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F=LCY

The U.S. depart of Energy is autoized by the NIear Waste Policy Act
(NWPA) as amidedn 1987 to site, obtain a license for, construct, ad
operate a geologic repository and a umnitored retrievable storage facility;
to provide Federal nterim storage, if reqlired; and to provide for the safe
transportation of radioactive waste to those locations. It is the policy of
the Office of Civilian Radioactive Waste Management (0OCM that these
obligations will be Aet throgh the Xinplementation of quality assurare
ontrols that oqlement manage actions to achieve the level of quality

needed for the safe transportation, storage, and disposal of high-level
radioactive waste.

O0I will develop and implement a quality assuranc program meeting the
reqirements of Title 10 of the ode of Federal Regulations (CFR) Parts 50,
60, 71, and 72. She quality assurance controls necessary to achieve the high
level of quality demaded by the tr ation ard storage of radioactive
waste are iposed on, ad bpleent by, each organizaticn participating in
the program throgh DE/R-YYYY, Oualitv Assurance REMurnet for the
Civilian Radioactive Waste Management P= (QR). he QPR provides the
requirements for the develcpent of a consistent framework for inplementirg
quality assuran programs at every level within the Civilian Radioactive
Waste Managenent program. Mie OHM quality assurance program is aplied to
items and activities in a graded inner --- surate with iiportamoe to
safety, waste isolation, and other OM( program objectives. OWMs quality
assurance program is described in this document.

, At == D~~~~ate

SamY Rso, Ating Dirt Date
Office of Civilian Radioactive
Waste Managnt

(x)
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Tm i i .

The pzrpose of this doxment is to describe the quality assurarne (QA)
program of the U.S. Departrit of Energy (DOE), Office of Civilian
Radioactive Waste Managearnet '(OC, describe responsibilities for
achieving and assuring quality at 0, describe the inta between
OCEM and the Project Offices participatin in the Civilian Radioactive
Waste Management Program (OM" for adieving and assurirq quality,
reflect Congressional redirection of the EMX , and serve as the quality
assurance program ption cment for DOE. his do.ent an DoE/FM-
YYY, Ouality Assurance Requirerents for the Civilian Radioactive Waste
Hi nLtmErgr (OAR) reflect O0 policies and serve as the principal
documents of the ER IM quality assurar program.

The E quality assurance program covers activities affectirg quality
that are performed at eai ERf-participant organizational level.
PRM participants include C , OCM-mnaged ontractors, Project
Offices, Project Office-managed oontractors, consultants, national
laboratories, waste form producers, and other govent agencies performirg
activities affectirx quality for the IORL 7he OCEWM quality assurane
program is aplied to itms and activities in a graded ma rczmTrenurate
with itportance to safety, waste isolation, or other ROCM ctjectives.

Eaci Section of this doomwnt describes the provisions established by OCR&
to reet the requiremnts of the OAR and addresses how other EWGRM
participants frle rent the requirents of the AR.

lhe definitions given in AI/SE NM-1-1986b ard bugemented by the
definitions in the R are aplicable to this domment.

(x)
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1.0 GAL

is section describes the organizational responsibilities for OCE and
identifies organizational interfae with Oed E
particlpants, Project Offices, and Project Office-wanaged E §M
pxarticipants. qhe assigruent of responsibilities reflects the
ph~lcssc{iy that the line organi~zation acieves quality and the quality
organzation evies to assess thie adevient of quality.

The Nulear Waste Policy Act (NWMP), as aedei by the Nuclear Waste
Policy Airnxints Acts of 1987, authorizes the Department of Energy
(WE)/OCRM to site, construct, and operate a geologic repository; to
site, construct, and cperate ne mnitored retrievable storage (M1S)
facility; to provide for Federal interbm storage; and to provide for the
tansportation of the waste in casks certified by the Nuclear Regulatory
OXemission (NRC). The NWP as amended trects DCEOxM to characterize
only one site for the geologic repository.

It is the responsibility of OCCWM to ensure that apprpriate quality
assurance requrements and procedural controls are in place to provide
confidenoe that structures, systems, and omronents will not cause undue
risk to either the health or safety of the public or of the workers
associated with high-level radioactive waste transportation, Feral
interim storage, and mnitored retrievable storage or geologic
repository facilities. Quality assurane controls for the PROMM are
institoted in a flow-down management approach from the Director, OaM
through the Associate Directors; , Office of Quality Assurance
(0CA); ad the Project Office managers to each PGRM participant.

1.1 OCEM CANIZAflC

OCM is the eaqart for the Civilian Radioactive Waste Management
Program. OCE includes the Office of the Director ard the Offices of
Quality Assurance (OQA), Program Administraticn ard Pasources Management
(OPAF , Facilities Siting and Develcpment (OFSD), Systems Integration
and Feilati (0SIR), and EBcternal Relaticns and Policy (OEMAP).
OQA OARK, OD, CSIR, and OERAP report to the Director, OCEM. he
organizational relationship of each office is illustrated in Figures 1-
1k through 1-IF. he functional and quality assurance program
responsibilities for each OCRM position are described in the following
parah.

(1)
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1.1.1 Director, Office of Civilian Radioactive Waste Management (O~MN)

7he Director, OCM reports directly to the Office of the
Secretary, U.S. Department of nErgy aid has overall
responsibility for the LL

lhe quality assuraic responibilities of the Director, O
are:

(a) Establish and execute a quality assurance program which
ensures capliarne with aplicable regulatory
requiemezft, satisfies the perfonance cbjectives of
the EZM, ad meets licensing requirements

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

(C) Aprove DOE/-YYY, alit Assurance Recuirenents for
the Civilan Radioactive Waste Management ram (QAR)

(d) Apprwe lDOEWXX, Ouality Assurar Pars
Description for the Civilian Radioactive Waste Manaoement
2rr (QPD)

(e) Aprove PROM M plans essential to the OCE offices for
achievement of tedinical and quality assurance program
dbjectives

(f) Rwvide for adequate funding and resources to effectively
ujort the quality ass c dbjectives of the EM

(g) Provide for, o participate In, tr with federal
regulatory agencies; the nuclear industry; and affected
States, local governments, and Indian Tribes on quality
assurance matters specifically related to their areas of
interest

(h) Maintain crdizz of quality assurance issues anid
problems and effect resolution

(i) Provide for the annual of the sce of, status
of, adeguacy of, and coapliance to the quality assurance
program by Oa4 nanagnt who are above or independent
of the Office of Quality Assurance

(2)
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Ci) Retain responsibility for the quality of work deleated
to other PRORA pti s, as contractors,
agents, ad consltants

1.1.2 Director, Office of Quality Assurance (OCA)

The Directr, rports directly to the Director, OW ad has
been delegated the anagemet responsibility a authority to
direct and control the quality assurance functions to ensure that
P M quality assurance objectives are consistently met. he
Direcr, XO has direct access to, and maintains liaison with,
the Director, OaWM; the Associate Directors of other OCRW
offices; and ianagent of other EGM participants. Mfiis
reporting relationship prvid the organizational freedam and
auhrity to identify quality prcblems; nitiate, recomrd, or
provide solutions; and prevent or ontrol further processing,
delivery, or use of ninfodng items or activities until
disposition is obtained.

lhe Director, OQA is responsible for the, rdination,
integratin, ad overview of ECGC quality assurance activities
and for ensuring that qpriate uality management, policy,
traini, ard verification ntrols are in place. ie Director,
OQA has aprcpriate managent and qality assurance kaxledge
and eaerience and has no responsibilities that prevent his full
attention to qality activities and is idependent from urdue
presure due to cost and shedule clsiderations.

