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POLICY

The U.S. Department of Energy is authorized by the Nuclear Waste FPolicy Act
(NWFA) as amended in 1987 to site, cbtain a license for, construct, and
operate a geologic repository and a monitored retrieveble storage facility;
to provide Federal interim storage, if reguired; and to provide for the safe

tion of radicactive waste to those locations. It is the policy of
the Office of Civilian Radiocactive Waste Management (OCR®M) that these
cbligations will be met through the implementation of quality assurance
controls that complement management actions to achieve the level of quality
needed for the safe transportation, storage, and disposal of high-level
radicactive waste.

OCRM will develop and implement a quality assurance program meeting the

of Title 10 of the Code of Federal Regulations (CFR) Parts 50,
60, 71, and 72. The quality assurance controls necessary to achieve the high
level of quality demanded by the transportation and storage of radicactive
waste are imposed on, and irplemented by, each organization participating in

the program through DOE/RW-YYYY, Quality Assurance Requirements for the
Civilian Radjicactive Waste Management Program (QAR). The QAR provides the

requirements for the development of a consistent framework for implementing
quality assurance programs at every level within the Civilian Radicactive
Waste Management program. The OCRM quality assurance program is applied to
items and activities in a graded manner commensurate with importance to
safety, waste isolation, and other OCR program objectives. OCRIM's quality
assurance program is described in this document.

%K/‘ ' nfos forr

Samie}”Rousso, Acting Director “Date
Office of Civilian Radiocactive
Waste Management
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INTROOOUCTTON

The purpose of this doament is to describe the quality assurance (QA)
program of the U.S. Department of Energy (DOE), Office of Civilian
Radioactive Waste Management (OCR®M), describe responsibilities for
achieving and assuring quality at OCR®4, describe the interfaces between
OCRY and the Project Offices participating in the Civilian Radiocactive
Waste Management Program (PROGRAM) for achieving and assuring quality,
reflect Congressional redirection of the PROGRAM, and serve as the quality
assurance program description document for DOE. This document and DOE/RW-
YYYY, Quality Assurance Requirements for the Civiljan Radicactive Waste
Management Program (QAR) reflect OCRAM policies and serve as the principal
documents of the PROGRAM quality assurance program.

The PROGRAM quality assurance program covers activities affecting quality
that are performed at each Emm—participant organizational level.
PROGR2M participants include OCR®, OCRM-managed contractors, Project
Offices, Project Office-managed contractors, consultants, national
laboratories, waste form producers, and cther govermment agencies performing
activities affecting quality for the PROGRAM. The OCRM quality assurance
program is applied to items and activities in a graded manner commensurate
with inportance to safety, waste isolation, or cther PROGRAM ocbjectives.

Each Section of this document describes the provisions established by OCRWM
to meet the requirements of the QAR and addresses how other PROGRAM

participarrtsinplenentthemqui:wtsof&zeom

The definitions given in ANSI/ASME NQA-1-1986b and supplemented by the
definitions in the QAR are applicable to this document.

(x)
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1.0

1.1

SECTION 1

GENERAL

This section describes the organizational responsibilities for OCRM and
identifies ozgan.izational interfaces with OCRM-managed PROGRAM
participants,” Project Offices, and Project Office-managed PROGRAM
participants. The assigmment of responsibilities reflects the
philosopty that the line organization achieves quality and the quality
organization overviews to assess the achievement of quality.

The Nuclear Waste Policy Act (NWPA), as amended by the Nuclear Waste
Policy Amendments Acts of 1987, authorizes the Department of Energy
(DOE) /OCRM to site, construct, and operate a geologic repository; to
site, construct, amd operate one monitored retrievable storage (MRS)
facility; to provide for Federal interim storage; and to provide for the
transportation of the waste in casks certified by the Ruclear Regulatory
Camission (NRC). The NWPA as amended directs DOE/OCRWM to characterize
only one site for the geologic repository.

It is the responsibility of OCR®! to ensure that appropriate quality
assurance requirements and procedural controls are in place to provide
confidence that structures, systems, and camponents will not cause undue
risk to either the health or safety of the public or of the workers
associated with high-level radicactive waste transportation, Federal
interim storage, and monitored retrievable storage or geologic
repository facilities. Quality assurance controls for the PROGRAM are
instituted in a flow-down management approach from the Director, OCRM
the Associate Directors; Director, Office of Quality Assurance
(00A) ; and the Project Office managers to each PROGRAM participant.

OCR ORGANIZATION

OCRM is the headquarters for the Civilian Radicactive Waste Management

. OCR™M includes the Office of the Director and the Offices of
Quality Assurance (OQR), Program Administration and Resocurces Management
(OPARM), Facilities Siting and Development (OFSD), Systems Integration
and Regulaticns (OSIR), and External Relations and Policy (OERAP).
OQA, OPARM, OFSD, OSIR, and OERAP report to the Director, OCR2{. The
organizational relationship of each office is illustrated in Figures 1-
1A through 1-1F. The functional and quality assurance program
responsibilities for each OCR¥M position are described in the following
paragrephs.

(1)
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1.1.1 Director, Office of Civilian Radicactive Waste Management (OCRWM)

The Director, OCR¥M reports directly to the Office of the

, U.S. Department of Energy and has overall
responsibility for the PROGRAM.

The quality assurance responsibilities of the Director, OCRIM
are: .

(a) Establish and execute a quality assurance program which
ensures campliance with applicable requlatory
requirements, satisfies the performance cbjectives of
the PROGRAM, and meets licensing requirements

(b) Establish quality assurance policy direction and
controls that are comensurate with DOE management and
quality assurance policies

()] ma_lmu_@_me;_@gim_wn_’cs_fﬂ'
the Civilian &dioact:ive Waste Management Program (QAR)

(d) Approve DOE/RW-X30X, Quality Assurance Program
Description for the Civiljan Radiocactive Waste Management
Proaram (QAFD)

(e) Approve PROGREM plans essential to the OCRM offices for
achievement of technical and quality assurance program
ocbjectives

(£) Provide for adequate funding and resources to effectively
support the quality assurance cbjectives of the PROGRAM

(9) Provide for, or participate in, interactions with federal
regulatory agencies; the muclear industry; and affected
States, local goverrments, and Indian Tribes on quality
assurance matters specifically related to their areas of

(h) Maintain cognizance of quality assurance issues and
problens and effect resolution ‘

(1) Provide for the armual assessment of the scope of, status
of, adequacy of, and campliance to the quality assurance
program by OCR management who are above or independent

of the Office of Quality Assurance

(2)
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1.1.2

(3) Retain responsibility for the quality of work delegated
to other PROGRAM participants, such as contractors,
agents, and consultants

Director, Office of Quality Assurance (OQA)

The Director, OQA reports directly to the Director, OCR and has
been delegated the management responsibility and authority to
direct and control the quality assurance functions to ensure that
PROGREM quality assurance cbjectives are consistently met. The
Director, OQA has direct access to, and maintains liaison with,
the Director, OCRM; the Associate Directors of other OCRM
offices; and management of other PROGRAM participants. This
relationship provides the organizational freedom and

‘authority to iderttify quality problems; initiate, recammend, or

provide solutions; and prevent or control further processing,
delivery, or use of nonconforming items or activities until
disposition is obtained.

The Director, OQA is responsible for the, coordination,
integration, and overview of PROGRAM quality assurance activities
and for ensuring that appropriate quality management, policy,
training, and verification controls are in place. The Director,
OQA has appropriate management and quality assurance knowledge
and experience and has no responsibilities that prevent his full
attention to quality activities and is independent from undue
pressures due to cost and schedule cansiderations.

The responsibilities of the Director, OQA are:

(2) Establish integrated PROGRAM quality assurance policies
and requirements in baseline or other controlled
docauments ,

(b) Coordinate the development oftheocquualityassmncé
program doaments including the QAR, QAPD, and quality
assurance administrative procedures.

(c) Provide quality assurance guidance and direction to
PROGRAM participants

(d) Serve as the focal point for OCRIM's quality assurance
activities, provide coordination with other OCRM offices
and the Nuclear Requlatory Cammission (NRC), ard assure
that PROGRAM activities affecting quality are conducted
in accordance with OCR¥ policies and abjectives and in
carpliance with NRC regulations

(3)
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(h)

(1)

3

(k)

Q)
(m)

Overview PROGRAM quality assurance activities by

conducting internal and external verifications amd

selectively participating in Project Office verification

:&E:iiﬁtis, such as , readiness reviews, and
ts

Review the quality assurance program documents (including
revisions to and interpretations thereof) of the Project
Offices and OCRM-managed PROGRAM participants for
campliance with established PROGRAM quality assurance
pol:lcia ard requirements, develop & recamendation for

or disapproval, obtain concurrence of the
cognizantAssociateDirectors, and submit the
recammendation to the Director, OCR¥ for approval or
disapproval action

Direct the activities of the PROGRAM Quality Assurance
Coordinating Group (QACG) and coordinate the activities
of the QACG with participants fram the NRC, States,
mﬁﬂmibs, local govermnments, and the nuclear

Review OCR procurement documents for inclusion of
quality assurance requirements

Assure the development and implementation of a quality
assurance indoctrination program for all PROGRAM
persomnel

!ieviewarﬂappmvethehﬁoc&i:atimandtrainirg
requirements for OQA persomnel

Establich and maintain a PROGRAM quality assurance
information system to facilitate effective cammmication
of the status of development and implementation of the
quality assurance program; status of resolution of
issues, trends, ard significant conditions adverse to
quality:; and a summary of management overview results
including both adverse conditions and exemplary practices

Manage the OQA staff and QA direct-support contractors
Ensure that OQA personnel who perform activities

affecting quality are qualified by experience or
education to perform assigned tasks

(4)
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1.1.3 Associate Director, Office of Program Administration amd
Resources Management (OPARM) .

The Associate Director, OPARM reports directly to the Director,
OCRY and has primary responsibility for the develcpment,
implementation, and maintenance of a program management system,
program management information system, project decision schedule,

and

schedule. OPARM is also responsible for management

progran

and administration of the Nuclear Waste Furnd and the Interim
Storage Fund, establishing OCRM's anmual procurement plan, and
coordinating the preparation, review, approval, and control of
procurement documents with the DOE's Procurement and Assistance
Management Directorate.

The Associate Director, OPARM has the following quality
assurance program responsibilities:

(2)

(b)

(©

(d)

(e)

(£)

(@

Establicsh or approve the scope of OPARM activities
affecting quality commensurate with the QAR. fThis
includes the assigmment of quality levels to OPARM

_activities.

