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17.5 QUALITY ASSURANCE PROGRAM DESCRIPTION - DESIGN
CERTIFICATION, EARLY SITE PERMIT AND NEW LICENSE APPLICANTS

REVIEW RESPONSIBILITIES

Primary - The organization responsible for quality assurance (QA).

Secondary - None

I AREAS OF REVIEW

The QA staff reviews and evaluates QA program descriptions (QAPDs) submitted by applicants

for a design certification (DC), combined license (COL), early site permit (ESP), construction

permit (CP), and operating license (OL). QAPDs submitted by applicants for DC, COL, ESP

CP, and OL are reviewed and evaluated in accordance with the applicable sections of this
_standard review plan (SRP).

A QAPD submitted by a DC applicant may be a QA topical report or part of a safety analysis
report (SAR). A QAPD submitted by a DC applicant would only address design QA activities in
support of a DC. The QAPD would not address construction and design QA activities that
occur once-construction begins. The QAPD submitted by the DC applicant would be reviewed

and evaluated by the NRC prior to NRC approval of the DC.
' ATTACHMENT 1
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A QAPD submitted by a COL applicant applies to all phases of a facility’s life, including design,
construction, and operation. However, a COL applicant's QAPD may be submitted in two
phases. The first phase could apply to construction QA activities and the second phase could
apply to operational QA activities. The QAPD for the construction and operational phases
would be reviewed and evaluated by the NRC prior to issuing the COL. The operational phase
is considered to begin once initial fuel load has commenced. SECY-05-0197, “Review of
Operational Programs in a Combined License application and Generic Emergency Planning
Inspections, Tests, Analyses, and Acceptance Criteria,” requires that within 12 months after
COL issuance, the licensee submit to the NRC an implementation schedule for the operational
programs listed in Table 13.X of the Final Safety Analysis Report (FSAR). SECY-05-0197
identifies the QA operational program as one of the operational programs the must be listed in
Table 13.X of the FSAR. NRC inspections of the QA operational program will be based on the
implementation date in Table 13.X of the FSAR.

10 CFR 50.34(h) and 10 CFR 52.79(b) require that COL applicants or holders include an
evaluation of the facility against the SRP that is in effect 6 months prior to the docket date of
the application of a new facility. COL applicants may use an existing QAPD for the operational
phase that is approved by the NRC for current use provided that alternatives to or differences
from the SRP in effect 6 months prior to the docket date of the application of a new facility are
identified and justified.

A QAPD submitted by an ESP applicant would apply to site suitability QA activities and would
be reviewed and evaluated by the NRC prior to issuing the ESP. A QAPD submitted by a CP
applicant would apply to all design and construction QA activities and would be reviewed and
evaluated by the NRC prior to issuing the CP. A QAPD submitted by an OL applicant would
apply to operational QA activities and would be reviewed and evaluated by the NRC prior to
issuing the OL.

SRP Sections 17.1 and 17.2 provide guidelines for review of QA programs based upon
American National Standards Institute (ANSI) N45.2, “Quality Assurance Program
Requirements for Nuclear Power Plants,” and its daughter standards. SRP Section 17.3
provides guidelines for review of a QAPD developed following American Society of Mechanical
~ Engineers (ASME) Standards NQA-1, “Quality Assurance Program for Nuclear Facilities,” and
and NQA-2, “Quality Assurance Requirements for Nuclear Facility Applications.” SRP
Section 17.5 outlines a standardized QA program for DC, ESP, CP, OL and COL applicants
and holders. SRP Section 17.5 is based on ASME standard NQA-1 (1994 Edition), Regulatory
Guide (RG) 1.8, “Qualification and Training of Personnel for Nuclear Power Plants,” Revision 3,
RG 1.28, “Quality Assurance Program Requirements (Design and Construction),” Revision 3,
RG 1.33, “Quality Assurance Program Requirements (Operation),” Revision 2, and NRC
Review Standard (RS)-002, “Processing Applications for Early Site Permits.”