Tie responsibilities of the Director, OA are:

(a) Establish gted A quality assurance policies
and re in baseline or other controlled

(b) Ooordinate the develqpnent of the OM quality assuranc
program direuns in the OR, QAPD, and quality
assuranc administrative pr dr.

(c) Provide quality a rCe gdance aid direction to
PROGR arc nts

(d) Serve as the focal point for O's qality assurance
activities, provide coordination with other OC offices
and the Nuclear egulatory OCmmission (NRC), and assure
that ER)GRM activities affecting quality are rducted
in ardanc with oaM policies ad objectives and in
ccmpliance with 1N regulations

(3)
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(e) Overview FROMM quality assurance activities by
ooructn3internal aid external verifications aid

selectively icipatir in Project Office verification
activities, su as aessents, readiness reviews, and
audits

(f) Review the quality assurarce program documents (including
revisions to and retatios thereof) of the Froject
Offices and Oarinnaged ERWA participants for
ccpliae with established EOR quality assurare
policies and reqirents, develcp a re-dation for
aproval or disapproval, Ltain orrerm Of the
cgnizant Associate Directors, ad shit the
r -cmexdaticn to the Director, OCE for approval or
disapproval action

(g) Direct the activities of the PRI;RM Quality Assurar
Cawrdinating Group () and cordinate the activities
of the Q<A with parti s fram the NRC, States,
Indian ribes, local go ents, and the uclear

(h) Review OC pr curement docuwnts for inclusion of
quality ass=ac reg is

(i) Assure the develment and i eation of a quality
assurance idoctrination proram for all AOGRAM
personnel

(j) Review ad approve the idoctrination ad training
req~iiremnt for OQA personnel

(k) Establish and maintain a ER M quality assurance
infonmation system to facilitate effective ccm ication
of the status of develqmnent ad iplementation of the
quality assurance program; status of resolution of
issues, trends, ad significant caxitions adverse to
quality; and a smary of management overview results
including both adverse cditions ad exmplary practices

(1) Manage the OL staff ad Q direct-support zic

(in) Enxre that OA personnel ho perform activities
affecting quality are qalified by eperie or
education to perform assigned tasks

(4)
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1.1.3 Associate Director, Office of Pogram. dministration and
Psorces Managent (MQ

7he Associate Director, OPARK reports directly to the Director,
OM and has primary resposibility for the develpwnt,
ipiemenation, and ae of a program stnagt em,
program geme infrmation system, project decision sdhedule,
and program sdiedule. m is also responsible for management
and adcinition of the Nuclear Waste Fund and the Interim
Storage Fund, establishing Oa~ls annual pl, and
coordinatirg the prearatin, reviewr, apoval, and control of
procurement docxwnts with the DOE's Eocurement and Assistanoe
Maagement D ate.

he Associate Director, OPAR4 has the follarir qjuality
assurarJe program responsibilities:

(a) Establish or approve the soe of OEM activities
affecting quality mnsurate with the QR. his
inclules the assignent of quality levels to OPARM
activities.

(b) Ensure that technical arid quality ss e re u
specified by other offices are incrporated into
Prooeient douets

(c) Coordinate with other involved Associate Directors the
OWMM verification of OMM-managed 1 pticl '
activities affecting quality for which OPAM has the lead
responsibility ard ensure that applicable qgality
assuranc program doaments are approved by OaCM prior
to initiation of work activities

(d) Ensure that infomation and data syts meet the QA
Records reggirements specified in the QAR

(e) Review and approve the indoctrination and training
requens for OPARR Division Directors and provide for
the irdoctinaticn and training of all Om personnel
through the Training Officer

(f) Ensure that OPA0K personnel who perform activities
affectig quality are qJalified by xerienoe or training
to perform assigned tasks

(g) Cm=r withthe Director, O' re rdatin for

(5)
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approval or d al of OPAW-managed EOAM-
participants' quality assuranc programs for ich OPAR4
has lead responsibility

(h) Davelcp and mintain those line and quality
assax a stie prodre and other quality
assurance doczments and records for which OPAE has lead
responsibility

(i) Ensure that adecpate furds and resoes are provided for
OPARK activities affecting quality

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

1.1.4 Associate Director, Office of Facilities Siting and Develqnent
(OFSD)

The Associate Director, OD reports directly to the Director,
aW and has primary responsibility for screening and

dharactsrization of the geologic repository site and a mznitored
retievable storage (MS) site; repository facility developent,
design, ad engineering; exploratory shaft design and
engineering; 1US facility design and techiology develoepent;
waste package design and engineering; providirq management
oversight and techical direction of the PlGM's geoscienoe
activities; ad socioeconic ad instituial planni.

7he ssociate Director, OSD has the following quality assuraire
program responsibilities:

(a) Establish or aprove the spe of the OFED activities
affecting quality ccmesurate with the QAR. This
includes the assigrent of quality levels to OESD
activities.

V

(b) Develp the r doauents for the EORM

(c) Ensure that OFED persozmel who perform activities
affectirn quality are qualified by experience or trainirg
to perform assigned tasks

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

(6)
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(e) Assign responsibility for the quality of delegated work
prior to initiating the work activities

(f) Ersure the techical adequacy of items ad activities for
whidd OFSD has lead respoibility aid the lementation
of effective ima agernt controls

(g) Cm=r with the Director, O's re ation for
aproval or disaproval of OFSD-mnaged A-
particants' quality assurance p for which OFSD
has led reqsp ibility

(h) oordinate with other involved Associate Directors the
O0 verification of 0- managed EOR-participants'
activities affectirg quality for id OSD has the lead
responsibility ad nsure that applicable quality
assurance program doozients are aroved by OM prior
to nitiation of work activities

(i) Ensure that adequate furds and resorces are provided for
OFSD activities affectin quality

(j) Identify ad report qality-related ss aid prblEMS
to the Director, OM{ ad the Director, 0A and effect
resolution for quality-related prl aid ss in
OFED's area of respnsibility

(Jk) Develcp ad aintaln those Inplementing line ad qality
assurance administrative procedures and other quality
assuranc docments ad records for which the OD has
lead respoibility

(1) Review ad aprove inoctrinatin ad training
reuirents for OED Division Directors

1.1.5 Associate Director, Office of Systems Iration d Regulations
(C62)

Ihe Associate Director, 06SR reports directly to the Director,
OCRM and has primary responsibility for planninq, ranagirg, ad
overseein the i tio of the Civilian Radioactive Waste
Management system; anag programs for the develo mt of
ted=logies for Use at the geologic repository or M (for
exaple, storage mdules); develcpirq a tan tion ystem;

eparat ad ordination of E ! _ Ipact Statements;
aid servig as the official ontact for the EAM with the EC
aid other regulatory agencies.