Ensure that technical and qualitf assurance
specified by other offices are incorporated into
procurement documents

Coordinate with other imvolved Associate Directors the
OCR¥ verification of OCR¥M-managed PROGRAM-participants®
activities affecting quality for which OPARM has the lead
responsibility and ensure that applicable quality
assurance program documents are approved by OCRM prior
to initiation of work activities

Ensure that information and data systems meet the QA
Records requirements specified in the QAR

Review and approve the indoctrination and

requirements for OPARM Division Directors and provide for
the indoctrination and training of all OCRW¥M personnel
through the Training Officer

Ensure that OPARM persamnel who perform activities
affecting quality are qualified by experience or txaining
to perform assigned tasks

Concur with the Director, OQA's recamendation for

(5)
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1.1.4

of OPARM-managed PROGRAM-

participam‘s quality assurance programs for which OFARM
has lead responsibility

) Develop and maintain those implementing line and quality
assurance administrative procedures and other quality
assurance documents and records for vhich OFARM has lead

... responsibility

(1) Eksurethatadeq:atefn:rﬂsahdmaremavidedfor
OPARM activities affecting quality

3 Identify and report quality-related issues and problems
to the Director, OCR®{ and the Director, OQA and effect
resolution for quality-related issues and problems in
OPARM's area of responsibility

Associate Director, Office of Facilities Siting and Development
(OFsD)

The Associate Director, OFSD reports directly to the Director,
OCRM and has primary responsibility for screening and
characterization of the geologic repository site and a monitored
retrievable storage (MRS) site; repository facility development,
design, and engineering; exploratory shaft design and
engineering; MRS facility design and technology development:
waste package design and engineering; providing management
oversight and technical direction of the PROGRAM's geoscience
activities; and socioceconamic and institutional planning.

The Associate Director, OFSD has the following quality assurance
program responsibilities:

(a) Establish or approve the scope of the OFSD activities
affecting quality cammensurate with the QAR. This
includes the assigmment of quality levels to OFSD
activities,

(b) DeveloﬁJtlme requirenents doauments for the PROGRAM

(c) Ensure that OFSD personnel who perform activities
affecting quality are qualified by experience or training
to perform assigned tasks

(d) Evaluate results of activities that verify quality
achievement within the scope of work assigned to OFSD

(6)
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1.1.5

(e) Assign responsibility for the quality of delegated work
prior to initiating the work activities

(£) Ensure the technical adequacy of items and activities for
vhich OFSD has lead responsibility and the implementation
of effective management controls

(9) . Concur with the Director, OQA's recommendation for
~ approval or disapproval of OFSD-managed PROGRAM-
participants®' quality assurance programs for which OFSD
has lead responsibility

(h) Coordinate with other involved Associate Directors the
OCRM verification of OCRM-managed PROGRAM-participants!'
activities affecting quality for which OFSD has the lead
responsibility and ensure that applicable quality
assurance program documents are approved by OCRM prior
to initiation of work activities

(1) nmsxmethatadequatefmﬂsardmaxepmvidedfor
OFSD activities affecting quality ‘

3) Identify and report quality-related issues and problems
to the Director, OCRM arnd the Director, OQA and effect
resolution for quality-related problems and issues in
OFSD's area of responsibility

(k) Develop and maintain those implementing line and quality
assurance administrative procedures and other quality
assurance doauments and records for which the OFSD has
lead respansibility

Q1) Review and approve indoctrination and training
requirements for OFSD Division Directors

Associate Director, Office of Systems Integration and Requlations
(CSIR)

The Associate Director, OSIR reports directly to the Director,
OCR™M and has primary mibiliw for planning, managing, and
overseeing the integration of the Civilian Radicactive Waste
Management system; managing programs for the development of
techrologies for use at the geologic repository or MRS (for
example, stozage modules) ; developing a transportation system;
preparation and coordination of Envirommental Impact Statements:
ard sexrving as the official contact for the PROGRAM with the NRC

ard other regulatory agencies.

(7)
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OSIR also develops licensing plans, license applications, and
sigeiganalysisrepozts for the first geologic repository and MRS
f ty. )

The Associate Director, OSIR has the following quality assurance
progran responsibilities:

(2) Establich ar approve the scope of OSIR activities
affecting quality camensurate with the QAR. This
includes the assigment of quality levels to OSIR
activities,

(b) Develop the Systems Engineering Management Plan for each
system element of the PROGRAM.

(c) Ensure that OSIR persomnel who perform activities

affecting quality are qualified by training or experience
to perform assigned tasks

(d) Evaluate results of activities that verify quality
achievement within the scope of work assigned to OSIR

{e) Assign responsibility for the quality of deiegated work
prior to initiation of work activities

(£) Ensure the technical adequacy of items and activities for
vhich OSIR has lead responsibility and the implementation
of effective management controls

(9) Concur with the Director, OQA's recamendation for the
approval or disapproval of OSIR-managed PROGRAM
participants' quality assurance programs for which OSIR
has lead responsibility

(h) Coordinate with other imvolved Associate Directors the
OCRM verification of OCRMM-managed PROGRAM-participants!
activities affecting quality for which OSIR has the lead
responsibility and ensure that applicable quality
assurance progran documents are approved by OCRf prior
to initiation of work activities

(i) Ensure that adequate funds and resocurces are provided for
OSIR activities affecting quality

(3) Identify and report quality-related issues and problems
to the Director, OCR¥M and the Director, OQA and effect
resolution for quality-related problems and issues in
OSIR's area of responsibility

(8
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(%) Develcparﬂmaintahﬂwseinplanentirgli:aarﬂquality
assurance administrative procedures and other OCRHM
quality assurance program documents and records for
vhich the OSIR has lead responsibility

) Review and approve indoctrination and training
requirements for OSIR Division Directors

1.1.6 BAssociate Director, Office of External Relations and Policy
(OERAP)

The Associate Director, OERAP reports directly to the Director,
OCR and has primary responsibility within OCRM for developing
overall program policy and strategy and is generally responsible
for all extermal OCRM interactiens.

The Associate Dizéct:or, OERAP is responsible for the following
quality assurance program activities:

(2) Establish or approve the scope of OERAP activities
affecting quality comensurate with the QAR. This
ﬁﬁmﬂgxe assigment of quality levels to OERAP
a .

(b) Ensure that OERAP persornel who perform activities

affecting quality are qualified by experience or training
to perform assigned tasks

(c) Assign responsibility for the quality of delegated work
before the jnitiation of work activities

(d)  Concur with the Director, OQA's recammendation for
approval or disapproval of OERAP-managed PROGRAM-
participants' quality assurance programs for which OERAP
has lead respansibility

(e) Ensure that adequate funds and resources are provided for
OERAP activities affecting quality

() Review and approve indoctrination and
requirements for OERAP Division Directors

(g) Develop ard maintain those implementing line and quality
assurance administrative procedures and other quality
assurance program docauments arnd records for which the
OERAP has lead responsibility

)
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)

Identify and report quality-related issues and problems
to the Director, OCR¥ and the Director, OQA and effect
resolution for quality-related issues and problems in
OERAP's area of responsibility

1.1.7 Division Directors

The Division Directors report to the cognizant Associate
Directors and have the following quality assurance program
responsibilities. '

(2)

()

(©
(@

(e)
()

(@

()

(1)

Establish the scope of quality assurance activities and
requirements for those activities under the cognizance of
the Division Directors and obtain the approval of the
Associate Director

Ensure that personnel who are under the direction of the
Division Directors and perform activities affecting
quality are qualified by experience or training to
perform assigned tasks

Evaluate the quality of delegated work

Ensure, by using methods that verify quality achievement,
the technical adequacy of items and activities and the
effectiveness of management controls

Coordinate with other invol@ OCR Divisions, the
performance of quality verification activities

Evaluate whether adequate resources are available for
Division quality achievement and verification activities

Identify and report quality-related issues and problems
that affect, or potentially affect, the Divisien's
activities to the Associate Director and obtain
satisfactory resolution

Develop ard maintain those implementing line and quality
assurance administrative procedures and other quality
assurance program documents and records for which the
Division has lead responsibility

Review and approve indoctrination and training

requirements for Branch Chiefs and other personnel urnder
their supervision

(10)
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1.1.8 Branch Chiefs

ﬁxemadefszeporttoﬂleni\dsimonecto:sardhavethe
following quality assurance program responsibilities.

(@)

()

(c)

@

(e)

Assure that technical persomnel under the direction of
the Branch Chiefs are qualified by experience or training
to perform the assigned work and camply with the
technical and quality assurance requirements applicable
to the work being performed .

Identifyirdoctrjnatimardtxaﬁﬂmrequimmror
Bramhpersoxmel

Ensure, by using methods that verify the achievement of
quality, the technical adequacy of items and activities
within their area of responsibility

Coordinate the verification of quality achievement of
technical activities at the OCR®{, OCR¥{-managed PROGRAM
participants, and the Project Offices that are within the
Branch's responsibility .

Report quality-related issues and problems that affect,

y affect, the activities of the Branch to
the Division Director and obtain satisfactory resolution

(11)
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1.1.9 Organizational Interfaces

The organizational interfaces between OCRM, OCRIf-managed
PROGRAM participants, Project Offices, and Project Office-managed
PROGRAM participants are illustrated in Figures 1-2A through 1~
2C. Interfaces and the flow of PROGRAM direction and quality
assmmeoverviewdizectimfrmmwﬁ)emjectmﬁcs
and other PROGRAM participants are illustrated in Figure 1-3.

1.1.9.1 Operations and Project Officas

)

The Project Managers on behalf of the Operations Office
Managers have overall line management responsibility and
accountability for implementation of PROGRAM-assigned
tasks. Each Project Manager and Operations Office
Manager will establish a project management organization
and delegated responsibility and authority for management
and direction of PROGRAM tasks to the Project Manager.

The Project Manager has direct, primary responsibility
ard accountability for the execution and implementation
of PROGRAM tasks in accordance with the Project Charter,
Project Plan, amd Project Management Plan. In addition,
the Project Manager is the point of contact for the flow
of information to and from the Director, OCR¥ ard the
Project Office-managed PROGRAM participants and is
responsible for implementing the Project quality
assurance program.

The Project Manager and management at each Project
Office-managed PROGREM participant will identify a
position for directing and managing the respective
quality assurance programs. These positions are occupied
by individuals with appropriate management and quality
assurance knowledge and experience and have:

(a) A responsibility and authority level equal to or
higher than the highest level line manager
respirsible for performing activities affecting
quality

(b) Sufficient independence from cost and schedule

(c) Respansibility for recamending approval of quality
assurance program descriptions

(d) No other duties or responsibilities unrelated to
quality assurance which would prevent full attention

(18)
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toqualityassui:amematte:s

Interfaces between Project Offices and Project Office-~
managed PROGRAM participants will be addressed in
quality assurance program descriptions and the
inplenentingnnemﬂqualityasmnceadministrative
procedures.

Operations Offices and respective areas of responsibility
are listed below:

(2)

®)

(©)

(@)

(e)

(£)

Nevada Operations Office, Yucca Mountain Project
Office (OMFO). This Project Office is respansible
for the characterization, design, and construction
of the Yucca Mountain, Nevada site which is the
candidate for the first geologic repository.

Chicago Operations Office. This Operations Office
is responsible for institutional plamning, analysis,
and management integration of the transportation
systems and for providing regulatory and
administrative support, such as review of
regulations on an as-needed basis, quality assurance
support, and international program support. This
Operations Office performs preclosure performance
assessments and waste package studies.

Idaho Operations Office. This Operations Office is
responsible for review of transportation cask

development, engineering development, and the waste
form fram the West Valley Demonstration Project

(WVDP) .