DC, ESP, CP, OL, and COL applicants are identified as an “applicant” and COL holders are
identified as a “holder” throughout.this SRP section.

Section |l of this SRP is organized into 26 areas of activity (A through Z). Sections A through X
apply to safety-related systems, structures and components (SSCs). Section Y is applicable
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only to nonsafety-related SSCs. Sections A through Y are applicable to CP, OL, and COL
applicants and COL holders. Section Z is applicable only to holders of a COL (operational
phase) and OL applicants. The areas that are not applicable to specific applicants are
annotated as such in the detailed discussions in Section |l of this SRP. DC, CP, OL, and COL
applicants or COL holders that implement 10 CFR 50.69, “Risk-Informed Categorization of
Structures, Systems and Components of Nuclear Power Reactors,” are not required to specify
the QA controls for SSCs that perform low safety significant functions in the QAPD. All areas
are discussed in detail in Section Il of this SRP as follows: :

ORGANIZATION

QUALITY ASSURANCE PROGRAM

DESIGN CONTROL AND VERIFICATION
PROCUREMENT DOCUMENT CONTROL
INSTRUCTIONS, PROCEDURES, AND DRAWINGS
DOCUMENT CONTROL

CONTROL OF PURCHASED MATERIAL, EQUIPMENT, AND SERVICES

I @ mm o o0 m »

IDENTIFICATION AND CONTROL OF MATERIALS, PARTS, AND COMPONENTS
CONTROL OF SPECIAL PROCESSES

INSPECTION

TEST CONTROL .

CONTROL 6F MEASURING AND TEST EQUIPMENT
HANDLING, STORAGE, AND SHIPPING

INSPECTION, TEST, AND OPERATING STATUS
NONCONFORMING MATERIALS, PARTS, OR COMPONENTS
CORRECTIVE ACTION |
RECORDS

AUDITS

» I p v O Z2 g2 r X <

TRAINING AND QUALIFICATION CRITERIA - QUALITY ASSURANCE
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T. TRAINING AND QUALIFICATION - INSPECTION AND TEST
u. QA PROGRAM COMMITMENTS

V. 10 CFR PART 21 AND 10 CFR PART 50.55(e) PROGRAMS FOR REPORTING
DEFECTS AND NONCOMPLIANCE '

W. | COMMERCIAL GRADE DEDICATION

X. DIGITAL EQUIPMENT SOFTWARE VERIFICATION AND VALIDATION QUALITY
CONTROLS

Y. NONSAFETY-RELATED SSC QUALITY CONTROLS

Z INDEPENDENT REVIEW

Review Interfaces

Specific SSCs subject to QA requirements are addressed in the many other SRP subsections
developed by NRR organizations other than the QA staff (e.g., Sections 3.2.1, “Seismic
Classification,” 4.5.1, “Control Rod Drive Structural Materials,” and 5.4.12, “Reactor Coolant

System High Point Vents”). The NRR branch that develops the relevant SRP subsection is
responsible for reviewing the adequacy of the QA requirements in its SRP section.

Il ACCEPTANCE CRITERIA

The QA staff reviews and evaluates QAPDs submitted by applicants and holders in accordance
with the applicable sections of this SRP.

Exceptions or alternatives to these specific criteria may be proposed by applicants or holders
and may be found acceptable by the staff if adequate justification is provided. Exceptions or
alternatives to the regulatory requirements listed in the “Technical Rationale” section of this
SRP are not permitted unless the applicant or COL holder requests an exemption from a
regulatory requirement. A QAPD is considered to be acceptable if the specific criteria in this
section are addressed, acceptable alternatives are justified, or an exemption to regulatory
requirements is either approved, or specifically approved by the NRC in advance.

A general grace period of 90 days may be applied to provisions that are required to be

performed on a periodic basis unless otherwise noted. Annual evaluations and audits that must
be performed on a triennial basis are examples where the 90 day general grace period could be

applied.
A. ORGANIZATION
1. At the most senior management level, the applicant or holder (i.e., the

organization applying to have its QAPD reviewed and accepted by the NRC) is to
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issue a written QAPD that establishes the quality policy and commits the
organization to implement it.