(7)
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MIM also develops licensing plans, license amlications, and
safety analysis rports for the first geologic rpository and MS
facility.

7he Associate Director, R has the follw1n quality assurarce
program responsibilities:

(a) Establish or aprove the scoe of OSI activities
affecting quality mensurate with the Q7R. his
ixcludes the assignment of quality levels to CSM
activities.

(b) Develop the Systems Ergineering Hanagement Plan for eacfi
system elent of the EM.

(c) Ensure that CpR eciml who perform activities
affectin quality are qualified by training or experience
to perform assigned tasks

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

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

(f) Ensure the technical adequacy of items and activities for
utih ;M has lead responsibility and the lzplementation
of effective ranageiertcontrols

(g) OaC%r with the Director, CQ&' rrimendation for the
approval or disaproval of IR-mnaged EMOM
participants' quality assurance prgrams for which OSIR
has lead responsibility

(h) Oordlnate with other involved Associate Directors the
OCRR verification of OR4-managed AM-participants'
activities affecting quality for 06ii OIR has the lead
responsibility and ensure that aplicable quality
assuraroc program doc.ments are aproved by OC prior
to initiation of work activities

(i) Ensure that adequate furnls and rescurces are provided for
OSR activities affectin quality

(j) Identify and repor quality-related issues and problems
to the Director, OM ard the Director, OQA and effect
resolution for quality-related prdblems aid issues in
CsIR's area of responsibility

(8)
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(k) evelop ad maintain those rline ad quality
assura e die pro es and other OC
quality assurance program docments and records for
hidh the M has lead responsibility

(1) Review aind aprove Idoctrination and trainizg
reqireqents for C5I Division Directors

1.1.6 Associate Director, Office of Ecternal Relations and Policy
(CEAP)

Ihe Associate Director, CP reports directly to the Director,
OCR( and has primazy respnsibility within OCM for develcping
overall program policy and strategy and is generally responsible
for all external OC interactions.

7he Associate Director, CMAP is responsible for the followdr
quality assurance program activities:

(a) Establish or approve the sope of CERAP activities
affecting quality mmfnsUrate with the QAR. his
includes the assigrent. of quality levels to CERAP
activities.

(b) Ensure that CRAP persnnel who perform activities
affecting qality are qualified by er or training
to perform assigned tasks

(C) Assign responsibility for the quality of delegated work
before the initiation of work activities

(d) Conr with the Director, O's rec ation for
aproval or disa roval of OMAP-managed lFM-
participants' quality assurance p ra for ich CERAP
has lead responsibility

(e) Ensure that adequate fnds ad resces are provided for
CERAP activities affectirg quality

(f) Review and arprove indoctrination and training
requiments for OERAP Division Directors

(g) Develop ad maintain those plementin line and quality
assurance administrative pCd and oer quality
assuranze program doments and records for which the
CERAP has lead responsibility

(9)
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(h) Identify and report quality-related issues and prMblems
to the Diret, OaM and the Director, OQA and effect
resolution for quality-related issues and prble in
CERAP's area of responsibility

1.1.7 Division Directors

The Division Directors report to the cognizant Associate
Directors and have the follan qality assurace program
responsibilities.

(a) Establish the spe of qpality assurance activities and
requiremens for those activities under the cognizance of
the Division Directors adi obtain the aroval of the
Associate Director

(b) Ensure that personnel who are under the direction of the
Division Directors and perform activities affectirg
quality are qualified by ererien or trainirq to
perform assigned tasks

(C) Evaluate the quality of delegated work

(d) Ensure, by using methods that verify quality adievement,
the tedmical adequacy of items ad activities and the
effectiveness of management rols

(e) Ordinate with other involved OCaM Divisions, the
performare of quality verification activities

(f) Evaluate whether adequate resoes are available for
Division quality acievement and verification activities

(g) Identify and report quality-related issues and problems
that affect, or potetially affect, the Division's
activities to the Associate Director and obtain
satisfactory resolution

(h) Develop and maintain those izplementirg line and quality
assurance adinstrative procedures and other quality
assurance program doamnents and records for which the
Division has lead responsibility

(i) Review and approve indoctrination and trainim
requirements for Brandh Chiefs and other personnel under
their visin

(10)
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1.1.8 Brani Chiefs

The Brac diefs report to the Division Directors and have the
foarling quality assurazp program ibilities.

(a) Assure that technical p nl der the direction of
the Branch Chiefs are qbalified by eoerieic or trailnin
to perform the assigned work and amply with the
technical and quality assuar re i t aplicable
to the work being performed

(b) Identify indoctrination and training requirements for
Bmmh p-=

(c) Ensure, by using methods that verify the achievement of
quality, the teiical adeqiary of it and activities
within their area of responsibility

(d) e fithe verification of quality achievement of
tecnal activities at the OCEM, O-managed E§
participants, and the Project Offices that are within the
Branh's res ibility

(e) Report quality-related issues and prdblems that affect,
or potentially affect, the activities of the Branch to
the Division Director and obtain satisfactory resolution

(11)
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1.1.9 Organizational Itfaes

The organizational intace between CICRM, Oa -managed
M Aicipats, Project Offices, and Project Officeianaged

ROR participants are ilustrated in Figures -2A throtgh 1-
2C. faces and the fow of ROGRM direction and quality
assuri~ overview direction frm OHM to the Project Offices
and other H GRM participants are illustrated in Figure 1-3.

1.1.9.1 Operatis and Project Offices

The Project Managers on behalf of the Operaticns Office
Managers have overall line management responsibility and
aotrtability for inplemntation of HROXAM-assigned
tasks. Each Project Maager and Operaticns Office
Manager will establish a project management organization
and delegated responsibility ard authority for anagement
and direction of PROAM tasks to the Project Manager.

Bhe Project Manager has direct, primary responsibility
and a-- tability for the executicn ard ilementation
of d1RM tasks in acordance with the Project Charter,
Project Plan, and Project Management Plan. In addition,
the Project Manager is the point of oontact for the flow
of infrtion to and frm the Director, OH and the
Project Office-managed PORM participants and is
responsible for leienth te Project quality
assurance program.

The Project Manager and uanagemant at each Project
Office-managed ROGM participant will identify a
position for directirg and managing the respective
quality assurance program. These positions are occpied
by individuals with amiate 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
responsible for performing activities affecting
quality

(1b) Sufficient irdeperdence from cost and schedule

(c) Responsibility for rec mmaepi p a~roval of quality
assurance program de i ns

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

(18)
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to quality assurance matters

Interfaces bet;een Project Offices ad Project Office-
managed D7M participants will be addressed in
quality assurare program descript and the
i~plementin~line and quality assuranceti

Operations Offices ad respective areas of responsibility
are Listed below:

(a) Nevada operatis Office, Yu Vxxrtain Project
Office (O). is Project Office is responsible
for- the daracteization, design, and cnstzuction
of the Yuca VIuntain, Nevada site whid is the
cardidate for the first geologic repository.

(b) Chicago operatians Office. his Operations Office
is responsible for institutional plannirq, analysis,
and managent integraticn of the tansportation
systems aid for ovidng regulatory and
administrative Lsuport, suc as review of
regulations on an as-needed basis, quality assurance
suFort, and international program suport. his
Operations Office performs preclosure perforance
assesets and waste package studies.

