
translation between stages and proper working of
individual modules, followed by an overall
computer program test. Regardless of the number of
stages of testing performed, verification testing shall
be sufficient to establish that test requirements are
satisfied and that the computer program produces a
valid result for its intended function.
2.2 In-Use Tests

Test problems shall be developed and
documented to permit confirmation of acceptable
of the

operating system. Test problems shall be run

performance computer program in the
whenever the computer is installed on a different
computer, or when significant hardware or operating
system configuration changes are made. Periodic
in-use manual or automatic self-check routines shall
be prescribed and performed for those applications
where computer failures or drift can affect required

performance.

3. TEST PROCEDURES

Test procedures or plans shall specify the
following, as applicable :

(1) required tests and test sequence

(2) required ranges of input parameters

(3) identification of the stages at which testing is
required

(4) criteria for establishing test cases

(5) requirements for testing logic branches

(6) requirements for hardware integration

(7) anticipated output values

(8) acceptance criteria

(9) reports,

records, standard formatting, and

conventions

4. TEST RESULTS
Test results shall be documented. Verification test
results shall be evaluated by a responsible authority

to assure that test requirements have been satisfied.
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5. TEST RECORDS
5.1 \Verification test records shall identify (1)
through (10) below.

(1) computer program tested

(2) computer hardware used

(3) test equipment and calibrations, where applicable

(4) date of test

(5) tester or data recorder

(6) simulation models used, where applicable

(7) test problems

(8) results and acceptability

(9) action taken in connection with any deviations
noted

(10) person evaluating test results
5.2 In-use test results shall identify (1) through (6)
below.

(1) computer program tested

(2) computer hardware used

(3) test equipment and calibrations, where applicable

(4) date of test

(5) tester or data recorder

(6) acceptability
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12S-1 CONTROL OF MEASURING
AND TEST EQUIPMENT

1. GENERAL

This Supplement provides amplified requirements
for control of measuring and test equipment. It
supplements the requirements of Basic Requirement
12 of QAP-1 and shall be used in conjunction with
that Basic Requirement when and to the extent

specified by the organization invoking QAP-I1.

2. SELECTION

Selection of measuring and test equipment shall
be controlled to assure that such items are of
proper type, range, accuracy, and tolerance to
accomplish the function of determining conformance

to specified requirements.

3. CALIBRATION AND CONTROL
3.1 Calibration

Measuring and test equipment shall be calibrated,
adjusted, and maintained at prescribed intervals or,
prior to wuse, against certified equipment having
known valid relationships to nationally recognized
standards. If no nationally recognized standards
exist, the bases for calibration shall be documented.
3.2 Control

The method and interval of calibration for each
item shall be defined, based on the type of
equipment stability characteristics, required accuracy,
intended wuse, and other conditions affecting
measurement control. When measuring and test
equipment is found to be out of calibration, an
evaluation shall be made and documented of the
validity of previous inspection or test results and of
the acceptability of items previously inspected or
tested. Out-of-calibration devices shall be tagged or
segregated and not used until they have been
recalibrated. If any measuring or test equipment is
consistently found to be out of calibration, it shall

be repaired or replaced. A calibration shall be
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performed when the accuracy of the equipment is

suspect.
3.3 dut SFHI|F 3.3 Commercial Devices
2, =2, FE7] "2 71E A7 T I S Calibration and control measures may not be
A7 AA3 A7 FX5H= Hol+= required for rulers, tape measures, levels, and other
A 9 A xA7E daskA] et such devices, if normal commercial equipment
provides adequate accuracy.
4. F= U H=E 4. HANDLING AND STORAGE
= 2D AP E a7HE AgEE AT Measuring and test equipment shall be properly
F AEE Hd3] HF, A Astodof o} handled and stored to maintain accuracy.
5. 721§ 5. RECORDS

el g 71E5S A, #ystal Al Records shall be maintained and equipment shall
WABGHE A A3 FAISt oF g be suitably marked to indicate calibration status.