Richland Operations Office. This Operations Office
is responsible for materials characterization and
preclosure performance assessment. This Operations
Office also provides technical support for waste
isolation and characterization and for systems
integration activities.

Oak Ridge Operations Office. This Operations
Office provides geosciences, shielding,
integration, cperations, and public relatiens
support to the PROGRAM.

Albuquerque Operations Office. This Operations
Office provides technical support for postclosure
performance assessment work.

(19)
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(g) San Francisco Operations Office. This Operations
Office provides geoscientific support and performs
defense waste stidies.

PROGRAM Participants
Organizational interfaces between OCRM and PROGRAM

participants are illustrated in Figures 1-2A through 1-

2C. The quality assurance requirements for each PROGRAM
participant are identified in the appropriate
procaurement documents. Quality assurance program
descriptions will be reviewed and approved.. OCRM
provides overview of each PROGRAM-participant's quality
assurance activities by various verification methods,
such as reviews, assessments, andits, or smeillm

Direct-support contractors perform activities affecting
quality under the controls of the OCRM quality assurance
program. Direct-support contractors include:

(a) Roy F. Weston, Inc. (Weston) which provides program
management, institutional, technical, scientific,
and quality assurance support to OCR¥M.

(b) CER Corporation which provides quality assurance
support services to OCR¥! and to the Chicago
Ope.ri:;ims Office through the Chicago Operations
off L]

(c) Science Applications Intermational, Corporation
(SAIC) which provides records management sexvices
related to the licensing support system.

When appropriate, each PROGRAM participant, other than
the direct-support contractors, will identify a position
responsible for directing and managi.ng the respective
quality assurance programs. These positions will be
ocapied by individuals with appropriate management and
quality assurance knowledge ard experience. PROGRAM
participants, other than OCR¥ direct-support
contractors, include:

(a) Battelle, Pacific Northwest laboratories (ENL)
INL performs preclosure performance assessment and
materials characterization.

(20)
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(b)

(©

(@

(e)

(£)

(9)

(h)

)

3

Broockhaven National Iaboratory (BNL) operated by
Associated Universities, Inc. (AUI)

BNL provides waste-package scientific support and
preclosure risk assessment services.

Iawrence Berkeley Labaratory (IBL) operated by the
University of California

IBL provides geoscientific support.

O2k Ridge National Iaboratory (ORNL) operated by
Martin Marietta Energy Systems, Inc. (Martin-

support and performs safeguaxds activities.

Argonne National Iaboratory (ANL) operated by the
University of Chicago

ANL provides envirarmental, socioceconamic, and site
characterization support.

Battelle Memorial Institute (BVI)

BMI provides :I.nst:ltutim':al plaming and analysis and
management integration

Lawrence Livermore National Iaboratory (LINL)
operated by the tmiversity'of California

LINL performs defense waste shidies.

Sandia National ILaboratory (s:u.) operated by Western
Electric Campany, Inc.

ENL performs postclosure performance assessments.

Idaho National Engineering Iaboratory (INEL)
operated by BGSG Idaho, Inc.

INEL is responsible for cask development.

KOH Systems, Inc. (KoH)

KOH provides records management and related
(21)
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(k)

1)

(m)

activities support to OCRI.

SRA Techrnologies, Inc. (SRA)

SRA provides technical support services in

ard scoping an Envirormental Impact Statement and
implementation plan for the geologic repository.
E. I. du Pont de Nemours & Co.

E. I. éu Pont de Nemours & Co. operates the Defense
Waste Processing Facility (DWEF).

West Valley Nuclear Services

West Valley Nuclear Services operates the West
Valley Demenstration Project (WVDP).

(22)
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OCR2! MRS
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1.1.10 Interactions

1.12.11

1.1.22

Interactions between OCRM and other organizations are conducted
as defined below. Interactions among organizations other than
OCRM will be described in PROGRAM-participant quality assurance
program descriptions and the implementing line and quality
assurance administrative procedures.

1.1.10.1 NRC and Other Regqulatory Agencies

Project Offices advise the Director, OQA and the
Director, OSIR on quality assurance matters in advance
of intended meetings and other interactions with the
NRC. Where interactions have PROGRAM significance, the
interactions are arranged through the Director, OQA and
the Director, OSIR. Interactions with other regulatory
agencies on quality assurance matters are handled in a
mamer similar to KRC interactions.

1.1.10.2 States, Iocal Governments, and Indian Tribes

Project Offices advise the Associate Director, OERAP in
advance of intended meetings and other interactions
with the States, local goverrments, and Indian Tribes.

1.1.10.3 Other Organizations

- OCRM interactions with other organizations involving
quality assurance activities are coordinated through
the Director, OQA.

Delegation of Work

Responsibility for the overall PROGRAM is retained by OCR®M. The
tasks of establishing and implementing selected portions of the
overall OCRM quality assurance program for work associated with
the PROGRAM have been delegated to Project Offices and other
PROGRAM participants as described in Section 2. The further
delegation of work by the Project Offices and other PROGRAM
participants is described in the respective quality assurance
program documents.,

Resolution of Disp.tts

Differences of opinion involving technical or quality assurance
programmatic concerns at a given organizational level are

(27)
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1.1.13

1.1.14

brought to the attention of management at that level and, if not
resolved, are elevated progzssivelytothebimctor OQA ard, if
necessary, to the Director, OCR!.

Resolution of Allegations

A system is being established that provides individuals a means
of registering an allegation of inadequate quality directly to
the Director, OCRM without fear of reprisal. Each allegation
cmcernmgh-adequatequalitywﬂlbehwestigatedbypersml
are independent of the affected activity. The individual who
zegisteredtheconce.m:lsmtified of the investigation results.

This system is available to employees of PROGRAM-participants and
persans outside the PROGRAM. 2An employee of a PROGRAM-
participant should use this system only when adeguate resolution
ofaconcernthati:mlvespotexﬂali:ﬁdequatequalitymmwtbe
cbtained through normal reporting channels

Stop Work Authority

Stop work authority at OCRM, Project Offices, and the offices of
oﬂmermparticipantsisvestedinlmemanagarentwhenever
imminent danger to personnel is imvolved or contimued work will
produce results that are not in accordance with PROGRAM

requirements or would be considered unacceptable.

In addition, the Director, OQA and quality assurance management
at Project Offices and other PROGRAM-participants offices have

.authority to identify quality problems; initiate, recommend, or

provide solutions to problems; and prevent or control further
processing, delivery, or use of nonconforming or unsatisfactory
work until proper disposition is cbtained.

OCRM persomnel who identify quality problems while performing
quality verification activities at the Project Offices inform the
Project Office quality assurance management who initiates actions
to prevent further work through the Project Manager.

1.1.15 2Applicable Quality Assurance Administrative Procedures

The plamned OCRM quality assurance administrative procedures
that are applicable to OCRM's management control activities are:

QAAP-2.8 Handling of Allegations
QARP-16.2 Stop Work

(28)
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QARP-16.3 Resolution of Differing Technical Opinions
QAAP-16.4 Resolution of Issues Imvolving Qualify
1.2 OTHER PROGRAM PARTICIFANTS
The description of the organizational structure of the other PROGRAM
participants and the control of disputes, allegations, stop work, and

interfaces is contained in the respective quality assurance progrem
descriptions and quality assurance administrative procedures.

(29)
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SECTTON 2
QUALITY ASSURANCE PROGRAM

2.0 GENERAL

2.1

OCRM is developing a quality assurance program for its portion of the
PROGRAM. The OCRM quality assurance program will camply with the
requirements specified in the QAR vwhich are applicable to headquarter's
activities. Quality level 1, 2, and 3 items and activities will be
cantrolled to the extent required by the OCR¥ quality assurance
program. The OCRM quality assurance program cansists of this QAFD, the
QAR, and OCRM implementing line and quality assurance administrative

The cipants' quality assurance programs
cm'sistofthedescriptimsofthequalityassuranceprogransarﬂthe
:Inplementinglmearﬂqualityassm'anceadministm ve procedures (QA
PROGRAMS) .

Waste form producers [for example, West Valley Demonstration Project
(WDP) and Defense Waste Processing Facility (DWPF)] process waste for
permanent disposal in the geologic repository. The processing and
preparation of wastes for disposal are performed under the controls of
quality assurance programs. Waste Form Producers' quality assurance
program are contained in OGR/B-14, QA Requirements for
Hich-Ievel Waste Form Production. .Quality assurance program
descriptions will be reviewed and approved by OCRRM.

qulityass&mnerequimtsspeciﬁedmthemc_e_m
2nd Transportation Systems Quality Assurance Plan for the

rtation

Transportation Casks Systems Development Program are applicable to cask
systems deve_qunerrt. '

This Section describes provisions established by OCR®f to implement a

quality assurance program to control activities affecting quality.

Quality assurance programs that will be implemented by other PROGRAM
participants are also addressed.

OCRM QUALITY ASSURANCE PROGRAM

2.1.1 Quality Assurance Requirements

The quality assurance requirements for the PROGRAM are identified

in DOE/RA-YYYY, Quality Assurance Requirements for the Civilian

Radicactive Waste Management Program (QAR). The QAR is approved
by the Director, OCRM on the recammendation of the Director, OQA

and will be issued as a controlled document.

(30)
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2.1.2

2.1.3

2.1.4

2.1.5

Quality Assurance Program Descriptions

The QAPD describes the provisions established by OCRM to
implement the applicable requirements of the QAR, the OCRM

tional responsibilities for achieving and verifying
quality, and the interfaces between OCR¥, the Project Offices,
and other PROGRAM participants. Organizational charts are
provided amd the provisions that are implemented to meet each
Section of the applicable requirements of the QAR are described.
The QAFD is approved by the Director, OCR and will be issued as
a controlled document.

Quality Assurance Administrative Procedures (QAAPs)

OCRM QAAPs will be consistent with the QAR and QAPD and will
delineate the specific administrative and quality assurance
controls or methods used to meet the requirements established in
the upper level quality assurance program documents. These
will be contained in a QAAP Mamal ard issued and
controlled by OQA. Preparation of QAAPs has been assigned to the
OCRM discipline or group with lead responsibility for the
activity or area. Each affected discipline or group reviews the
QAAPs to assure appropriate reguirements and interfaces are
defined. QAAPs will be approved by the Director, OQA and
implementing line management. A list of planned OCRWM QAAPs for
the control of intermal activities is presented in Figure 2-1.

Implementing Line Procedures

Inplementing line procedures (IIPs) provide instructions for
OCRM personnel performing activities affecting quality.
Implementing line procedures include technical, management, and
operating procedures necessary forperfommgworkatmwhidi
includes 1np1ement:lng the requirements of the QAR. Implementing
line procedures will be prepared, reviewed, and approved by the
OCRM Branch performing the activities. 'Ihe Office of Quality
Assurance will support ard assist in the development of

implementing line procedures, as appropriate.
Delegated Work

Responsibility for the overall PROGRAM is retained by OCR®¥. The
tasks of establishing and implementing selected portions of the
PROGRAM quality assurance program has been delegated to Project
Offices ard other PROGRAM participants as indicated in Figure 2-
2. 'The Project Offices and other PROGRAM participants have
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2.1.6

further delegated work associated with the PROGRAM. This

delegation is described in the PROGRAM-participant quality
assurance.pmogram.documents

Quality Assurance Program Contyols

Quality assurance controls are applied to items and activities
affecting quality that are performed by OCR2, OCRI4-managed
FROGRAM participants, Project Offices, and Project Office-managed
PROGRAM participants.