(c) Idaho Operations Office. Mis Operations Office is
responsible for review of transportaticn cask
develcnent, ergineerin develpnent, and the waste
form frm the West Valley Ienstration Project

(d) Richland Operations Office. his Operations Office
is responsible for materials iaracterization and
preclosure performarne assessment. This Operations
Office also provides technical support for waste
isolation and dtaracrization and for systems
integration activities.

(e) Oak Ridge Operations Office. This Operations
Off ice provides g206ciences, shieldinq, vystems
integration, cerations, and public relations
suIport to the FnEEL

(f) Albxiqerque Operations Office. hs Operations
Office provides tedhnical support for postclosure
performn asent wr.

(19)



QAPD
Deceber 14, 1988
Revision 1

(g) San Francisco Operations Office. his Operatins
Office provid geoscienptific ort and perfonms
defense waste sties.

1.1.9.2 PRORA nuts

Organizational interfaces bet0een OF and EGM
participants are illustrated In Figures 1-2A through 1-
2C. Me quality assurarn reqiz for eai PAM
participant are identified in the aer ite
pX10r=1e documents. Quality assurance program
descriptions will be reviewed and approved. 0oc~
provdes overview of ea PM MM aticipts quality
assurance activities by various verification methods,
suci as reviews, ass ts, audits, or surveillances.

Direct-support oractors perform activities affecting
quality urder the controls of the Oa$M quality assurance
Program. Direct-support contractors include:

(a) Roy F. Weston, In. (Weston) whdih provides program
management, institutional, tedlicaL, scientific,
and qualt assurar support to OS4.

(b) CER Corporation which provides quality assuranc
support services to O0( and to the Chicago
Operations Office through the Chicago Cperations
Office.

(c) Science Applications Internaticnal, Corporation
(SAIC) which provides records ranageent services
related to the licensirg stport system.

tm a opriate, ea PROGRAM participant, other than
the de rt contractors, will identify a position
responsible for directing and ranaging the respective
quality assurance program. These positions will be
cocipied by indivials with a te nagement and
quality assurance knowledge and experience. MGRM
participants, other than OCMN direct-support
contractors, include:

(a) Battelle, Pacific Northwest Laboratories (nL)
fM perfoms proue perfone asses t aid
materials diaracterization.

(20)
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(b) Rooiaven National laboratory (L) cperated by
Associated Universities, Inc. (I)

BNL provides waste-package scientific s4ot and
preclsure risk a services.

(c) 8awe Berkeley aborator (L) qperated by the
University of CaI fornia

UL provides gf rt.

(d) Oak Ridge National Laboratory (NL) cerated by
Martin Marietta Energy Systems, Inc. (Martin-
Marietta).

CRL provides transportation-perations plannn,
geosciences, shielding, an systems integration
sgort ad performs safeguards ctivities.

(e) Argone National aboratory (AL) operated by the
University of Cdcago

AL provides eiroental, soc ic, ad site
d~arcterization sport.

(f) Battelle iemrial Institute (HU)

EHI provides iti pla and analysis and
mnanagn itetion.

(g) Lawrerre ivein=e National liboratory (IINL)
operated by the University of California

IINL performs defense waste studies.

(h) Sandia National aboratory (SNL) operated by Western
Elecic C , Inc.

5NL perfc posure perfonoe sssts.

(i) Idaho National ineerInig Laboratory (INEL)
operated by EG Idaho, Inc.

I is reponsible for cask develqpient.

(j) FM Systems, Inc. U

ME provides records zanagenent and related

(21)
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activities sApport to Oa.

(k) SA Tedmlogies, I. (EA)

SPA provides tcmical stort services in planning
an smping an Enirumental Mqact Statmt and
frpez~ntatin plan for te gelogic rpository.

(1) E. I. d Pant de N omz & Co.

E. I. d Pont de NA rs& Co. operates the Defense
Waste Prooessizg Facility (W).

(n) West Valley Nuclear Servics

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

(22)
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1.1.10 eraions

nteractins beteen OCM and other oaizatio are coiducted
as defined below. Interactions amnr onganizations other than
OCRRS will be described in quality assuranc
program d ptins and the line. and quality
assance adminisative pnronx>ls.

1.1.10.1 EC and Other Pegulatory Agencies

Project Offices advise the Director, OQIX and the
Director, C6IR on quality assuranc matters in advance
of inteded meetings and other interactions with the
R. Where inteact have EG significance, the

interactions are arranged throuh the Director, OQA and
the Director, 0I. Interacticns with other regulatory
agencies on quality assuraie matters are handled in a
Ranner similar to I interactions.

1.1.10.2 States, ocal Goverrments, ad Idian Tribes

Project Offices advie the Associate Director, CERAP in
advarre of inteided meetings and other interactions
with the States, local governts, ad Irian Tribes.

1.1.10.3 Other Organizations

0 interactions with other oganizations involving
quality assunce activities are coordinated through
the Director, OA.

1.1.11 Delegation of Work

Responsibility for the overall ERXRM is retained by 0. he
tasks of establishizg aid iuenentlx selected portions of the
overall C quality assurance program for work associated with
the ER)RM have been delegated to Project Offioes ad other

R participants as described in Section 2. 7 he further
delegtion of b by the Project Offices ad other PGM
participants is described in the respective quality assurance
program docmnents.

1.1.12 Resolution of Diqxtes

Differences of pinion involving tedmical or quality assurac
progralmatic cors at a given organiational level are

(27)
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brought to the attention of ng at that level and, if not
resolved, are elevated progressively to the Director, oA and, if
nysway, to the Director, OC.

1.1.13 Pesoluti of Allegations

A system is beirg established that provides idual a means
of registering an allegation of inadequate qality directly to
the Directo, OaM witxut fear of reprisal. Eaci allegation
concenInq inadequate qjuality will be investigated by pesnel
who are independent of the affected activity. Mie individual who
registered the ccxmrn is notified of the investigation results.

This system is available to plyees of =-participants and
persons outside the PEDMM. An enployee of a PRGAM-
participant should use this system only when adequate resolution
of a conoern that involves potential inadeqate quality cannot be
odtain tr uh normal cht d s.

1.1.14 Stqp Work Authority

Stcp work authority at OCRE, Project Offices, and the offices of
other S paripa is vested in line management hevr
wminent darger to personnel is involved or continued work will

produce results that are not in acdance with M
ruirements or would be considered lntabe.

In addition, the Director, OQA and quality assurar cenagement
at Project Offices and other EMMWparticipants offices have
-authority to identify quality problems; initiate, remnend or
provide solutions to problem; and prevent or control further
processirq, delivery, or use of non.fnf irg or unsatisfactory
work until proper disositicn is obtained.

OEM personnel who identify quality problems while performing
qality verification activities at the Project Offices inform the
Project Office quality assuran cenag nt who initiates actions
to prevent further work throuPh the Mre± Kanager.