Individual managers are to ensure that personnel working under their
management are qualified in accordance with written procedures and that only
qualified personnel are permitted to perform those activities for which they are
qualified.

The QAPD is to contain an organizational description that addresses the
organizational structure, functional responsibilities, levels of authority, and
interfaces. The organizational description is to include the onsite and offsite
organizational elements that function under the cognizance of the QA program.
Functional responsibilities include activities such as preparing, reviewing,
approving, and verifying designs; qualifying suppliers; preparing, reviewing,
approving, and issuing instructions, procedures, schedules, and procurement
documents; purchasing; verifying supplier activities; identifying and controlling
acceptable and nonconforming hardware and software; manufacturing;
calibrating and controlling measuring and test equipment; qualifying and
controlling special processes; constructing; inspecting; testing; startup;
operating; performing maintenance; performing the audit function; and
controlling records. For multiple organizations, the interface responsibilities are
clearly defined. (Onsite/offsite, operational, and maintenance organizational
elements are not applicable to DC applicants.)

There is independence between persons and organizatioﬁs performing activities
and those executing verification and audit activities. (Only applicable to
operational QA and ESP programs.)

Management positions in which the responsibility for carrying out the audit
functions are established. The individuals filling these positions are to:

a. have sufficient authority and organizational freedom to implement
assigned responsibilities

b. be responsible for implementing the QA program and referring
appropriate matters to the top management in a timely manner

C. report at a management level sufficiently high to ensure that cost and
schedule considerations do not unduly influence decision making

d. have effective lines of communication with persons in other senior
management positions

Major delegation of work to participants outside of the applicant or holder’s
organization is identified and described as follows:
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a. The organizational elements responsible for delegated work are identified
and documented.

b. Management controls and lines of communication between the
applicant’s designated person or his designee (and the delegated
organization) are identified and documented.

c. Responsibility for the QA prdgram and the extent of management
oversight is established.

d. The performance of delegated work is formally evaluated by the applicant
or holder.

Management ensures that the size of the QA organization is commensurate with
its duties and responsibilities.

Responsibility and authority to stop unsatisfactory work and control further
processing, delivery, installation, or use of nonconforming items (e.g., SSCs,
parts, materials, equipment, consumable materials, and software) is assigned by
the applicant or holder such that cost and schedule considerations do not
override safety considerations.

Individuals assigned the responsibility for ensuring effective execution of any
portion of the QA program at any location have direct access to such levels of
management as may be necessary to perform this function.

Personnel performing work activities such as, but not limited to, design,
engineering, procurement, manufacturing, construction, installation, startup,
maintenance, and modification are responsible for achieving acceptable quality.

Personnel performing verification activities are responsible for verifying the
achievement of acceptable quality. :

The applicant or holder may delegate part or all of the activities of planmng,'
establishing, and implementing the overall QA program to others but is to retain

the responsibility for the program.

When the applicant or holder delegates responsibility for planning, establishing,
or implementing any part of the overall QA program, sufficient authority to
accomplish the assigned responsibility also is delegated.

The manager responsible for their implementation is to approve the procedures
that implement the QA program.

DRAFT Rev. 0 - January 2006 17.5-6



DRAFT NUREG-0800

15.  There is independence between the organization performing checking functions
from the organization responsible for performing the functions. (This applies to
DC applicants and construction QA programs.)

QUALITY ASSURANCE PROGRAM

1. Management of organizations participating in the QA program regularly review
the status and adequacy of the QA program.

2. The QAPD includes the criteria used to identify the items and activities to which
the QA program applies. A list of the SSCs and/or activities under the control of
the QA program is required to be established and maintained at the applicant or
holder’s facility.

3. The QA program insures that activities affecting quality are accomplished under
suitably controlled conditions. Controlled conditions include the use of
appropriate equipment; suitable environmental conditions for accomplishing the
activity, such as adequate cleanness; and assurance that all prerequisites for the
given activity have been satisfied.