- 143 -



QAP (2005 &)

135-1 32, H&a 4 25

of HEaAe FF, A % Fol g AR
238 A o] 272 jEed 138 HE
31 QAP-1S& Agsl= xxo] 1 HMY= Ao}
o] e FA ALt
2. XAIM

F59 HAe, AT H EFS AAAAA, HA

= ’
AAA, =, APGA, FEAAMY TR dEE

A E= A6 uhet Faskelo} it

3. 4
3.1 YurAtet

SWERe] e 8THE A SRR
o, $AFFY, HEEA ) 4

QAP (2005 EDITION)

13S-1 HANDLING, STORAGE, AND
SHIPPING

1. GENERAL

This Supplement provides amplified requirements
for handling, storage, and shipping. It supplements
the requirements of Basic Requirement 13 of
QAP-1 and shall be used in conjunction with that
Basic Requirement when and to extent specified by

the organization invoking QAP-1.

2. INSTRUCTION

Handling, storage, and shipping of items shall be
conducted in accordance with established work and
inspection  instructions, drawings, specifications,
shipment instructions, or other pertinent documents
or procedures specified for use in conducting the

activity.

3. REQUIREMENTS
3.1 General

When required for particular items, special
equipment (such as containers, shock absorbers, and
accelerometers) and special protective environments
(such as inert gas atmosphere, specific moisture
content levels, and temperature levels) shall be
specified, provided, and their existence verified.
3.2 Procedures

When required for critical, sensitive, perishable, or
high-value articles, specific procedures for handling,
storage, packaging, shipping, and preservation shall
be used.
3.3 Tools and Equipment

Special handling tools and equipment shall be
utilized and controlled as necessary to ensure safe
and adequate handling. Special handling tools and
equipment shall be inspected and tested in
accordance with procedures and at specified time
intervals to verify that the tools and equipment are

adequately maintained.
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15S-1 CONTROL OF
NONCONFORMING ITEMS

1. GENERAL
This Supplement provides amplified requirements

for the control of nonconforming items. It
supplements the requirements of Basic Requirement
15 of QAP-1 and shall be used in conjunction with
that Basic Requirement when and to the extent

specified by the organization invoking QAP-I1.

2. IDENTIFICATION

(1) Identification of nonconforming items shall be
by marking, tagging, or other methods which shall
not adversely affect the end use of the item. The
identification  shall be legible and easily
recognizable.

(2) If identification of each nonconforming item
is not practical, the

container, package, or

segregated storage area, shall be

identified.

as appropriate,

3. SEGREGATION

(1) Nonconforming items shall be segregated,
when practical, by placing them in a clearly
identified and designated hold area until properly
dispositioned.

(2) When segregation is impractical or impossible
due to physical conditions such as size, weight, or
access

limitations, other precautions shall be

employed to preclude inadvertent use of a

nonconforming item.

4. DISPOSITION
4.1 Control

Nonconforming characteristics shall be reviewed
and recommended dispositions of nonconforming
items shall be proposed and approved in accordance
with documented procedures. Further processing,

delivery, installation, or use of a nonconforming
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item shall be controlled pending an evaluation and
an approved disposition by authorized personnel.
4.2 Responsibility and Authority

The responsibility and authority for the evaluation
and disposition of nonconforming items shall be
defined.
4.3 Personnel

Personnel performing evaluations to determine a
disposition shall have demonstrated competence in
the specific area they are evaluating, have an
adequate understanding of the requirements, and
have access to pertinent background information.
4.4 Disposition

The disposition, such as use-as-is, reject, repair,
or rework, of nonconforming items shall be
identified and documented.
Technical justification for the acceptability of a
nonconforming  item, dispositioned repair, or
use-as-is shall be documented. Nonconformances to
design requirements dispositioned use-as-is or repair
shall be

commensurate with those applied to the original

subject to design control measures
design. The as-built records, if such records are
required, shall reflect the accepted deviation.
4.5 Repaired or Reworked Items

Repaired or reworked items shall be reexamined
in accordance with applicable procedures and with
unless  the

established

the original acceptance criteria

nonconforming item disposition has

alternate acceptance criteria.
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17S-1 QUALITY ASSURANCE
RECORDS

1. GENERAL

This Supplement provides amplified requirements
for quality assurance records. It supplements the
requirements of Basic Requirement 17 of QAP-1
and shall be used in conjunction with that Basic
Requirement when and to the extent specified by
the organization invoking QAP-1.

The requirements of this Supplement apply to

quality assurance records which have been
completed.
The term records, wused throughout this

Supplement, is to be interpreted as Quality Assu-

rance Records.