1.1.15 Applicable Quality Assuramnce ministrative Procedures

$he planned OCIM guality assurance aPiistrative exdures
that are aplicable to OCEM's managent control activities are:

QAAP-2.8 Hadling of Allegat

WAP-16.2 Stcp Work

(28)
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QX&P-16.3 Resolution of Differing Tednical Opinicns

SMP-16.4 Resolutin of IS nolvi Quality

1.2 OMMER PIU, EP.GN

The descriptio of the ozganizatioal tnubme of the other tleMr
participants and the control of disputes, allegations, stqp work, and
intrfaces is cmtained in the respective quality assurance progm
descr ptins and quality assurao adidzative roed rs.

(29)
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m AW P

2.0 GEERAL

OWN is develcpii a quality assance program for its portion of the
ERO~tN MvTe 0§( quality assuane program will ccly with the

requirements specified in the QAR wich are alitable to heaIar's
activities. Quality level 1, 2, and 3 i ad activities wilbe
controlled to the extent required by the 0CM quality assurane
prgram. he OCSM quality assurance program cnsists of this QPPD, the
QAR, ad O0W iilementb line aid quality assura dnistie
pro. he Ips ' quality assuranc p m
consist of the dsipti of the quality assuranne programs aid the
frplementinw line aid quality assurance administrative pcres (

Waste form producers for exaple, West valley Ptration Project
(WVDP) ad Defense Waste Processing Facility (F ] process waste for
permanent disposal in the geologic repository. he processing and
preparation of wastes for disposal are performed urder the cantrols of
quality assurance programs. Waste Form Producers' quality assuranc
program requirements are ocntained in OG/B-14, OA Reuirements for
High-level Waste Form Production. Quality assurance program
descriptions will be reviewed ard aroved by 0 .

Mie quality assurance requirements specified in the Office of Storage
and Transortation Syt Ouality Assurance Plan for the
Transportation Casks Systm Develoiert ' are aplicable to cask
syst develqp=.

This Section describes provisions established by OCaW to irplement a
quality assuranc program to control activities affectirq quality.
Quality assurance programs that will be ee by other PRGAE M
participants are also addressed.

2.1 OCM QCAIY ASStJRAN PRGAM

2.1.1 Quality Assu e i

The quality assurac requirements for the PROGRM are identified
in DOERW-YW,, QualitvJ ssane Reguirements for the Civilian
Radioactive Waste agmgrt (QAR). she QAR is emvved
by the Director, OC on the reccmerdation of the Director, OQA
and will be issued as a controlled document.

(30)
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2.1.2 Quality Assurance Program pwti

The QAPD describes the provisions established by O04 to
Iaplnt ithe alicbe re et of the QAR, the OC
oiganizatinal responsibilities for aciievirg and verifying
quality, and the interfaces been OaM, the Project Offices,
arid other GM pa Organizational charts are
provided ad the prviis tat are pleited to meet eaci
Section of the amlicable requbireI.ts of the QAR are described.
Ihe WMP is approved by the Director, O0 and will be issued as
a controlled docient.

2.1.3 Quality Assurance inistive P (Ps)

OCRR QI.Ps will be consistent with the QAR and QAPD and wil
delineate the specific administrative and quality assurance
controls cr methods used to meet the regurements established in
the er level quality assurance program dnmets. lese
proce will be contained in a AAP Manual and issued and
o-trolled by CQA. Preparation of QAIAPs has been asigned to the
OCEM discipline cr grap with lead responsibility for the
activity or area. Each affected discipline or grop reviews the
QAAPs to assure apprpriate re and interfaces are
defined. QAPs will be acroved by the Director, O and
lzilemnlng line managenent. A list of planmed OCM QkA.Ps for
the control of intenal activities is presented in Figure 2-1.

2.1.4 pl Line Procedures

Irplntig line procedur (ZIPs) provide nstnatioms for
OM personnel performing activities affecting quality.
1xplementing line p mredures include tecinical, management, ad
o peratinprocedures necessary for performing work at OCEM which
includes aipleenting the regurements of the QAR. Iple
line procedures will be prepared, reviewed, ad approved by the
OaRM Brandh performing the activities. he Office of Quality
Assurance will support and assist in the develqpment of
implementing line procedures, as r r*riate.

2.1.5 Delegated Work

Responsibility for the overall PROGRM is retained by OMM. The
tasks of establishing and Impl selected portions of the
PROGaR quality assurance program has been delegated to Project
Offices and other PROGRAM participants as indicated in Figure 2-
2. he Project Offices and other EROGRAH participants have

(31)
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further delegated ork ia with the E0WL Mhis
delegation is described in the E *-paticipant quality
essurice program d ts.

2.1.6 Quality Assura Program oxtrols

Quality assuraa controls are apied to items and activities
affectirg quality that are perform by 0a, M-wnaged
DE participants, Project Offices, ad Project Office-managed

EOM r

he XR M quality assuranc program will be iplened y
management, qality assurar staff, and line organization
personnel at each E -participant organizational level.

Ihe quality assurane staff will evaluate the adequacy of
progranmatic syst and tedirical products through verification
t~iniques such as assesmnts, audits, ad surveillances. Mie
quality assurae staff will use the expertise of line
organization and nagmnt personnel, other than those directly
responsie for the work, in makcn these evaluaticrs. he
Director, OQA will assist in develcpinz and fplentis the
quality assura program, provide overview to 
aciievement of quality, and evaluate and report on quality
assurarce program cczplianoe and frplementation effectiveness.

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

Dnteredate- and qer-level managers will review quality
assrance program status aid lne per N to determine
acceptability of product quality, programmatic corplianoe, ad
frplementation effectiveness ad to resolve quality problems.

Line managers supervising the work will ensure that specified
quality is achieved by using aprcpriate means of verification
sudh as review, inspection, or observation.

(a) Internal ontrols

Quality assurance controls over items and activities
affecting quality will be executed by OQA and cognizant
line organizations. The extent of these controls will be
established jointly by the line organization and OQA and
detailed in QhAMs.

(32)
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(b) Verification of the Acievnt of Quality for Inernal
Activities

Verification of the adhievenent of quality will norally
be performed by line azat personnel ho are

ee of the item or activity beirx verified.

Verification personnel shall have ufficient authority,
ac to work areas, and organizatial freem to (1)
identify quality prblems; (2) initate, re ed, or
provide solutions to quality probls i
dhannels; (3) verify igplementation of solutions; and (4)
assure that further processing, delivery, installation,
or use is ccrolled until prcper disposition of a
no fonIaIdeficincy, or unsatisfactory c-iiticn
has ccurred. en verification personnel are part of
the line organization the quality assurance organizaticn
shall overview ad =nitr the verification activities by
coI ucting ind3edent Q essesrnts, adits, and
surveillances.

(c) Dion, Overview, ad Verification of Project Offices
aid Other EiM r s

Direction aid overview of the quality assurance
activities of other ROhiM participants will be achieved
by establishirg ROMM quality assurazc requirements;
pr ulgating these requrements thrcugh controled
documents and rooirement documents and performing
quality verification thrugh quality assurance reviews,
Assessments, aits, and surveillances.