4, The QA program is required to be documented by written policies, procedures,
or instructions.

5. The QA program is binding on management personnel having responsibility for
costs and schedules.

6. The manager responsible for QA is to assess annually the adequacy of the QA
program's implementation.

7. The applicant or holder retains and exercises the responsibility for the scope and
implementation of an effective overall QA program.

8. The applicant or holder is responsible for ensuring that the applicable portion of
the QA program is properly documented, approved, and implemented (people
are trained and resources are available) before an activity within the scope of the
QA program is undertaken by the applicant/holder or by others.

DESIGN CONTROL AND VERIFICATION

1. Design Control
a. A program is required to be established for the design of items. The

program includes provisions to control design inputs, processes, outputs,
changes, interfaces, records, and organizational interfaces.
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b. Design inputs (e.g., the design bases, performance and regulatory
requirements, and codes and standards) are correctly translated into
design outputs (e.g., specifications, drawings, procedures, and
instructions).

c. The final design (approved design output documents and approved
changes) identifies assemblies and/or components that are part of the
item being designed.

d. The design process ensures that items and activities are selected and
independently verified to ensure they are suitable for their intended
application.

e. Changes to final designs (including field changes and modifications) and

dispositions of nonconforming items to use-as-is or repair are subject to
design control measures commensurate with those applied to the original
design and approved by the organization that performed the original
design or a qualified designate. The designate has demonstrated
competence in the specific design area of interest and has an adequate
understanding of the requirements and intent of the original design.

f. Interface controls (internal and external between participating design
organizations and across technical disciplines) for the purpose of
developing, reviewing, approving, releasing, distributing, and revising
design inputs and outputs are defined. Design information transmitted
across interfaces is documented and controlled. Transmittals 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 is confirmed
promptly by a controlled document.

g. Design records, maintained to provide evidence that the design was
properly accomplished, include not only the final design output and
revisions to the final output, but also the important design steps (e.g.,
calculations, analyses, and computer programs) and the sources of input
that support the final output.

h. Design analysis documents are legible and in a form suitable for record
keeping. They are sufficiently detailed as to purpose, method,
assumptions, design input, references, 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. -

i Documentation of design analyses includes the following, as applicable:
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(1) definition of the objective of the analyses
(2) definition of design inputs and their sources
(3) results of literature searches or other applicable background data

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

(5) 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

(6) review and approval

Control of computer programs used for design analysis includes the
following: -

(1) Computer program acceptability is preverified or the results
verified with the design analysis for each application.

(2 Computer programs are controlied to ensure that changes are
" documented and approved by authorized personnel.

Calculations are identifiable by subject (including the SSC to which the
calculation applies), originator, reviewer, and date, or by other data such
that the calculations are retrievable.

Applicable design inputs, such as design bases, performance
requirements, regulatory requirements, codes, and standards, are
identified and documented, and their selection reviewed and approved by
the responsible design organization. Changes from approved design
inputs, including the reason for the changes, are identified, approved,
documented, and controlled.

Applicable information derived from experience, as set forth in reports or
other documentation, is made available to cognizant design personnel.

The QA role in design and analysis activities is defined. (The objective of

this provision is to prevent design errors.) (This applies to DC applicants
and construction QA programs.)
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0. Measures are required to be established for the selection and review for
suitability of application of materials, parts, equipment, and processes
that are essential to the safety-related functions of the SSCs.

p- Where a significant design change is necessary because of an incorrect
design, the design process and verification procedure is reviewed and
modified as necessary.

q. QA personnel are included in the documented review and concurrence in
quality-related procedures associated with design, construction, and
installation. (This applies to DC applicants and construction QA

programs.)
2. Design Verification
a. Verification methods include, but are not limited to, design reviews,

alternative calculations, and qualification testing. The responsible design
organization is required to identify and document the particular design
verification method(s) used. '

b. Design inputs, processes, outputs, and changes are verified. The final
design (approved design output documents and approved changes
thereto) is relatable to the design input by documentation in sufficient
detail to permit design verification and the identification of the verifier
clearly indicated. When applicable, design reviews answer the following
questions: '

(1) Were the design inputs correctly selected?