2. RECORDS ADMINISTRATION
2.1 Records System

A records system(s) shall be established by the
organization responsible at the earliest practicable
time consistent with the schedule for accomplishing
work activities and in compliance with the general
requirements of this Supplement. The records
defined,

enforced in accordance with written procedures,

system(s) shall be implemented, an
instructions, or other documentation.
2.2 Generation of Records

The applicable design specifications, procurement
documents, test procedures, operational procedures,
or other documents shall specify the records to be
generated, supplied, or maintained by or for the
Owner. Documents that are designated to become
records shall be legible, accurate, and completed
appropriate to the work accomplished.
2.3 Record Validation

Documents shall be considered valid records only
if stamped, initialed, or signed and dated by
authorized personnel or otherwise authenticated.
This authentication may take the form of a
individual  or

statement by the responsible

- 148 -



QAP (2005 &)

NEe BAsE Al o R, AFs

6 A4

7153 ARUAA S ASH e Vs S5 B
A5 Atele] Aol JhesteE TR HRE
A5 shofof gt
2.7 2%

oz BFH oo} @t

2.7.1 715

the WA oldel ang wEshe AS

(D) ddededs Assted T 7HA7L
AE 7=
(2) 3

(4) 7Vs F A 27HE V2 ARE A
e 7=

Al nAEHE F &
g Ak Aol ol HiE W AAAAES 9
e stofof gkt
2.7.2 H{HFIISF

H 7152 57 4889 wel s

2

QAP (2005 EDITION)

organization. Handwritten signatures are not required
if the document is clearly identified as a statement
by the reporting individual or organization. These
records may be originals or reproduced copies.
2.4 Index

The records shall be indexed. The indexing
system(s) shall include, as a minimum, record
retention times and the location of the record
within the record system.
2.5 Distribution

The records shall be distributed, handled, and
controlled in accordance with written procedures.
2.6 Identification

Records and/or indexing system(s) shall provide
sufficient information to permit identification
between the record and the item(s) or activity(ies)
to which it applies.
2.7 Classification

Records shall be

Nonpermanent by the Owner, or his agent when

classified as Lifetime or
authorized, in accordance with the criteria given in
paras. 2.7.1 and 2.7.2 below.

2.7.1 Lifetime Records. Lifetime records are those

that meet one or more of the following criteria:

(1) those which would be of significant value in
demonstrating capability for safe operation;

(2) those which would be of significant value in
maintaining, reworking, repairing, replacing, or
modifying an item;

(3) those which would be of significant value in
determining the cause of an accident or malfunction
of an item;

(4) those which provide required baseline data
for in-service inspections.

Lifetime records are required to be maintained by
or for the plant owner for the life of the particular
item while it is installed in the plant or stored for
future use.

2.7.2 Nonpermanent Records.

Nonpermanent records are those required to show
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evidence that an activity was performed in
accordance with the applicable requirements but
need not be retained for the life of the item
because they do not meet the criteria for lifetime
records.

2.8 Retention of records

Records shall be retained in accordance with the

above classifications. The retention period for
nonpermanent records shall be established in
writing.

2.9 Comrected Information in Records

Records may be corrected in accordance with
procedures which provide for appropriate review or
approval by the originating

include the date and the

organization. The
correction  shall
identification of the person authorized to issue such

correction.

3. RECEIPT
3.1 Responsibility

The individual or organization responsible for
receiving records shall provide protection from
damage or loss during the time that the records are
in their possession.
3.2 Receipt Control

Each organization responsible for the receipt of
records shall designate a person or organization
responsible for receiving the records. The designee
shall be responsible for organizing and implementing
a system of receipt control of records for
permanent and temporary storage.

As a minimum, a receipt control system shall
include the following:

(1) a method for designating the required records;

(2) a method for identifying records received;

(3) procedures for receipt and inspection of
incoming records;

(4) a method for submittal of completed records
to the storage facility without unnecessary delay.
3.3 Status

Each receipt control system shall be structured to
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permit a current and accurate assessment of the

status of records during the receiving process.

4. STORAGE, PRESERVATION, AND
SAFEKEEPING
4.1 Storage

The records shall be stored in predetermined
location(s) that meet the requirements of applicable
standards, codes, and regulatory agencies. Prior to
storage of records, a written storage procedure shall
be prepared and responsibility assigned for
enforcing the requirements of that procedure, This
procedure shall include, as a minimum, (1) through
(7) below;

(1) a description of the storage facility;

(2) the filing system to be used;

(3) a method for wverifying that the records
received are in agreement with the transmittal
document and that the records are legible;

(4) a method of verifying that the records are
those designated (see para. 3.2 above);

(5) the rules governing access to and control of
the files;

(6) a method for maintaining control of and
accountability for records removed from the storage
facility;

(7) a method for filing supplemental information
(see para. 2.9 above) and disposing of superseded
records.