2.1.7 Readiness Reviews

oaC wil perform selected readiness reviews and iciate in
selected readiness reviews performed by other RMGRAM
participants. Eadh Associate Director ad Project Manager will
raintain a list of planned readiness reviews and will submit
revised lists to the Director, Oam semiannually. Readiness
reviews will be aucted at ritical phases of the E Mto
verify the a xlishment of the follwing activities:

(a) Work activity prerequisites have been satisfied

(b) Iplemntin line and quality assurance adminstrative
prcdres related to the next hase of work have been
develcped and reviewed for adequacy and arcpriateness
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(c) Personr1 have been suitaly trained and qualified

2.1.8 Quality levels and Graded Quality Asscare

OaMW has adqed a qality assuane aproac in wItd items and
activities will be classified into a of three quality-level
clasificatin. The extent of quality assuran e
and procedural oz.rols that are aplied within the selected
quality level wil be graded depireding on the item's or
activity's relative frportanoe to safety7 waste isolaticni, or

M jectives. Gradin will be acmaTlished by selective
aplication of quality assurarn requi s and procedural

ntrols to the item or activity to be performed. mie extent or
level of quality assurance requi ard procedural controls
to be applied to it or activities will be based on
furamental consideration su as the ase e of failure of
items, degree of irportance of data, cuiplexity of design and
fabrication, degree to whid fwctinal control can be
denstrated by inspection or test, qmality history and ecoonmic
cm-sideraticns. Eaci PRpM partint establi prceus
to describe the odogy for selectin the approriate level
or extent of quality assuranc requirements and procedural
controls to be applied to an item or activity within the scope
of the PEORAM

OaM and eadh Project Office develops and maintains a list of
Quality level 1 and 2 items and activities. The list and any

s n revisions thereto are based on risk assessments,
failure analyses, and other tediical csiderations. he
methodology used to establish a Quality List (Q(-List) for items
and a Quality Activities List (QL) for activities for the
geologic repository progam will be consistent with the guidance
of NRE-1318, Teical Position on Items and Activities in the
ial-Itevel Waste Geolgsric Renositor o Prram Subject to Oualitv

Assuranc Reuireents, April 1988.

2.1.9 Personel Selection, Indoctrination, Traininq, and Qualification

Personrl assigned to perform activities that affect the quality
of an item or activity will receive apporiate fndoctrination
and tradling prior to perfoaming dwork. Procedures will address
the performane of indoctrination, training, and qualification
activities. A Trainig Officer who reports to the Associate
Director, OPARK 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, OPARK.
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(a) Jdb Evaluation

OCC4 nge will analyze eac jb position to
deternine the quality-affecting task responsibilities of
the position. he results will be docLmented in position
descripticms that include education and xperie
prerequisites for eaci position iolved in the
-perfoma or verification of activities affecting
quality.

(b) Prsomel Selection.

Pu=mel assigned to perform activities affecting
quality will be required to have education, eeriexo,
and trainirq amem= te with the functions associated
with the work. Initial qualification will be assured
thruh DOE-mandated policies which provide for the
inclusicn of qualification reguiremts (selective
placement and quality ranking rements factors in
vacancy annrxments) in the position desoriptions. A
docmrm~nted evaluation will be made of the candidate's
qualifications against the requirements. Relevant
education and experience will be verified.

(c) Determination of Irdoctrination a T alaining

Associate Directors; the Director, QA; Division
Directors; and Branch Chiefs will review job furctions or
tasks involved in perfong activities affecting quality
for personnel under their supervision and determine,
jointly with the Training Officer, any additional
indoctrination and training required.

Personnel assigned responsibility for performing
activities affecting quality will be provided
indoctrination and training as to the purpose, scope, and
iiplementation of the Q PMiML

(d) Training and Qualification

CLassromy training will be performed In azrdanoe with
doc,.ented and aproved lesson plans. Remds of
training will be a ined. ersons verifying
activities affecting quality sudh as lead auditors,
auditors, and peer reviewers will be qualified in the
principles, techniques, and requirements of the activity
being performed. Specific qualification regirenmnts
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will be contained in predures for those functions aid
qualification rescrds will be i ined.

(e) Proficiency Evaluation

Sqprvisors will evaluate at least annually the
proficicy of persnel in the perf=an e of their

-.. assigned duties. These .evaluati~ will be dxonted
and discussed with the person ho was evaluated.
Additial trainirg will be provided if it is nssary
to ove r mintan profic .

2.1.10 Surveillance

In addition to audits desoribed in Section 18 of this docuent,
foal pratic ard technical surveillances will be
perfned to provide timely nag information on FROM
activities affecting quality. Surveillance.will be performed by
knowledgeable personnel on work for which they had no direct
responsibility for mln. Sreillance will be performed to
written procedures or plans and the results do .
Deficiencies identified during the surveillance will be reported
to the organization responsible for the affected item or
activity for resolution. diese will be tracked to
verify corrective action ixplementation.

2. 1. 11 Managemnt Ass ts

Associate Directors, Division Directors, and other line managers
will periodically assess the effectiveness of those portions of
the quality assurarc program for which they are responsible.
These management assessments will provide a basis for improving
quality assura = controls ad procedures, clarifying
responsibilities ad authorities, and ixxicatig that adverse
quality trends ad significant corditions adverse to quality are
prevented or have been corrected.

mrdpnedent asssnts of the quality assurance
program will be oxducted at least annually by the Associate
Directors or their designees who are of OWL. Mhe
irpedent manage assesment will be coiducted by, or at the
direion of, the Dector, OM.

The prpose of the management Assessment is to
evaluate the sce, status, adeqacy, programnatic cmpliance,
aid ilerientaticn effectiveness of the quality assurance
program. he results of the id dent ag ess
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will be d a and crrective actions for those assessment
results that indicate &&dito advrse to quality will be

tified and tracked.

Indpendent s will be oxbcted in
ardance wi writt prcres.

2.1.12 Hanagt Infoti Reportin and Tracldng

olmication and inftn systems will be established to
ensure timely reporti, disseiatin, and tracn of quality
assurance management information, su as the status of
fr4lementation of quality assurance programs, status of
resolution of significant conditions adverse to quality, and the
status of quality assurance overview results.

2.1.13 Aplicable Quality Assure Administative R ures

Ihe planned quality assurance dministrative procedures that are
applicable to OCM's quality asanc program control
activities are:

QAP-2.1 i and Training
QAAP-2.2 Prsonnel Qualification
QAA-2.3 Quality level Classification
QAAP-2.4 Quality Assurance Grading
QAAP-2.5 Quality Assura Document Review
QAP-2.6 Readiness Review
QXAP-2.7 Management Assesnt
QAAP-18.1 Certification of Adit Personnel
QAAP-18.3 Surveillance Program

2.2 CnU HEMM PAICIPAIS

Other E( prticLpat will develcp a ON RMGRM meeting the Qm
coverig the woric delegated to them. ifle quality assurance program
descripns will be reviewed and approved by the next higher E5oFp-
participant organizational level. WX Marticipant Q, organizations
will revie lwer-tier quality assurance program descriptio and
reoerd aroval or disa proval to line aanagement.
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ETE 2-1

ST OF PANE
OCEM QUALTY ASSNMCE AUn ERIRXA

tEJ go. Title

2.1 antriai Traingl
2.2 Personnel Qualificatiun
2.3 Quality level Classification
2.4 Quality Assurac Grading
2.5 Quality Assarame Domwent Review
2.6 Readiness Review
2.7 Manageent Asses
2.8 }ardling of Allegations