2) Are assumptions necessary to perform the design activity
adequately described and reasonable? Are the assumptions
adequately identified to enable subsequent reverifications after
detailed design activities are completed?

(3) Was an appropriate design method used?

(4) Were the design inputs correctly incorporated into the design?

(5) Are the necessary design inputs and verification requirements for
interfacing organizations specified in the design documents or in
supporting procedures or instructions?

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

C. Alternate calculations are calculations or analyses that are made with
alternate methods to verify correctness of the original calculations or
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analyses. The appropriateness of assumptions, input data used, and the
computer program or other calculation method used are reviewed.

Where design adequacy is verified by qualification tests, the tests are
identified. The test configuration is clearly defined and documented.
Testing demonstrates the adequacy of performance under conditions that
simulate the most adverse design conditions. Operating modes and
environmental conditions in which the item must perform satisfactorily are
considered in determining the most adverse conditions. Where the test is
intended to verify only specific design features, the other features of the
design are verified by other means. Test results are documented and
evaluated by the responsible design organization to ensure that test
requirements have been met. If qualification testing indicates that
modifications to the item are necessary to obtain acceptable
performance, the modification is documented and the item modified and
retested or otherwise verified to ensure satisfactory performance. When
tests are being performed on models or mockups, scaling laws are
required to be established and verified. The results of model test work
are subject to error analysis, where applicable, prior to use in final design
work. '

Design verification is completed before design outputs are used by other
organizations for design work and before they are used to support other
activities such as procurement, manufacture, or construction. When this
timing cannot be achieved, the unverified portion of the design is
identified and controlled. In all cases, the design verification is completed
before relying on the item to perform its intended function.

The veritying or checking process is performed by individuals or groups
other than those who performed the original design, but who may be from
the same organization. The designer's immediate supervisor can
perform the design verification provided the designer’'s immediate
supervisor can perform the design verification; the supervisor did not
specify a singular design approach, or rule out certain design
considerations; the supervisor did not establish the design inputs used in
the design; and the supervisor is the only individual in the organization
competent to perform the verification.

Whenever changes to previously verified designs are made, design
verification is 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 a previously
verified design.

The verification process need not be duplicated for identical designs.
However, the applicability of standardized or previously proven design,
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with respect to meeting pertinent design inputs, is verified for each
application. The original design and associated verification measures are
documented in records for subsequent application of the design.

D. PROCUREMENT DOCUMENT CONTROL

1. Applicable technical, regulatory, administrative, and reporting requirements (such
as specifications, codes, standards, tests, inspections, special processes, and
10 CFR Part 21, “Reporting of Defects and Noncompliance,” are invoked for
procurement of items and services.

2. Procurement documents include provisions for the following:
a. a statement of the scope of the work performed by the supplier
b. .  a specification of technical requirements, and where necessary,

references to specific drawings, specifications, codes, standards,
regulations, procedures, or instructions, including revisions thereto that
describe the items or services furnished

C. identification of test, inspection, and acceptance requirements of the
purchaser for monitoring and evaluating the supplier’'s performance

d. the supplier’s documented QA program that is determined to meet the
applicable requirements of Appendix B to 10 CFR 50 as appropriate to
the circumstances of procurement (or the supplier may work under the
applicant’s approved QA program)

e. access to the supplier’s plant facilities and records for inspection or audit
by the purchaser, his/her designated representative, and/or other parties
authorized by the purchaser

f. identification of the documentation and date of submission required to be
submitted for information, review, or approval by the purchaser
g. purchaser’s requirements for reporting and approving disposition of
nonconformances
3. Changes made as a result of the bid evaluations or pre-contract negotiations are

incorporated into the procurement documents. The review of such changes and
their effects are completed prior to contract award. Reviews are 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 are subject to the same degree of control as
utilized in the preparation of the original documents.
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5. A review of the procurement documents and changes thereto are made to
' ensure that documents transmitted to the prospective supplier(s) include
appropriate provisions to ensure that items or services will meet the specified
requirements.