4.2 Preservation

Records shall be stored in a manner approved by
the organization or organizations responsible for
storage. In order to preclude deterioration of the
records, the requirements of (1) through (3) below
shall apply.

(1) Provisions shall be made in the storage
arrangement to prevent damage from moisture,
temperature, and pressure.

(2) Records shall be firmly attached in binders
or placed in folders or envelopes for storage in

steel file cabinets or on shelving in containers.
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(3) Provisions shall be made for special
processed records (such as radiographs, photographs,
negatives, microfilm,

and magnetic media) to

prevent damage from excessive light, stacking,
electromagnetic fields, temperature, and humidity.
4.3 Safekeeping

Measures shall be established to preclude the
entry of unauthorized personnel into the storage
area. These measures shall guard against larceny
and vandalism.

Measures shall be taken to provide for
replacement, restoration, or substitution of lost or
damaged records.

4.4 Storage Facilities

Records shall be stored in facilities constructed
and maintained in a manner which minimizes the
risk of damage or destruction from the following:

(1) natural disasters such as winds, floods, or
fires;

(2) environmental conditions such as high and
low temperatures and humidity;

(3) infestation of insects, mold, or rodents.

There are two satisfactory methods of providing
storage facilities, single or dual.
4.4.1 Single Storage Facility

Design and construction of a single record
storage facility shall meet the criteria of (1)
through (9) below:

(1) reinforced concrete, concrete block, masonry,
or equal construction;

(2) floor and roof with drainage control. If a
floor drain is provided, a check valve (or equal)
shall be included.

(3) doors, structure and frames, and hardware
shall be designed to comply with the requirements
of a minimum 2 hr fire rating;

(4) sealant applied over walls as a moisture or
condensation barrier;

(5) surface sealant on floor providing a hard
wear surface to minimize concrete dusting;

(6) foundation

sealant and provisions for
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drainage;

(7) forced air circulation with filter system;

(8) fire protection system;

(9) only those penetrations used exclusively for
fire  protection, communication, lighting, or
temperature/humidity control are allowed; all such
penetrations shall be sealed or dampered to comply
with the minimum 2 hr fire protection rating.

The construction details shall be reviewed for
adequacy of protection of contents by a person
who is competent in the technical field of fire
protection and fire extinguishing.

If the storage facility is located within a building
or structure, the environment and construction of
that building can provide a portion or all of these
criteria.

4.4.2 Altermate Single Storage Facilities

The following are acceptable alternatives to the
criteria of para. 4.4.1 above for a single storage
facility;

(1) 2 hr fire rated vault meeting NFPA 232-1986
or NFPA 232AM-1986 or both; or

(2) 2 hr fire rated Class B file containers
meeting the requirements of NFPA 232-1986 or
NFPA 232AM-1986, or both; or

(3) 2 hr fire rated file room meeting the
requirements of NFPA 232-1986 or NFPA 232AM-
1986, or both with the following additional provi-
sions;

(a) early warning fire detection and automatic
fire suppression capability with electronic supervision
at a constantly attended central station;

(b) records storage in fully enclosed metal
cabinets;

(c) adequate access and aisle ways;

(d) prohibition in the room of work not directly
associated with record storage or retrieval;

(e) prohibition in the room of smoking, eating,
or drinking;

(f) 2 hr fire rated dampers or doors in all
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boundary penetrations.
4.4.3 Temporary Storage

When temporary storage of records (such as for
processing, review, or use) is required by an
organization's procedures, the records shall be
stored in a 1 hr fire rated container. The
procedures shall specify the maximum allowable
time limit for temporary storage. The container
shall be certified 1 hr fire protection or be certified
by a person competent in the technical field of fire
protection.
4.4.4 Dual Storage Facilities

If dual storage facilities for each record is
provided, the storage facilities shall be at locations
sufficiently remote from each other to eliminate the
chance of exposure to a simultaneous hazard. Each
storage facility is not required to satisfy the
requirements of either para. 4.4.1 or para. 4.4.2
above, but shall meet the other requirements of this
Standard.