3.1 Technical Dcment Review
3.2 Design Review
3.3 Peer Review
3.4 mfiguration Management
3.5 Preparation of Tednical D xoments

4.1 Procurement Docmient Review

5.1 Preparation of Quality Assuran c mnistive Proeures

6.1 tlled cments

7.1 Cntro1 of Parcased It.n and Services

16.1 Crective Actimn
16.2 Stop Work
16.3 Resolution of Differing Tedinical Cpinions
16.4 Resolution of Issues Involving Quality
16.5 Inprovent of Quality

17.1 Records Management
17.2 O p C 

18.1 Certificatio of Audit Personnel
18.2 Audit Progrm
18.3 Surveillanc Pgm
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MA= rEx- 3,; gm
IlCN OF QLhIWf ASSMRAN= OF

BY CIIA

KE NICN OF 5pAL-TY ASSURANCE W

Citeria Project Office
No. Tvpic O0R & GM

Participants

1 Organizaio......................... x x
2 Quality Assurare .oa ..........r a X X
3 Design Control (PeerPeview)......... X X
4 Proorenent Dmrt .C X X
5 Instructions, Pcedures, and Drawns. X X
6 Dctument C btn XX
7 Control of Purchiased Items & Services.. X X
8 Identifiction and Control of Materials,

Parts, 0xilonents, ad Sales....... D X
9 Control of Processes...*................ D X
10 IY:tc ................ D X
11 Test CLu ................ D X
12 Control of Earlrrinq and Test Ecqjaipmnt D X
13 Handling, Storage, Transport, & Spping D X
14 Inspection, Test, ad Operating Status D X
15 Contw1 of Nononfoming Ites......... D X
16 ctrrective Action X X
17 Quality Assuran e . X........... X X
18 At .................. X X

X - Means "Applicable ax nnsurate with the Scoe of WbrWc
D - Indicates that OCRM delegates the wodk of establishing and

lnpleumrtirq these criteria to Project Offices and other PROGRAM
participants however OWN retains respcnsibility for assuring
that these activities are established and a atey
implemented, and carries out this responsibility through review
and approval of Project Office and other OEXMA participantsI
proedures and throgh auilts ad surveillances of the activity.
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SEEM= 3

3.0 GENERL

Mhe design activities at each PGWM -participant z ti level
will be a iplihed in aordance with written pce . fiese
procedre will describe the process by Mch design activities fm
conceptl design h final design are planned, cntroledd , ad
iiplanted; desbe the otrl of design ipits, interfaces, oAuts,
reviews, dhares, and deficnies; aid address the otrol of
scintific investigation ai data processirg activities.

lihs Section describes provisions established by O0M to frplement
design ctrol activities. Design ontro1 activities that are
iplemented by other 1ill participants are also addressed.

3.1 OM 01EOL OF DESIGN ACIVIT

3.1.1 Systes fraeerir

OM will use a systems ergineerirg aproach to cnrl ad
m anage M design activities. systems engineering will be
used as a disciplined means of transformix ERaGRM mission

into a desaription of systm perfna
rirements ard preferred onfiguration. It ensures that all
eleents of the system will be prcperly integated and that the
system will operate effectively and prtect the health and
safety of the puiblic and its environent.

systems erqineerirx is a t nd, fonnal method of managing
the design process to aid in erisurinq that cost, sdule, and
teicial perfor mance bjectives are met. It pecifies:

(a) the engineerinq process iuddh defines the technical baseline
and the develcmnsnt of the design to that baseline. Mie
process is iterative, cyclirg between the definition of
requirements (design, develqxment, siting), evaluations
against the reqpirements, and ptimization, which leads to
further definition and refinement.

(b) the pcedures for integrating the disciplines involved in
design develcpment, Interfacing between the varicus levels of
the RM, cntroling revisicns to the technical baseline,
and periodically reviewing the design develcpment.
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(c) the d ti re red to establish the tnical
baseline ad pmvide a traceable reord of the design and
siting proess.

Systems eirig will be i rlemented at the overall ROGRAM
mission level, ad the system e nt level such as geologic
repository, transtation, or Iw. 1esponslbilities for
elegnts of the system are assigned to other orgaizations (for
exagile, Project offices and other Operatcs Offices) in various
goerning documents (for exagple, Office arters, rarda of
Understandii~ ontract Sopes of Work). The Syst Eineerinq
Managent Plans (lps) will be develped for the verall

MM mission, each system element, and eadh Project Office in
a ordanme with D044*-0051, BFtLs E inernc mena ent Plan.
In this tiered apprad to co trolling the design process,
syotem engineering d ntation that is prepared at one level
will be reviewed and approved at the next higher level as
specified in the SAP.

Ompliance with the SEIHs and other LM requirements will be
assured through surveillance anl audits of the design process.

-e character of the audits and surveillances is dependent on the
phase of design. As designs mature and grow in oplexity,
surveillances and audits will increase in sope, frequency, and
duration.

3.1.2 Scientific Iestigatins

lhe adequacy of the geologic repository design is heavily
deperdent upon the results of the scientific investigations
coducted for the characterization of the geologic repository
site. Therefore, the performance of these scientific
investigations will be ontrolled.

Scientific inestigatiens will be coruted by OHa- or Project
Office-managed PGM particip . Prvisions of the QAR for
Controlling scientific ivetits will be iposed pon the
ROM participat.

3.1.3 Prooessing of Data

Data collection, qualification, analysis, ientification, and
re crding activities related to the design of the geologic
repository will be amtrolled. [ata collection and processing
will be conducted by MM- or Project Office-managed RIM
participants. Provisions of the QAR for collecting and
processing data and qualifying data of ieteriiate quality will
be imposed upon the PRO Ai
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3.1.4 Design Process

Design activities will be corducted primarily by O0- or
Project Office-managed E participanots. Pvisions of the
QAR for design will be iposed pon the i partici s.
OaC is responsible for the preparation ad control of
rec~ilremat doouments for the system elements.

Redxemes dxocuzezts will be developed for the overall PROGRM
missn, eadh system elerent, and other oanizations r sible
for portions of the system as i tified in he next hier level
SEmP. he res do nts will be reviewed ad aroved
at the level for iidh they were written and the next higher
level. Reuiei for baselinirg ad cxltrolling requirements
d mmets, are discssed in DmEO/W-043, 
Smstal

Aplicable design it, suci as design bases, perforinoe
requirments, regulatoy rey ies, codes and stardards will
be dentified arx controlled. ¶Lhe design izput for the
requirements dxmients prepared by OCR will include processed
data received frum other WGRpM i ants. 0 will not
c=crt further processin of data. Design interfaces will be
controlled by managing design activities ad interfaces in
aaxordar with the SEMPs. O4 interfaces with other RXRM
participants will be specified in EaMM articpants'
Prowt dnts.

SEMs will address the control of design intefaces by defining
who is responsible for eaci element of the design, desribing the
process for developing an integrated design, ad establishirg
requirements for dientirq, maintaining, and citrollin a
technical baseline to be used. Tedinical and qality assuranx
requirnts will address the col of design interfaces by
definirg ERomum-participant tecmical work spes ad
establishing requirmnts for info tion exdare between OM,
the project Offices, and other E!RM.