The PROGRAM quality assurance program will be implemented by
management, quality assurance staff, and line organization
persomnel at each PROGRAM-participant omganizatianal level.

The quality assurance staff will evaluate the adequacy of
programmatic systems and technical products through verification

qpality assurance staff will use the expertise of line
organization and management personnel, other than those directly
responsible for the work, in making these evaluations. The
Director, OQA will assist in developing and irplementing the
quality assurance program, provide overview to verify
achievement of quality, and evaluate and report on quality
assurance program campliance and implementation effectiveness.

Line organization personnel are responsible for achieving, as a
nminimm, the specified level of quality. Performance abjectives
will be established to ensure that quality is achieved.

Intermediate- and upper-level managers will review quality
assurance program status and line performance to determine

acceptability of product quality, programmatic campliance, and

inmplementation effectiveness and to resolve quality praoblens.

Line managers supervising the work will ensure that specified

quality is achieved by using appropriate means of verification
such as review, inspection, or cbservatien.

(a) Intermal Controls

Quality assurance cantrols over items and activities

affecting quality will be executed by OQA and
line organizations. The extent of these controls will be

established jointly by the line organization and OQA and
detailed in QAAPs.

(32)
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®)

(c)

Verification of the Achievement of Quality for Internal
Activities

Verification of the achievement of quality will normally
be performed by line organization personnel who are
indeperdent of the item or activity being verified.

Verification persomnel shall have sufficient authority,
access to work areas, and organizational freedam to (1)
identify quality problems; (2) initiate, recammend, or
provide solutions to quality problems through designated
chamnels; (3) verify implementation of solutions; and (4)
assure that further processing, delivery, installation,
or use is controlled until proper disposition of a
nonconformance, deficiency, or unsatisfactory condition
has ocaurred. When verification personnel are part of
the line organization the quality assurance organization
chall overview and monitor the verification activities by
conducting independent QA assessments, audits, and
surveillances. :

Direction, Overview, arnd Verification of Project Offices
and Other PROGRAM Participants

Direction and overview of the quality assurance
activities of other PROGRAM participants will be achieved
by establishing PROGRAM quality assurance requirements;
prcxmlgat:l.ng these reguirements through controlled

and procurement documents; and performing
qaality verification through quality assurance reviews,
assessments, awdits, and surveillances.

2.1.7 Readiness Reviews

OCRM will perform selected readiness reviews and participate in
selected readiness reviews performed by other PROGRAM
participants, Each Associate Director and Project Manager will

phases
verify the accamplistment of the following activities:

(a)
(b)

Work activity prerequisites have been satisfied
Implementing line and quality assurance administrative

procedures related to the next phase of work have been
developed and reviewed for adequacy and appropriateness
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2.1.8

2.1.9

(c) Personnel have been suitably trained and qualified
Quality levels and Graded Quality Assurance

- OCRM has adopted a quality assurance approach in vhich items and

activities will be classified into one of three quality-level
classifiaticrs The extent of quality assurance

and procedural controls that are applied within the selected
quality level will be graded deperding on the item's or
activity's relative iuportance to safety, waste isolation, or
PROGRAM abjectives. Gradjmwillheaccmplishedbyselective
application of quality assurance requirements and procedural
controls to the item or activity to be performed. The extent or
level of quality assurance requirements and procedural controls
to be applied to items or activities will be based on
fundamental considerations such as the consequence of failure of
items, degree of importance of data, camplexity of design and
fabrication, degree to which fuimctional control can be
demonstrated by inspection or test, quality history and econaomic
considerations. Each PROGRAM participant establishes procedures
to describe the methodology for selecting the appropriate level
or extent of quality assurance requirements and
controls to be applied to an item or activity within the scope
of the PROGRAM.

OCR¥ and each Project Office develops and maintains a list of
Quality Ievel 1 and 2 items and activities. The list and any
subsequent revisions thereto are based on risk assessments,
failure analyses, and cother technical considerations. The
methodology used to establish a Quality List (Q-List) for items
and a Quality Activities List (QAL) for activities for the
geologic repository program will be consistent with the gquidance

of NURBEG~-1318, cal itd tems ctivities
High-TIevel Waste Geoloadic Repository Program Subject to Quality

Assurance Requirements, April 1988.
Persarnel Selection, Indoctrination, Training, and Qualification

Personnel assigned to perform activities that affect the quality
of an item or activity will receive appropriate indoctrination
and training prior to performing work. Procedures will address
the performance of indoctrination, training, and qualification
activities. A Training Officer who reports to the Associate
Director, OPARM has been designated with the responsibility and
authority to implement the staff indoctrination, qualification,
and training program that is subject to the approval of the

" Associate Director, OPARM.
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(a) Job Evaluation

OCR¥M management will analyze each job position to
determine the quality-affecting task responsibilities of
the position. The results will be documented in position
descriptions that include education and experience
pu:erequisits for each position involved in the
performance or verification of activities affecting

" quality.
(b) Personnel Selection

Persomnel assigned to perform activities affecting
qua.lity will be required to have education, experience,

camensurate with the functions associated
Wiﬂ‘l the work. Initial qualification will be assured
through DOE-mandated policies which provide for the
inclusion of qualification requirements (selective
placement and quality ranking requirements factors in
vacancy announcements) in the position descriptions. A
docamented evaluation will be made of the candidate's
qualifications against the requirements. Relevant
education and experience will be verified.

(c) Determination of Indocu'inatim ard Training

Associate Directors; the Director, OQA; Division
Directors; and Branch Chiefs will review job functions or
tasks involved in performing activities affecting quality
for persamel under their supervision and determine,
jointly with the Training Officer, any additional
indoctrination and training reguired.

Personnel assigned responsibility for performing
activities affecting quality will be provided
indoctrination and training as to the purpose, scope, and
implementation of the QA PROGRAM.

(d) Training and Qualification
Classroom training will be performed in accordance with
training fying
activities affecting quality such as lead auditors,

auditors, and peer reviewe::s will be qualified in the
principles, techniques, and requirements of the activity

being performed. SPecific qualification requirements
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will be contained in procedures for those functions and
qualification records will be maintained.

(e) Proficiency Evaluation

Supervisors will evaluate at least anmually the
proficiency of persannel in the performance of their
-. assigned duties. These evaluations will be documented
and discussed with the person who was evaluated.
Additional training will be provided if it is necessary
to improve or maintain proficiency.

2.1.10 Surveillance

In addition to audits described in Sectian 18 of this document,
formal programmatic and technical surveillances will be
performed to provide timely management information on PROGRAM
activities affecting quality. Surveillance will be performed by
knowledgeable persornel on work for which they had no direct
responsibility for performing. Surveillance will be performed to
written procedures or plans and the results documented.
Deficiencies identified during the surveillance will be reported
to the organization responsible for the affected item or
activity for resolution. These deficiencies will be tracked to
verify corrective action implementation.

2.1.11 Management Assessments

Associate Directors, Division Directors, and other line managers
will periodically assess the effectiverms of those portions of
the quality assurance program for which they are responsible.
These management assessments will provide a basis for improving
quality assurance controls and procedures, clarifying

ibilities and authorities, and indicating that adverse
quality trends and significant conditions adverse to quality are
prevented or have been corrected.

Independent management assessments of the quality assurance
program will be conducted at least anmually by the Associate
Directors or their designees who are indeperdent of OQA. The
iniepenientmanageuerrtassssnentwiubecmﬂuctedby,orattbe
direction of, the Director, OCRM.

nxepnposeofﬁmehﬂepexﬂentmgementassssmentisto
evaluate the scope, status, adequacy, programmatic campliance,
and implementation effectiveness of the quality assurance

program. The results of the independent management assessment
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will be documented and corrective actions for those assessment
resultsthati:ﬁimtecorﬂitiorsadversetoqualitywﬂlbe
identified and tracked.

Independent management assessments will be conducted in
accordance with written procedures.

2.1.12 Management Information Reporting and Tracking

Camumnication and information systems will be established to
ensure timely reporting, dissemination, and tracking of quality
assurance management information, such as the status of
implementation of quality assurance programs, status of
resolution of significant conditions adverse to quality, ard the
status of quality assurance overview results.

2.1.13 Applicable Quality Assurance Administrative Procedures

The plarmed quality assurance administrative procedures that are
applicable to OCRM's quality assurance program control

activities are:

QARP-2,.1
QARP-2,2
QAAP-2.3
QAAP-2 .4
QAAP-2.5
QAAP-2.6
QARP-2.7
QARP-18.1
QARP-18.3

Indoctrination armd Training
Personnel Qualification
Quality Ievel Classification

Management Assessment
Certification of Andit Persormel
Surveillance quram

2.2 OTHER PROGRAM PARTICIFANTS

Other PROGRAM

will develop a QA PROGRAM meeting the QAR

covering the work delegated to them. The quality assurance program
descriptions will be reviewed and approved by the next higher PROGRAM-

tional level. PROGRAM-participant QA organizations

participant organiza
will review lower-tier quality assurance program descriptions and
recamend approval or disapproval to line management.
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EIGURE 2-=)

LIST OF FIANNED
OCRM QUALTTY ASSURANCE ADMINISTRATIVE PROCEDURES

QARP No. Title
2.1 Indoctrination and
2.2 Persomel Qualification
2.3 Quality Ievel Classification
2.4 Quality Assurance
2.5 Quality Assurance Document Review
2.6 Readiness Review
2.7 Management Assessment
2.8 Handling of Allegations
3.1 Technical Document Review
3.2 Design Review
3.3 Peer Review
3.4 Configuration Management
3.5 Preparation of Technical Documents
4.1 Procurement Document Review
5.1 Preparation of Quality Assurance Administrative Hmdlm
6.1 Controlled Documents

7.1 Control of Purchased Items and Services
16.1 Corrective Action

16.2 Stop Wark

16.3 Resolution of Differing Technical Opinions
16.4 Resolution of Issues Involving Quality

16. Improvement of Quality

5

1 Records Management
2 Correspondence Control

1l Certification of Axdit Personnel
2

3

Axdit Program
Surveillance Program
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MATRIX DESCRIEING THE

DELEGATION OF QUALITY ASSURANCE WORK

BY CRITERIA

DELEGATION OF QUALITY ASSURANCE WORK

Criteria
No.

Topic

oL

Project Office
Participants

GRELREBw ouovawnr

16
17
18

tim..‘...'..............O‘....

Quality Assurance Programeccsssccccccss
Design Control (& Peer RevieW)eeceeccss
Procurement Document Controlececccssces
Instructions, Procedures, and Drawings.
m‘ltm......."....'........'
Control of Purchased Items & Services..
Identification and Control of Materials,

Parts, Camponents, and SampleS..eseee
MJ. of m...............l...