5. RETRIEVAL

Storage systems shall provide for retrieval of
information in accordance with planned retrieval
times based upon the record type. A list shall be
maintained designating those personnel who shall
have access to the files. Records maintained by a
Supplier at his facility or other location shall be

accessible to the Purchaser or the Owner.

6. DISPOSITION

Records accumulated at various locations, prior to
transfer, shall be made accessible to the Owner
directly of through the procuring organization. The
custodian shall inventory the submittals,
acknowledge receipt, and process these records in
accordance with this QAP-1. Various regulatory
agencies have requirements concerning records that
are within the scope of this QAP-1. The most
stringent requirements shall be used in determining

the final disposition.
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The Supplier's nonpermanent records shall not be
disposed of until the applicable conditions listed in
(1) through (5) below are satisfied:

(1) items are released for shipment, a Code Data
Report is signed, or a Code Symbol Stamp is
affixed;

(2) regulatory requirements are satisfied;

(3) operational status permits;

(4) warranty consideration is satisfied;

(5) Purchaser's requirements are satisfied.
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18S-1 AUDITS

1. GENERAL

This Supplement provides amplified requirements
for quality assurance audits. It supplements the
audit requirements of Basic Requirement 18 of
QAP-1 and shall be used in conjunction with that
Basic Requirement when and to the extent specified

by the organization invoking QAP-1.

2. SCHEDULING

Internal or external quality assurance audits, or
both, shall be scheduled in a manner to provide
coverage and coordination with ongoing quality
Audits shall be

scheduled at a frequency commensurate with the

assurance program  activities.
status and importance of the activity. The audit
schedule shall be reviewed periodically and revised
as necessary to assure that coverage is maintained
scheduled audits shall be

additional

current. Regularly

supplemented by audits of specific

subjects when necessary to provide adequate

coverage.

3. PREPARATION
3.1 Audit Plan

The auditing organization shall develop and
document an audit plan for each audit. This plan
shall identify the audit scope, requirements, audit
personnel, activities to be audited, organizations to
be notified, applicable documents, schedule, and
written procedures or checklists.
3.2 Personnel

The auditing organization shall select and assign
auditors who are independent of
of the

which they will audit. In the case of internal

any direct
responsibility for performance activities
audits, personnel having direct responsibility for
performing the activities being audited shall not be

involved in the selection of the audit team. Audit
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personnel shall have sufficient authority and
organizational freedom to make the audit process
meaningful and effective.
3.3 Selection of Audit Team

An audit team shall be identified prior to the
beginning of each audit. This team shall contain
one or more auditors and shall have an individual
appointed to lead the team who organizes and
directs the audit, coordinates the preparation and
issuance of the audit report, and evaluates
responses. The audit team leader shall ensure that
the audit team is prepared prior to initiation of the
audit. The audit team leader shall be a lead

auditor.

4. PERFORMANCE

Audits shall be performed in accordance with
written procedures or checklists. Auditing shall
begin as early in the life of the activity as
practical and shall be continued at intervals
consistent with the schedule for accomplishing the
activity. Elements that have been selected for audit
shall be evaluated against specified requirements.
Objective evidence shall be examined to the depth
necessary to determine if these elements are being
implemented effectively. Audit results shall be
documented by auditing personnel and shall be
reviewed by management having responsibility for
the area audited. Conditions requiring prompt
corrective action shall be reported immediately to

management of the audited organization.

5. REPORTING

The audit report shall be signed by the audit
team leader and issued, and it shall include the
following information, as appropriate:

(1) description of the audit scope

(2) identification of the auditors

(3) identification of persons contacted during
audit activities

(4) summary of audit

results, including a
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statement on the effectiveness of the quality
assurance program elements which were audited

(5) description of each reported adverse audit
finding in sufficient detail to enable corrective

action to be taken by the audited organization.

6. RESPONSE

Management of the audited organization or
activity shall investigate adverse audit findings,
schedule corrective action, including measures to
prevent recurrence, and notify the appropriate
organization in writing of action taken or planned.
The adequacy of audit responses shall be evaluated

by or for the auditing organization.

7. FOLLOW-UP ACTION
Follow-up action shall be taken to verify that

corrective action is accomplished as scheduled.

8. RECORDS

Audit records shall include audit plans, audit

reports, written replies, and the record of

completion of corrective action.
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