6. The program is applied to all phases of procurement. As necessary, this may
require verification of activities of suppliers below the first tier.

INSTRUCTIONS, PROCEDURES, AND DRAWINGS (CONTROLLED DOCUMENTS)

1. Activities affecting quality are prescribed by documented instructions,
procedures, or drawings and are accomplished in accordance with these
instructions, procedures, or drawings.

2. Instructions, procedures, or drawings include appropriate quantitative or
qualitative acceptance criteria for determining that activities have been
satisfactorily accomplished.

DOCUMENT CONTROL

1. A program is required to be established to control the development, review,
approval, issue, use, and revision of documents.

2. The scope of the document control program is defined. Examples of controlled
documents include design drawings, as-built drawings, engineering calculations,
design specifications, purchase orders and related documents, vendor-supplied
documents, audit and surveillance procedures, operating procedures,
emergency operating procedures, technical specifications, nonconformance
reports, corrective action reports, work instructions and procedures, calibration
procedures, quality verification procedures, inspection and test reports, and all
such documents made electronically available.

3. Revisions of controlled documents are reviewed for adequacy and approved for
release by the same organization that originally reviewed and approved the
documents or by a designated organization that is qualified and knowledgeable.
The reviewing organization has access to pertinent background data or
information necessary to base their approval.

4. Controlled copies of instructions and procedural documents are distributed to
and used by the person performing the activity.

5. The distribution of new and revised controlled documents is in accordance with
established source documents. Superseded documents are controlled.

6. The control system is documented as follows:
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a. the identification of controlled documents

b. the specified distribution of controlled documents for use at the
appropriate location

c. the individuals responsible for preparation, review, approval, and
distribution of controlled documents are identified

d. controlled documents are reviewed for adequacy, completeness, and
correctness prior to distribution

e. a method to ensure the correct documents are being used

7. Minor changes to documents, such as inconsequential editorial corrections, are

not required to receive the same review and approval as the original documents.
To avoid a possible omission of a required review, the type of minor changes
that do not require such a review and approval and the persons who can
authorize such a decision are clearly delineated.

8. Procedures used during the operational phase are reviewed by an individual
knowledgeable in the area affected by the procedure no less frequently than
every 2 years to determine if changes are necessary or desirable. Procedures
do not have to be reviewed every 2 years provided that all of the following are

met:

a. Applicable procedures are reviewed following any modification to a
system.

b. Applicable procedures are reviewed following an unusual incident, such
as an accident, significant operator error, or equipment malfunction.

c. Procedures are updated during use when discrepancies are found.

d. Procedures are reviewed prior to use if not used in the previous 2 years.

e. A QA program audit of procedures is conducted every 2 years.

9. Procedures for control of the documents and changes thereto are required to be

established to preclude the possibility or use of outdated or inappropriate
documents. Document control measures provide for the following:

a.
b.

C.

identifying the proper document to be used in performing the activity
coordinating and controlling interface documents

ascertaining that proper documents are being used

DRAFT Rev. 0 - January 2006 . 17.5-14



10.

11.

12.

13.

DRAFT NUREG-0800

Temporary procedures include designation of the period of time during which it is
valid to use them. (Applicable only to operational QAPDs.)

Temporary procedure changes which clearly do not change the intent of the
approved procedure are approved by two members of the staff knowledgeable in
the areas affected by the procedures. (Applicable only to operational QAPDs.)

Personnel from the QA organization review and concur with quality related
procedures associated with design, construction and installation. (Applicable
only to DC applicants and construction QAPDs.)

Provisions are in place to continually improve work instructions through reviews
and incorporation of feedback from users.

CONTROL OF PURCHASED MATERIAL, EQUIPMENT, AND SERVICES

1.

A program is required to be established that ensures that purchased items and
services conform to specified requirements.