Irwim....‘..........'.............
Mtwml...........................
Cantro)l of Measuring and Test Equipment
Handling, Storage, Transport, & Shipping
ion, Test, amd Operating Status
Control of Nonconforming ItemSeeeeeeess
mive mim...-.‘................
iniwmmms..............

mm...'......".....................

UMYX ODOODODODOD MMM MMMNNM

i

MDD DIDODEDEDI DD MDD DD D ¢

X = Means "Applicable camensurate with the Scope of Work"

D - Indicates that OCR¥ delegates the work of establishing
implementing these criteria to Project Offices arnd other PROGRAM
participants, however OCR retains responsibility for assuring
that these activities are established and tely
implemented, and carries out this responsibility ﬂangh review
ard approval of Project Office and other PROGRAM participants!
procedures ard through audits and surveillances of the activity.

ard
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SECTIN 3
DESIGN OONTROL
3.0 GENERAL

The design activities at each PROGRAM-participant organizational level
will be acoamplished in accordance with written procedures. These

; will describe the process by which design activities from

- design through final design are planned, controlled, and
implemented; describe the control of design imputs, i.nte.rfaces, outputs,
reviews, changes, and deficiencies; and address the control of
scientific invstigatim and data processing activities.

This Section describes provisions ostablishedbyomitoinplement
design control activities. Design control activities that are
implemented by other PROGRAM participants are also addressed.

3.1 OCRWM CONTROL OF DESIGN ACTIVITIES

3.1.1 Systems Engineering

OCR will use a systems engineering approach to control amd
manage PROGRAM design activities. Systems engineering will be
used as a disciplined means of transforming PROGRAM mission
requirements into a description of system performance
requirements and preferred configuration. It ensures that all
elements of the system will be properly integrated and that the
system will operate effectively and protect the health and
safety of the public and its enviromment.

Systems engineering is a structured, formal method of managing
the design process to aid in ensuring that cost, schedule, and
technical performance cbjectives are met. It specifies:

(a) the eng:lneer:lng vhich defines the technical baseline
and the development ofthedesigntothat baseline. The
process is iterative, cycling between the definition of
requirements (design, development, siting), evaluations

the requirements, amd optimization, which leads to
further definition and refinement.

(b) the procedures for integrating the disciplines involved in
design development, interfacing between the various levels of
the PROGRAM, controlling revisions to the technical baseline,

and periodically reviewing the design development.
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3.1.2

3.1.3

(c) the documentation required to establish the technical
baselmeardptravideatraceablereco:dofﬁxedaignard

siting process.

Systems engineering will be implemented at the overall PROGRAM
mission level, and the system element level such as geologic
repository, transportation, or MRS. Responsibilities for
elanentsofﬂ:esystemamassignedtootherozgarﬁzatia's (for
example, Project offices and other Operations Offices) in various
governing doaments (for example, Office Charters, Memoranda of

, Contract Scopes of Work). The Systems Engineering
Management Plans (SEMPs) will be developed for the overall
PROGRAM mission, each system element, and each Project Office in
accordance with DOE/RW-0051, Systems Engineering Management Plan.
In this tiered approach to controlling the design process,
systems engineering documentation that is prepared at ane level
willbereviewedardapprwedatﬁxenexthigherlevelas
specified in the SBMP.

Oampliance with the SBMPs and other PROGRAM reguirements will be
assured through surveillance and audits of the design process.
The character of the audits and surveillances is dependent on the
phase of design. As designs mature and grow in complexity,
surveillances and auwdits will increase in scope, frequency, and
duration.

Scientific Investigations

The adequacy of the geologic repository design is heavily
dependent upon the results of the scientific investigations
conducted for the characterization of the geologic repository
site. Therefore, the performance of these scientific
investigations will be controlled.

scientific investigations will be conducted by OCR4- or Project
Office-managed PROGRAM participants. Provisions of the QAR for
controlling scientific investigations will be imposed upon the

PROGRAM participants.
Processing of Data

Data collection, qualification, analysis, identification, and
activities related to the design of the geologic
repository will be controlled. Data collection and processing
willbeccniuctedhym or Project Office-managed PROGRAM
- dlmg ’s‘“’ifi"fzg‘e S of indcterminate quality wil
process dataardqual data of e te quality 1
participants.

be imposed upon the PROGRAM
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3.1.4

3.1.5

Design Process

Design activities will be conducted primarily by OCR¥- or
Project Office-managed PROGRAM participants. Provisions of the
QAR for design will be imposed upon the PROGRAM participants. .
OCR is responsible for the preparation and control of

reqnirements docments for the system elements.

Requirements documents will be develcped for the overall PROGRAM
mission, each system element, and other organizations respansible
for portions of the system as identified in the next higher level
SEMP. The requirements documents will be reviewed and approved
at the level for vhich they were written ard the next higher
level. Regquirements for baselining and controlling requirements
documents are discussed in DOE/R#-0043, OCRM Proaram Management
System Marual.

Applicable design input, such as design bases, performance
requirements, regulatory requirements, codes, and standards will
be identified and controlled. ‘The design input for the
requirements documents prepared by OCRM will include processed
data received fram other PROGRAM participants. OCRM will not
conduct further processing of data. Design interfaces will be
controlled by managing design activities amd interfaces in
accordance with the SEMPs. OCR¥ interfaces with other PROGRAM
participants will be specified in PROGRAM-participants!’
procurement documents.

SBMPs will address the control of desion interfaces by defining
who is responsible for each element of the design, describing the
process for developing an integrated design, and establishing
for doaumenting, maintaining, and controlling a
technical baseline to be used. Technical and quality assurance
will address the control of design interfaces by

ishing
the Project Offices, ard other PROGRAM participants.

- Camputer Software

OCRM is not directly imvolved in performing design activities
that require the use of computer software. Design activities
necessitating use of camputer software will be conducted by
OCRM-managed and Project Office-managed PROGRAM participants.
Provisions in the QAR for controlling computer -software will be
reflected in PROGRAM-participants' technical and quality
assurance requirements.
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3.1.6

3.1.7

Readiness Reviews for Design Acxdvitigs

Readiness reviews will be conducted prior to the start of a
critical design activity, such as collection of site
characterization data, model development, or various design
phases. Readiness reviews are performed to confimm, as a
minimm, the following elements:

(a) Required systems engineering approach to design development
has been factored into design schedules and related plamning
documents.

(b) 2pplicable regulatory requirements, codes, standards, and
quality levels have been identified. Implementing line
s::gedures and procurenent documents reflect these required

gn inputs.

(c) Design responsibilities and interfaces are defined in
procedures ard procurement documents.

(d) Procedures discuss regquirements for in-process and second
level design reviews. Design schedules identify milestone
design reviews.

(e) Procedures exist for baselining design documents and
cantrolling subsequent changes.

Design Verification

The adequacy of technical documents will be verified prior to
approval ard issuance for use. Individuals assigned to review
technical documents may supplement reviews with alternate
calculations to verify the correctness of original calculations
or qualification tests to demonstrate the adequacy of the design
wder the most adverse design conditions or both. Technical
document reviews will be performed by one or more qualified
individuals not involved in the performance of the original
design. Reviews will be conducted in accordance with written

procedures.

For the geologic repository, it may be necessary to corduct the
design verification through the use of a peer review. Peer
review will be used when the methods that were used were beyond
the state of the art and the adequacy of information or the
suitability of procedures and methods cannot be otherwise
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3.1.8

3.1.9

established through tests, altermate calculations, or reference

to established standards. Peer reviews will be performed in

acco:darnewiththeguidanceprovidedinmm-nW, &:Bgni iew
c

Febmaxyzs, mssaspzwidedmtl;eagpliczblem
Second-Level Design Reviews

OCR will periodically verify design documents prepared by
OCRM- or Project Office-managed PROGRAM participants through the
use of second-level design reviews. These second~-level design
reviews may be conducted as technical document reviews, as
milestone reviews, or as peer reviews. Peer reviews will be
performed in accordance with the guidance provided in NURBG-1297,

Peer Review for the High-Tevel Waste Repositories Generic
Technical Position, February 29, 1988aspu:ovidedinthe

applicable QAAP.

Technical management will periodically select key design
documents for review to verify technical adequacy and gauge the
effectiveness of PROGRAM~participant design control measures.
Document reviews may be performed on PROGRAM-participant
docauments at any point in the design process.

Technical management will appoint a review team to verify the
technical adequacy of the overall design at key milestones in the
design process. Design schedules will indicate when milestone
reviews are to be performed and will identify whether the review
is to be performed by OCR¥M or the cognizant Project Office.
Reviews will be performed on a representative sample of campleted
docauments not previously subjected to second-level review. The
review will evaluate whether the overall design including
interfaces is proceeding in accordance with governing SBMPs.

" Reports of milestone reviews will be sent to appropriate levels

of management within OCR®{, the Project Offices, and other
cognizant PROGRAM participants.

Design Change Control

Charqestoom{—origi:nteddsigndoamentswﬂlbejustiﬁed

using the same methods applied to the preparation
oftheoriginaldoamem: Changes will be reviewed and approved
by the organizations who reviewed ard approved the original
design document.

The impact of design changes on procedures and training will be
evaluated. The changes will be cammmicated to all affected
groups or individuals.
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3.1.10 Design Error and Design Deficiency Control

Errors and deficiencies in approved design documents generated by
OCRM and design information used by OCR¥ will be controlled
and resolved in accordance with Section 16. The impact of such
design doament deficiencies on work previously performed using
the affected document will be evaluated and corrective measures,

if necessary, are applied.

Design deficiencies identified during second-level reviews will
be reported separately from editorial or administrative
caments. Design deficiency reports will be sent to cognizant
PROGRAM-participant management for information or action in
accordance with the design deficiency system of the PROGRAM
participants. Design deficiencies will be tracked by PROGRAM
participantsm'rtildispositimhasbeenassigned ‘approved, and
implemented. Deficiencies that represent significant conditions
adverse to quality will be documented and controlled in
accordance with Section 16.

3.1.11 2Applicable Quality Assurance Administrative Procedures

The planned OCRM quality assurance administrative
that will be applicable to OCR®'s design control activities

are:
QAAP-3.1 Technical Document Review
QAAP-3,2 Design Review
QAAP-3.3 Peer Review
QAAP-3.4 Configquration Management
QAAP-3,.5 Preparation of Technical Documents
QAAP-16.1 Corrective Action
QAAP-16.3 Resolution of Differing Technical Opinions

3.2 OTIHER PROGRAM PARTICIFPANTS

Project Offices and other PROGRAM participants will implement design
control measures as prescribed in their QA PROGRAMs. The provisions
established will be in campliance with the QAR. OCRM and the Project
Offices will monitor the design control measures of the PROGRAM
participants through the use of assessments, audits, ard surveillances.
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SECTION 4

4.0 GENERAL

4.1

The procurement of items and services at each PROGRAM-participant
organizational level will be accomplished in accordance with written
procedures. These procedures will describe the process by which
procurement plamning is accamplished as well as the process by which

docurents and revisions are prepared, reviewed, approved,
and controlled. 'me:hmlvatentofﬁ:equalityassura:nestaffinthe
procurement document process will also be described.