The program includes provisions for evaluating prospective suppliers and
selecting only qualified suppliers.

The program includes provisions for ensuring that qualified suppliers continue to
provide acceptable products and services.

" The program includes provisions (e.g., source verification, receipt inspection,

preinstallation and postinstallation tests, and certificates of conformance) for
accepting purchased items and services.

The program is to include provisions for ensuring that procurement, inspection,
and test requirements have been satisfied before an item is placed in service or
used.

The procurement of components, inéluding spare and replacement parts, is
subject to quality and technical requirements suitable for their intended service
and to the purchaser’'s QA program requirements.

When the purchaser requires the supplier to maintain specific QA records, the
retention times and disposition requirements are prescribed.

Procurement activities are documented to ensure a systematic approach to the
procurement process, identification of procurement methods, and organizational
responsibilities. Procurement activities involve the following:

a. procurement document preparation, review, and change control
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b. selection of procurement sources
C. bid evaluation and award
d. purchaser control of supplier performance
e. verification (surveillance, inspection, or audit) activities by purchaser,
including notification for hold and witness points
f. control of nonconformances
g. corrective action
h. acceptance of item or service
i. "QA records
9. Measures for evaluation a.nd selection of procurement sources, and the results

therefrom, are documented and include any or all of the following:

a.

evaluation of the supplier’s history of providing an identical or similar
product which performs satisfactorily in actual use

supplier's current quality records supported by documented qualitative
and quantitative information which can be objectively evaluated

supplier’s technical and quality capability as determined by a direct
evaluation of its facilities and personnel and the implementation of its QA
program '

10.  The purchaser of items and services is required to establish measures to
interface with the supplier and to verify the supplier’s performance as deemed
‘necessary by the purchaser. The measures include the following:

a.

establishing an understanding between purchaser and supplier of the
provisions and specifications of the procurement documents

requiring the supplier to identify planning techniques and processes
utilized in fulfilling procurement document requirements

reviewing supplier documents which are generated or processed during
activities fulfilling procurement requirements

identifying and processing necessary change information
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e. establishing a method of document information exchange between
purchaser and supplier

f. establishing the extent of source surveillance and inspection activities
g. determining any additional or modified design criteria
h. analyzing exceptions or changes requested or specified by the supplier

and determining the effects that such changes may have on the intent of
the procurement documents or quality of the item or service furnished

i ensuring that the purchaser’s verification activities do not relieve the
supplier of its responsibilities for verification of quality achievement

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

a. technical verification of data produced
b. surveillance and/or audit of the activity
c. review of objective evidence for conformance to the procurement

document requirements (e.g., certifications, stress reports)

The purchaser and supplier are required to establish a documented method for
the disposition of nonconforming items.

The supplier is required to send the purchaser all nonconforming reports from
procurement documentation requirements generated during the manufacturing

.process. As a minimum, nonconforming reports contain the following

information:

a. description of nonconforming item

b. evaluation of nonconforming item

c. recommended corrective action (i.e, use-as-is or repair)

d. technical justification for corrective action |

The purchaser is required to approve the supplier’'s recommended disposition
and technical justification for nonconformances that involve any of the following:

a. technical or material requirement is violated
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a requirement in purchaser-approved supplier document was violated

nonconformance cannot be corrected by continuation of the original
manufacturing process or by rework

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

15. Purchaser methods used to accept an item or related service from a supplier are
supplier certificate of conformance, source verification, receiving inspection,
postinstallation test, or a combination thereof.

16. A certificate of conformance shall contain, as a minimum, the following criteria:

a.

The purchased material or equipment is identified, such as by the
purchase order number.

The specific procurement requirements met by the purchased material or
equipment, such as codes, standards, pre-installation tests, and other
specifications, are identified. This may be accomplished by including a
list of the specific requirements or by providing, onsite, a copy of the
purchase order and the procurement specifications or drawings, together
with a suitable certificate. The procurement requirements identified
include any approved changes, waivers, or deviations applicable to the
subject material or equipment. '

A