This Section describes provisions established by OCR¥ to implement
procurenent document control activities. Procaurement document control
activities that are implemented by other PROGRAM participants are also
addressed. '

OCR PROCUREMENT DOCUMENT CONTROL

4.1.1 Procurement Document Preparation, Revision, Review, and Approval

OCRM will establish and implement procedures for the control of
procurement documents. The procedures will define the methods
ard responsibilities for procurement planning and for

. preparation, review, and approval of procurement documents and
changes thereto. Procurement plamning includes identifying the
need for a specific item or service, determining the specific
work to be accamplished, identifying appropriate technical and
quality requirements, and identifying sources for the work.

Procurement documents issued for items amd services that affect
quality will contain, as a minimm, the following provisions:

(a) Work Scope

(b) Technical requirements

(c) &sziier qQuality assnme'pmgram requirements
(d) Access rights

(e) Doamentation requirements

(£) Nonconformance processing requirements
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(g) Spare and replacement parts requirements

(h) Acceptance criteria

Procurement documents are prepared, issued, and controlled for
oaz»MbytheProan'emntardAssistameHanagementDimtmte.

the
Directors ard the Office of Quality Assurance staff. Reviews
will verify that the procurement documents:

(a) Havebeenpmpaiedinaccordame with applicable procedural
(b) Reflect adequate and appropriate quality assurance
requirements

(c) Include applicable regulatory, design basis, and related
technical information, and that these zequirements are
correctly stated.

4.1.2 2pplicable Quality Assurance Administrative Procedures

The plammed OCRM quality assurance administrative procedure
applicable to OCR's procurement document control activities is:

QAAP-4.1 Pmctment Document Review
4.2 omm—rmsmwmm

Normally OCRM-managed contractors will be required to develop and
implement quality assurance programs that meet specified sections of the
QAR. However, when the scope of work or schedule requirements do not
Justify the cost of development or maintenance of a quality assurance
program by contractors, the contractors will work under OCR®M's quality
assurance program. The technical and quality assurance requirements
applied to contractors specify applicable OCR® quality assurance
administrative procedures that will be used by the contractors.

4.3 OTHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement
procurement document control activities as prescribed in their QA
PROGRAMs. The provisions established will be in campliance with the
QAR. OCR¥ and the Project Offices will monitor the procurement
document control measures of the PROGRAM participants through the use of
assessments, auwdits, and surveillances.
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5.0

5.1

SECTION S
INSTRUCTTONS, PROCEIURES, AND DRAWINGS
GENERAYL

PROGRAM activities affecting quality will be prescribed by, and
controlled in-accordance wi instructions, procedures, and drawings.
Procedures, instructions, arddrawingswillincludecrzefereme
appropriate quantitative or qualitative acceptance criteria for
that prescribed activities have been satisfactorily
accamplished. Plamning, preparation, and issuance of instructions,
, &nd drawings will be accomplished prior to the start of

proce@ures
activities affecting quality.
This Section describes the provisions established by OCR2{ to control

. the performance of activities affecting quality. Instruction,

procedure, and drawing activities that are implemented by other PROGRAM
participants are also addressed.

OCRM INSTRUCTIONS, PROCEDURES, AND DRAWINGS
5.1.1 Control

Associate Directors in conjunction with the Director, OQa will
develcop a list of instructions and procedures required to
prescribe the methods to be used by OCRM management and staff in
performing activities affecting quality. Development of
instructions and procedures will be accamplished prior to the
start of activities affecting quality.

Procedures are being developed and implemented to ensure that the
methods to be used for performance of activities affecting
quality are also prescribed in documented instructions and
procedures. Requirements are also being established to require
that activities affecting quality are performed in accordance
with these doaments.

OCR! does not prepare or control design drawings.

5.1.2 2pplicable Quality Assurance Administrative Procedures
The planned OCRM quality assurance administrative procedure
applicab?;: to OCR¥M's instructions, pmcedures and drawings
control is:

QAAP-5.1 Preparation of Quality Assurance Administrative
Procedures
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5.2 OIHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement
instructions, procedures, and drawings as prescribed in their QA
PROGRAMs. 'The provisions established will be in campliance with the
QAR. OCRM ard the Project Offices will monitor the instructions,

procedures, and drawings of the PROGRAM participants through the use of
assessments, audits, and surveillances.
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SECTION 6

DOCIMENT CONTROL

6.0 GENERAL

6.1

Each PROGRAM participant will develop and implement procedures that
assure that PROGRAM documents affecting quality are prepared, reviseq,

" reviewed, approved, and issued in a prescribed and controlled manner.

This Section describes the provisions established by OCRM to control
the preparation, revision, review, approval, and issuance of documents
affecting quality. Document com:rol activities that are implemented by
other PROGRAM participants are also addressed.

OCRY DOCIMENT OONTROL
6.1.1 Document Preparation, Revision, Review, and Approval

DPocuments that specify quality requirements or prescribe
activities affecting quality will be prepared; revised; reviewed
for adequacy, campleteness, and correctness; approved; and
released for issuance and distribution in accordance with
written procedures., Procedures for the preparation and revision
of plans, mamals, procedures, instructions, reports, and other
docauments will address, as a minimm, the following requirements:

(2) Identification of the individuals or organizations
responsible for the preparation, revision, review, approval,
and release of the document

(b) Review of docments affecting quality by individuals or
organizational elements with responsibility for
implementation

(c) Review of documents affecting quality by individuals other
than the preparer of the document.

(d) Access by reviewing organizations to pertinent background
data or information to assure a camplete review

(e) Resolution of review caments for which resolutions are
considered mandatory by the reviewing organization prior to
approval and issuance of the document. Review caments and
resolutions are to be documented and maintained in accordance

with epproved procedures
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6.1.2

6.1.3

Issuance ard Distribution

Docaument issuance and distribution will be controlled to assure
that correct, applicable, and cnrent documents are available to

the persomnel performing prescribed activities prior to
camencing work and at the location where work is performed.

Doamentcctmlptocedxmwﬂlhnludemefollmirg
provisions:

(2) Identification and marking of documents including doauments
released prior to campletion of the approval process

(b) Maintenance of document distribution lists

(c) Marking or removal of cbsolete or superseded documents

() Maintenance of an index giving revision status for documents
Controlled Documents

(a) Provisions for controlled documents will include:

(1) Identification and marking of docments including
documents released prior to campletion of the approval |

process

(2) Use of receipt acknowledgement document transmittal
forms

(3) Maintenance of cantrolled~-document distribution lists

(4) Marking, removal, or destruction of cbsolete or
superseded controlled documents

(5) Maintenance of an index giving revision status for
controlled doaments (controlled document list)

(b) Controlled document recipients will be responsible for
acknowledging doament receipt, assuring that the latest
authorized docaments are in use, and marking, destroying, or
returning cbsolete or superseded documents.

(c) Controlled documents that are considered PROGRAM baseline
documents will be handled in a manner consistent with the
in DOE/RW-0068,

requirements Proorem Baseline Procedures
Notebook (OGR/B-1) and DOE/RW-0083, Program Change Control
Procedure. These controlled documents will be listed in the
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6.2

"OGR Baseline Register.® The "OGR Baseline Register® will be
issued as changes or revisions occur to assist recipients in
maintaining up~to~date files. Document recipients will be
respansible for assuring that only the latest baseline
documents are used and that obsolete or superseded documents
are so identified, destroyed, or returned.

€.1.4 ZApplicable Quality Assurance Administrative Procedures

The planned OCRM quality assurance administrative
applicable to OCRM's document control activities is:

QAAP-6.1 Controlled Documents
OTHER FROGRAM PARTICIPANTS
Project Offices and other PROGRAM participants will implement document
cantrol activities as* in their QA PROGRAMs. The provisions
established will be in campliance with the QAR. OCRM and the Project

Offices will monitor the document control measures of the PROGRAM
participants through the use of assessments, audits, and surveillances.
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SECTION 7

OONTROL OF FURCHASED ITEMS AND SERVICES

7.0 GENERAL

Eadxmparticipantwindeveloparﬂinplaneﬁtpmce&mﬂnt
assure that parchased items and services are controlled to assure

conformance with specified requirements.
This Section describes the provisions established by OCR{ to control

items and services. Purchased items and services control

purchased
activities that are implemented by other PROGRAM participants are also
addressed.

7.1 OCRWM CONTROL OF PURCHASED ITEMS AND SERVICES

7.1.1

Control

Activities to control purchased items and services will be
established and will be implemented by procedures. These
will describe the methods used to evaluate Project

. procedures
Offices' and PROGRAM-participants' performances in meeting

PROGR2M objectives.

OCRM delegates procurement of items to Project Offices and other

PROGRAM participants, 'Ihesystemforcorrtmlofp.:rd:aseditens
and services includes:

(a) Procurement planning

Procurement planning is accamplished and documented as early
as practicable to provide appropriate interface
campatibility and to assure a systematic approach to the
procurement process.

(b) Supplier selection
Source Selection Officials are respansible to solicit bid

‘offersou:pmposa]saswellastoevaluateardselect -
sources. The appropriate Associate Director and Director,

OQA participate in the supplier selection process.

(c) Supplier performance evaluation
Methods and criteria for evaluating supplier performance are
mrtually established by the cognizant Associate Director and
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the Director, OQA. Interfaces with the supplier are
established as necessary to ensure that the performance
measurement methods are appropriate, adequate, and understood
by each involved organization. The methods used include
establisiment and evaluation of performance cbjectives,
review of supplier's records and nonconformance controls, and
performance of management assessments, audits, surveillances,

(d) Supplier-generated document cmt:ml

(e

(£)

¥hen required by procurement documents, suppliers' QA
PROGRAMs will be reviewed and accepted prior to initiation of
activities affected by the quality assurance program.

Requirements for submittal of documents generated by
suppliers to OCRM or other PROGRAM participants for use,
review, approval or concrrence are specified in applicable

technical and quality assurance requirements.
Change control

Changes to purchased items or services are evaluated in the
same marnmer and with the same criteria as the original

procurenment documents.
Acceptance of items and services

Acceptance of purchased items or services include one or
more of the following techniques:

(1) Technical evaluation of the purchased item, data, or
Yeport produced

(2) surveillance or audit of the supplier or both

(3) Review of cbjective evidence of conformance with
procurement requirements

(4) Periodic evaluations of each supplier's certifications of
conformance by audits, independent tests, peer review, or

te verification methods to assure that the

cextifications are valid and that the proper results are
documented

(5) Source or receiving inspections or both

(6) Fost-installation testing
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7.1.2 2pplicable Quality Assurance Administrative Procedures

The planned OCR quality assurance administrative procedures
applicable to OCRM's purchased items and services control

activities are :
QAAP-2.5 Quality Assurance Document Review
QAAP-7.1 Control of Purchased Items and Services

7.2 OIHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement purchased
items and services control activities as prescribed in their A
PROGRAMs. The provisions established will be in campliance with the
QAR. OCRM and the Project Offices will monitor the purchased items and
services control measures of the PROGRAM participants through the use of
assessments, audits, and surveillances. -
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SECTION 8
JDENTIFICATION AND OONTROL OF MATERIALS,
FARTS, QOMFONENTS, AND SAMPIES
8.0 GENERAL

8.1

8.2

Identification and control of materials, parts, camponents, and samples
at each PROGRAM~participant organizational level will be accomplished
in accordance with written procedures. These procedures will describe
the methods for assuring that only correct and accepted materials,
parts, camponents, and samples are used. Identifications will be
maintained on, or in doaments traceable to, the materials, parts,

campconents, and samples.
OCRM IDENTIFICATION AND CONTROL

The work associated with identification and control of materials, parts,
camponents, and samples will be delegated by OCR to Project Offices
and other PROGRAM participants.

OCRYM will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this
overview will include audits, surveillances ard reviews by the

OQA. ‘

Project Offices and other PROGRAM participants implement material,
parts, camponents, and samples will control activities as prescribed in
their QA PROGRAMs. The provisions established will be in campliance
with the QAR. OCR¥ and the Project Offices will monitor the materials,
parts, camponents, and samples control measures of the PROGRAM
participants throuch the use of assessments, audits, and surveillances.
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9.0

°.1

9.2

SECTION 9
CGINTROL OF PROCESSES
GENERAL

The control of processes at each PROGRAM-participant organizational
level will be accamplished in accordance with written procedures.
These procedures will describe the methods for assuring that

ard special processes are identified and controlled by qualified
procedures and equipment in accordance with specified requirements.

OCR OCONTROL OF PROCESSES

Bxemrkassociatedwiﬂacontrolofprocass&wﬂlbedelegatedby
OCR1 to Project Offices and other PROGRAM participants.

OCRM will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this
overview will kcltﬂegtﬁits,mweillmmﬂmviwsbyﬂ:em

OQA.
OTHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement process
control activities as prescribed in their QA PROGRAMs. The provisions
established will be in campliance with the QAR. OCR®M and the Project
Offices will monitor process control measures of the PROGRAM
participants through the use of assessments, audits, and surveillances.
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SECTION 10

10.0 GENERAL

Inspection activities at each PROGRAM~participant organizational level
will be accamplished in accordance with written These
pmcedumswilldscdbeﬂzemthodsby\&ddmhspectiomthatare
required to verify conformance of items and activities to specified

requirements are plarmed, executed, and documented.
10.1 OCR® INSFECTION

The work associated with inspections will be delegated by OCR2! to
Project Offices and other PROGRAM participants.

OCR will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this
overview will include audits, surveillances and reviews by the OCRM

OQA.
10.2 OTHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement inspection
cantrol activities as prescribed in their QA PROGRAMs. The provisions
established will be in campliance with the QAR. OCR¥! and the Project
Offices will monitor inspection control measures of the PROGRAM
participants through the use of assessments, audits, amd surveillances.
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SECTION 11
TEST CONTROL
11.0 GENERAL

Control of test activities at each PROGRAM-participant organizational
level will be accamplished in accordance with written
dheseprocedlmwﬂldscdbethemetmdsforassurhgttattststhat
are required to verify conformance of an item to specified

to demonstrate that items will perform satisfactorily :lnsexvice,andto
collect data, such as siting or design input, are properly plamed,
executed, documented, and evaluated.

11.1 OCR® TEST CONTROL

The work associated with test control will be delegated by OCR! to
Project Offices and other PROGRAM participants.

OCRM will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this
overview will include awdits, surveillances and reviews by the OCRM

OQA.
11.2 OTHER FROGRAM PARTICIFANTS

Project Offices and other PROGRAM participants will implement test
control activities as prescribed in their QA PROGRAMs. The provisions
established will be in canpliance with the QAR. OCRMM and the Project
Officaswillmnitortestcmtzolmeamofﬂmmmicipants
through the use of assessments, audits, and surveillances.
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SECTION 12
QONTROL OF MEASURING AND TEST BQUIFMENT
12.0 GENERAL

Measuring and test equipment control activities at each PROGRAM-
participant organizational level will be accamplished in accordance
with written procedures. These procedures will describe the methods by
vhich tools, gages, instruments, and cother measuring and test

used for activities affecting quality are controlled, calibrated, and
agggsted at specified periods to maintain accuracy within necessary
limits,

2

12.1 OCR¥M CONTROL OF MEASURING AND TEST BQUIFMENT

The work associated with control of measuring and test equipment will be
delegated by OCRM to Project Offices arnd other PROGRAM participants.

OCRY! will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this

overview will include audits, surveillances and reviews by the OCRM

OQA.

12.2 OTHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement measuring
and test equipment control activities as prescribed in their QA
PROGRAMs. The provisions established will be in campliance with the
QAR. OCR¥ and the Project Offices will monitor measuring and test -

equipment control measures of the PROGRAM participants through the use
of assessments, audits, and surveillances.
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SECTION 13
EANDLING, STORAGE, AND SHIPPING
13.0 GENERAL

The handling, storage, and shipping of items at each

organizational level will be accamplished in accordance with written
procedures. ‘These procedures will describe the methods for assuring
control of activities associated with handling, storage, cleaning,
packaging, shipping, and preservation of items to prevent damage or loss
and to minimize deterioration.

13.1 OCR{ HANDLING, STORAGE, AND SHIPPING

The work associated with handling, storage, and shipping will be
delegated by OCRM to Project Offices and other PROGRAM participants. -

OCRA! will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this
overview will include andits, surveillances and reviews by the OCRM
OQA. '

13.2 OTHER FROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement handling,
storage, and shipping control activities as prescribed in their QA
PROGRAMs. The provisions established will be in campliance with the
QAR. OCRM and the Project Offices will monitor handling, storage, and
shipping control measures of the PROGRAM participants through the use of
assessments, audits, and surveillances.
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SECTION 14
INSPECTION, TEST, AND OPERATING STATUS
14.0 GENERAL

Inspection, test and operating status activities at each PROGRAM-
participant organizational level will be accamplished in accordance
with written procedures. These will describe the methods
used to identify the status of inspection and test activities to assure
that required inspections and tests are performed and to assure that
items that have not passed the required inspections and tests are not
inadvertently installed, used, or operated.

14.1 OCR INSPECTION, TEST, AND OPERATING STATUS

The work associated with , test, and operating status will be
delegated by OCR¥ to Project Offices and other PROGRAM participants.

OCRM will overview the work of the Project Offices and other PROGRAM
participants to verify their implementation and effectiveness. this
overview will include audits, surveillances and reviews by the OCRM
OQA.

14.2 OTHER PROGRAM PARTICIPANIS

Project Offices and other PROGRAM participants will implement
inspection, test, and operating status control activities as prescribed
in their QA PROGRAMs. The provisions established will be in campliance
with the QAR. OCRI ard the Project Offices will monitor inspection,
test, and operating status control measures of the PROGRAM participants
through the use of assessments, audits, and surveillances.
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15.0

15.1

SECTION 15
QONTROL OF NONOONFORMING TTEMS
GENERAL

Identification and control of nonconforming items will be accomplished
in accordance with written procedures at each PROGRAM-participant
organizational level. These procedures will describe the methods used
to identify and control nonconforming items to prevent inadvertent
installation or use.

OCRW CONTROL OF NONCONFORMING ITEMS

The work associated with identification and control of nonconforming
items will be delegated by OCRM to other PROGREM participants because
OCR neither directly produces nor directly procures hardware items.

mmrwexviewthemrkofﬂxemject&ﬁcsardotherm
participants to verify their implementation and effectiveness. this
overview will include audits, surveillances and reviews by the OCRM

OQA.
OTHER PROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will iwplement
nonconformance cantrol activities as prescribed in their QA PROGRAMs.
The provisions established will be in campliance with the QAR. OCRM
and the Project Offices will monitor nonconformance control measures of
the PROGRAM participants through the use of assessments, audits, and
surveillances.
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SECTTON 16

16.0 GENERAL

Corditions adverse to quality will be identified and pramptly corrected
at each PROGRAM-participant organizatioml level in accordance with :
written procedures. These procedures will describe the process by which
significant conditions adverse to quality are identified and evaluated
» to determine cause, generic implications to the PROGRAM, corrective
action, ard action to preclwde recurrence. Provisions for
significant conditions adverse to quality to the cognizant Associate
Director and the Director, OQA will also be prescribed in procedures.

This Section describes the provisions that will be established by OCRM
to implement corrective action. Corrective action measures that will be
implemented by other PROGRAM-participant offices are also addressed.

16.1 OCRY OORRECTIVE ACTION
16.1.1 Control

Corrective action activities will be established and will be
implemented by procedures. These procedures will define the
methods and respansibilities for the analysis for trends; the
processing, control, and resolution of deficiencies; and the
hamdling of significant corditions adverse to quality.

16.1.2 Trerd Analysis

Information describing the degree of the achievement of quality,
such as audit reports, suxrveillance reports, and other deficiency
and deviation reports identified within, or by, OCR2! or OCRII~
managed PROGRAM participants will be analyzed by OQA to identify
adverse trends in quality. OQA will perform trend analysis in
accordance with written procedures. Adverse trends will be
evaluated to determine PROGRAM impact and corrective action.

16.1.3 Significant conditions Adverse to Quality

Conditions adverse to quality cited within OoCR® will be reported
to the cognizant Associate Directors and the Director, OQA by
using a Deficiency Report (DR). The Director, OQA will evaluate
deficiencies and will issue a Corrective Action Report (C2AR) for
-any condition adverse to quality that, were it to remain
uncorrected, could adversely affect safety or waste isolation.
Nonconformances, deficiencies, and conditions adverse to quality
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identified by OCRM personnel at other participants' facilities
will be brought to the attention of the participant and handled
using the participant's nonconformance or corrective action
system. Cognizant Division Directors, Branch Chiefs, and
Project Office managers will be responsible for determining the
root cause of the condition, the generic implications to the
FROGRAM, the corrective action, and the action to be taken to
preclude repetition. The determinations that are made and the
corrective actions that are taken will be documented ard

to the cognizant Associate Directors and the Director, OQA for
review and assessment. The Director, OQA will be responsible for
verification of the implementation and campletion of corrective
action by signatory concarrence on the corrective action report.

16.1.4 Applicable Quality Assurance Administrative Procedures

The plarmed OCR quality assurance administrative
applicable to OCRMM's corrective action control activities are:

QAAP-16.1 Corrective Action

QAAP-16.3 Resolution of Differing Technical Opiniens
QARP-16.4 Resolution of Issues Involving Quality
QARP-16.5 Improvement of Quality

16.2 OTHER FROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement corrective
action control activities as prescribed in their QA PROGRAMs. The

ions established will be in campliance with the QAR. OCRM and
the Project Offices will monitor corrective action control measures of
the PROGRAM participants through the use of assessments, audits, and
surveillances.
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SECTION 17
QUALTTY ASSURANCE RECQORDS
17.0 GENERAL

The quality assurance (QA) records program activities for the PROGRAM
will be accamplished in accordance with written procedures. These
procedures will describe the integrated set of activities for creating,
identifying, collecting, controlling, pmocessing, organizing,
distributing storing, preserving, retrieving, and disposing of PROGRAM

Specific records management program requirements for all PROGRAM
participants are delineated in DOE/RW-0194, Records Managemernt Policies
and_Requirements

Thie section describes the provisions that will be established by OCRAM
to ‘implement QA Records program activities. QA Records program
activities that will be implemented by other PROGRAM participants are
also addressed.

17.1 OCRM QA RECORDS SYSTEM
17.1.1 QA Records

The PROGRAM QA Records system will be & subset of the overall
PROGRAM records management system. OCRM will retain
responsibility for the total QA Records system while delegating
work associated with certain functions to the Project Offices and

other PROGRAM participants.

Requirements for the PROGRAM records management system are
delineated in DOE/RW-0194, Records Management Foljcies and

. ‘These policies are developed by the Office of
Program Administration and Resources Management (OPARY) and
provide for the implementation amd control of QA Records. The
Information Resources Management Division within OPARM manages
QA Records for the PROGRAM. Control and maintenance of QA
Records is delegated to the records management contractor for
those QA Records generated or received by OCRM or OCRM-managed
FROGRAM participants.

QA Records will be generated and uniquely identified in
accordance with written procedures. The unique identification
for QA Records includes an accession mmber (a unique, sequential
mmber), the designation "QA," a work breakdown struchure (WES)
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mmber, and a work package mmber when appropriate. The
quality-level designation is shown as part of the QR Record where
practical or on accampanying documentation.

QA Records that are generated or received will be collected,
identified, and transmitted to the OCR¥M Central Records
Facility. The OCRM Central Records Facility will process each
record into a central computerized database and prepare each
record for storage in accordance with written procedures.

A central records facility will be established for QA Records in
accordance with the "Records Management Policies and

Requirements™ document and will meet the fire and envirommental
conditions specified in the QAR.

17.1.2 Applicable Quality Assurance Administrative Procedures

The planned OCRM quality assurance administrative
applicable to OCRM's QA Records control activities are:

QrAP-17.1 Records Management
QAAP-17.2 Correspondence Control

17.2 OTHER FROGRAM PARTICIPANTS

Project Offices and other PROGRAM participants will implement QA Records
control activities as prescribed in their QA PROGRAMs. The provisions
established will be in campliance with the QAR. OCRM and the Project
Offices will monitor QA Records control measures of the PROGRAM
participants through the use of assessments, audits, and surveillances.

PROGRAM participants will establish central and local records
facilities as described in the OCRM “"Records Management Policies and

Requirements" document.

QA Records generated or received by PROGRAM participants will be
collected, identified, and, after processing at the local records

facility, transmitted to a central records facility for processing into
camputerized

database and for storage in accordance with written
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18
ADDTTS
18.0 GENERAL

OCRIM will establish and implement a quality assurance audit program to
provide verification of the status, adequacy, and
carpliance and implementation effectiveness of the OCRIM quality
assurance program and its elements. Internal and external audits will
be conducted. Audits will be performed to determine the degree of
conformance with quality assurance program requirements, campliance
with procedural requirements, arﬂtheeffectivenssinadﬂevirgquality
assurance program cbjectives. Audit plamning, scheduling, preparation,
performance, reporting, follow-up, and close-cut methods as well as
methods for selection, training, and qualification of audit persarmnel
will be addressed.

This Section describes the provisions to be established by OCR to
implement the quality assurance audit program. 2Audit activities that
are implemented by other PROGRAM participants are also addressed.

18.1 OCRAI AUDIT PROGRAM
18.1.1 Audit Program Implementation

Procedures will describe the methods and responsibilities
applicable to audit activities to determine campliance with
requirements and to assess the programmatic campliance and
implementation effectiveness of OCR¥M's and PROGRAM-participants!
quality assurance programs. The audit program will include
technical and programmatic verifications. Implementation of
Project Offices' quality assurance programs will be audited on at
leastatriemialbasistoass%scmplimarﬁhplementatim
effectiveness.

The Director, OQA is respansible for the development,
implementation, and maintenance of the OCRY QA audit program.

18.1.2 Audit Process
Procedures for audit activities will address:

(a) Accamplishment of the plamning and scheduling of audit
activities to ensure PROGRAM-deliverable
procassesamevaluatedowmexmtewiﬂlﬂxeinpoztamein

achieving mission dbjectives and scheduled campletion dates

assigned to the products or processes.
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(c)

(d)

Internal axdits of the implementation effectiveness of the
quality assurance program will be performed at least once each
year or at least once during the life of the activity
affecting quality, whichever is shorter.

inificationa:ﬂcertiﬁcationofmﬂitteamnmbersam
certification of lead auditors' qualifications. Audit team
menbers collectively have the necessary programmatic and
technical expertise in the work being audited. Axdiit team
members may be fram the same organization which was
responsible for accamplishing the work being audited but they
cannot be the individuals who actually performed or directly
supervised the performance of the work being audited.
Aditor and lead auditor training and qualification programs
are administered by the Director, OQA. The Director, OQA
also certifies lead auditors.

Accamplistment of audit preparation activities under the
direction of a designated audit team leader who is a
certified lead auditor and independent of having direct
ibility for the work being audited. The audit team
leader is selected by the Director, OQA. Preparation
activities include the accumilation of reference materials;
governing quality assurance program documents; and audit,
management assessment, and surveillance records for the
audit. These activities also include an evaluation of audit
team member orientation needs and the development of
orientation materials or presentations. Materials that are
needed for conducting the auvdit are developed during the
audit preparation phase and include an audit plan, an audit
notification letter, and a written checklist or procedure.

Conduct of audits in accordance with written procedures and
checklists., Andit team menbers perform document reviews,
interviews, and other activities described in the andit
checklist under the direction of the axdit team leader.
Audit team members regularly cammmicate the status of
assigned activities as well as problems and potential
problems to the audit team leader who ensures any problems
that require immediate attention are relayed to the audited
organization's representatives in a timely mamner. Regular
discussions with the audited organization's representatives
are held to discuss the status of axdit activities and to
pramote effective cammmications between auditor and auditee.
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The scope of each audit will be based on an evaluation of the
activities to be axiited. The evaluation will consider:

(1) Results of previous internal mﬁits
(2) Results of previous extrinsic andits

(3) Impact of significant changes in persomnel, oiganizaticn,
or quality assurance program

The scope of an audit may incluwde verification of product
quality and technical adequacy of work being done as well as
programmatic campliance and implementation effectiveness.
Persomnel with appropriate technical knowledge are assigned
as audit team members to evaluate the technical aspects of
processes and the acceptability of the quality of products
resulting from the processes. Technical requirements are
selected for andit verification fram the governing technical
requirements documents and are included in audit checklists.

Potential audit deficiencies are discussed within the andit
team and are formalized into findings and cbservations by the
audit team leader. Results of the audit are presented to the
audited organization's representatives by the audit team
leader (and team members) in a postaudit conference to
carplete the audit conduct phase.

(e) Analysis by the OQA of data from the performance of the audit
and documentation of the results in a report containing an
exeartive sumazy, findings, observations, audit activity

a partic list, and caments. Reports are
transmitt:ed to the audited organization for review,
assessment, arnd appropriate action with coples distributed to
the andit teammnbe::s: the Director, OCRM; Director, OQA:
Associate Directors; and cognizant (that is, responsible for
audited areas) division, branch, Project Office, and
contractor managers. In addition, copies will be provided to
the NRC and the State of Nevada. Audit team leaders generate
audit reports with data that is requested. from audit team '
menbers. The Director, OQA approves audit reports prior to
transmittal ard distribution. Findings and observations
require responses from audited organization-designated

representatives with specified action dates.

(f) Review of audit respanses by the cognizant Associate
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Directors, the Director, OQA,andﬁleassignedm.\ditteam
leader to determine:

(I)Mequacyofrwtausedetennimtia's

(2) Acceptability of corrective action comitments for the
~ deficient (and similar) conditions (past and pmsent)

(3) Acceptability of camitted actions to preclude
recurrence of the deficient conditions

(4) Adequacy of the deficiency impact evaluation on the data
work performed and the generic mplicatims on the
mosmu

(5) Acceptability of an implementation and campletion
schedule for corrective and preventive action (to
preclude recurrence)

(6) Appropriateness of corrective action responsibility
assigments

(g) Conduct of follow-up actions by assigned OCRM persomnel who
are under the direction of the Director, OQA to verify
satisfactory implementation of corrective and preventive
actions that were taken to resolve audit findings amd
cbservations. Documented verification of corrective and
preventive action implementation is documented to su;port
close-out of each finding and observation.

18.1.3 External Audits

The following amplifies the program as a,pplied to external
aundits:

() After award of the contract and based on the determination of
the quality classification of each item or service to be
procured, the need for externmal audits will be evaluated. A
determination may be made that external audits are not

for procuring items that are (a) relatively simple
ard standard in design, mamufacturing, and testing or (b)
adaptable to standard or autamated inspections or tests of
the end product to verify quality characteristics after
delivery. The rationale for not performing an external audit
will be documented. .

(b) ¥hen extermal audits are determined to be necessary, audits
of suppliers' quality assurance programs will be canducted on
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at least a triemnial basis. Extermal audits of the
suppliers' quality assurance programs may be performed by a
i ) third party for PROGRAM participants. The triennial period
1 begins vhen an auxdit is performed. The need for more
) frequent external audits of a supplier will be evaluated vhen
major changes to contract scope or work methodology occurs.
Preaward surveys may serve as the first triemnial aundit if
the scope and conduct of the preaward is similar to the scope
. ard conduct of the other triennial audits,

(c) Axdits conducted on a supplier by an external organization
for the PROGRAM participant or for a group of purchasers that
includes the PROGRAM participant are an acceptable
alternative to a PROGRAM-participant conducted audit provided
that the scope of the audit meets the needs of the PROGRAM
and the audit report is provided to the PROGRAM participant.
ﬂmmparticipanttanamsmpmsiblefortheadequacy
of these audits.

. (d) Anmal evaluations of suppliers will be performed or
{ arrarged for. Evaluations will be documented. These
evaluations will assess:

(1) Supplier-finnished documents and records

(2) Previous verification results

(3) Supplier's operating experience with identical or similar
products provided to others

# A b tmemlmersien &

i (4) Extrinsic verification results such as audits by the
custamer, ASME, or RRC

'18.1.4 Applicable Quality Assurance Administrative Procedures

The planned OCRR quality assurance administrative procedures
applicable to OCR¥M's QA audit activities are:

QaAP-18.1 Certification of Auxdit Persomnel
QAAP-18.2 Audit Program

18.2 OTHER PROGRAM PARTICIPANTS |

Project Offices and other PROGRAM participants will implement audit
activities as prescribed in their QA PROGRAMs. The provisions
established will be in campliance with the QAR. OCRI and the Project
Offices will monitor audit control measures of the PROGRAM participants
through the use of assessments, audits, and surveillances.
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