3.1.5 mqxrter SoftWare

O 4M is not directly involved in performix design activities
that require the use of =puter software. Design activities
necessitating use of cmqxzter software will be coducted by
OCRnM-anaged and Project Office-managed E participants.
Provisis in the CIAR for controlling =Vpter software will be
reflected in PROGRM-participants' tehnical and quality
aSSUrance rirets.
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3.1.6 Readiness Reviews for Design Activities

Readiness reviews will be corduoted prior to the start of a
oritical design activity, such as ollec of site
daracterization data, zodel develpment, or various design
pihases- Readiness reviews are performed to ocnfirm, as a

inimum, the following elements:

(a) Required vystes engineerirq aproach to design deve1xmaent
has been factored into design scdules aid related planing
docments.

(b) Alicable regulatory re, d, standards, and
qyality levels have been identified. Ipletirg line
Pr cedures, and pVIrm dooents reflect these regaired
design iTputs.

(c) Design responsibilities and interfaces are defined in
pr i dres and prlrement donts.

(d) Procedures discuss r e for in-prcess and second
level design reviews. Design sedules identify milestone
design reviews.

(e) P oedues exist for baselining design documents ad
trolling subsequent danes.

3.1.7 Design Verification

7he adequacy of tecnical docents will be verified prior to
approval and issuance for use. Itdividuals assigned to review
tedmical dotents may suppement reviews with alternate
calculatiors to verify the orrectness of original calculations
or qualification tests to de sate the adequacy of the design
under the most adverse design cocditions or both. Technical
d ent reviews will be performed by one r re qualified
individuals not involved in the performa of the original
design. Reviews will be omActed in acxrdan with written
procedImes.

Fr the geologic repository, it may be necessary to carduct the
design verification through the use of a peer review. Peer
review will be used when the metiods that were used were beytid
the state of the art and the adequacy of inforation or the
suitability of procedures and methods cannot be otherwise
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established through tests, alternate caloalatiars, or reference
to established standards. r reviews will be performed in
a dace with the guidance provided in NtW-1297, Peer Review
for the HiM tvel Waste Re ositries Generic Tedmical Position,
February 29, 1988 as provided in the a^pile .

3.1.8 Se -lvel Design Revi s

ONM will periodically verify design d mnts prepared by
OC- or Project Office-managed EM participants hrh the
use of second-level design reviews. These seond-level design
reviews may be 1rducted as tedinical dotumrat reviews, as
milestone reviews, or as peer reviews. Peer reviews will be
perfmed in accordance with the guidance provided in 1UE-1297,
Peer Review for the Hicth-Ievel Waste Repositories Generic
Teical Position, February 29, 1988 as provided in the
applicable QAP.

Tecinical management will periodiy select key design
doamnents for review to verify tednical adequacy and gauge the
effectiveness of Pramm-paticipant design control measres.
Document reviews may be performed on IRXci-participant
dooients at any point in the design process.

Teinical management will apoint a review team to verify the
tedical adequacy of the overall design at key milestones in the
design process. Design schedules will idicate when milestone
reviews are to be performed ard will identify uthr the review
is to be performed by OaW or the cognizant Project Office.
Reviews will be perfored on a representative sauple of campleted
docnents Knt previausly subjected to secord-level review. he
review will evaluate hether the overall design includiM
interfaces is proceedi in a rdaxe with governirq SEPs.
Reports of milestone reviews will be sent to e riate levels
of managnt within OCFM, the Project Offices, and other
cognizant E participats.

3.1.9 Design Change Cotrol

Canges to OM -originated design doouments will be justified
ard processed usirg the same methods aplied to the preparation
of the original dooient. Charqes will be reviewed ad roved
by the organizations who reviewed and aproved the original
design doument.

7he irpact of design dkarjes on procedures and trainirg will be
evaluated. he changes will be c unicated to all affected
grs or iviuals.
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3.1.10 Design ELr ai Design Defiiency Mtrl

Erors ad deficiencies in approved design documents generated by
O4 and design infomati used by OaM will be controlled
and resolved in acoordance with Section 16. Ihe ifpact of suc
design document deficiencies on work previosly performed usirx
the affected docrient will be evaluated arrd crrective easures,
if aexssary, are applied.

Design deficiencies identified durlIM seod-level reviews will
be reported separately frm editorial or ministrative
cmnts. Design deficiency reports will be sent to cognizant

tm-participant for a or action in
aIIordance with the design deficieny stem of the ROGRPM
participants. Design deficiencies will be tracked by EXN
participants until disposition has been assigned, approved, and
ialemented. Deficiencies that represent significant coiditions
adverse to quality will be dand controlled in
a darno with Section 16.

3.1. Applicable Quality Assurance Procedures

Ihe planned O0 quality assurance administrative procedures
that wil be applicable to OCR's design control activities
are:

QAAP-3.1 Tedbniml Document Review
QAAP-3.2 Design Review
QAAP-3.3 Pr Review
QW-3.4 Onfiguration Management
QAAP-3.5 of Techical Doments
OAAP-16.1 Orective Action
QAAP-16.3 Resolution of Differirq Technical Cpinicns

3.2 OflE EOG PGRAA

Project Offices ad othE RORaM will iplement design
control easures as p ibed in eir C. PRMs. he proisions
established will be in ccxplianoe with the OAR. OM and the Project
Offices will nitor the design control easures of the EWGFM
participants through the use of :sets audits, and surveillances.
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4.0 GEEAL

he pr r t of and serviies at each R +Marticipant
organizational level will be acxplished in a rdamx with written
procedwrs 7hese pocedures will describe the. pr ss by ich
proI .1rnt plannirn is accplished as wel as the process by idh
pr m en t docnts and revisions are prepared, reviewed, ared,
and controlled. he involvent of the qpality assuar staff in the
promreent doent process will also be described.

h.s Section desibes rovisions established by OOaM to hiplement
pr:rment docu.nx t control activities. Pt doment ontrol
activities that are fpleted by other EWMM participants are also
addressed.

4.1 OM OER T DO= IX1T CCt1nM

4.1.1 eumrst D .ent eaa , Revision, Reviw, ad Aproval

OC will establish and implement procedures for the citrol of
proc rexent docments. The procedures will define the methods
and respcnsib lities for ro r plannin and for
preparation, review, aid aproval of proc- rement documents ad
diarqes thereto. Procurement planmir icludes identifyin the
need for a specific item or service, deterudnir the specific
work to be aclished, identifyirM apropriate tedmical aid
quality reairements, and dentifir sources for the work.

Procurement dooz=ents issued for items ad services that affect
quality will cotain, as a indm, the foUowlMr provisions:

(a) Work Scope

,(b) ednical

(c) Suplier quality assrac programi

(d) Acess rights

(e) tt ation re ir

(f) N~nfof=anoe processiM requireents
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(g) Spare ad la parts

(h) Accept zc criteria

Procurement dor.wants are prepared, issued, and contrlled for
oaCm by the Prociremeit ard Assistance Management Diretate.
PRoc~~ree documents aid daes wil be revewed by the Sarve
Evaluation Board zders representinq the arr riate Associate
Directs and the Office of Quality Assurare staff. Reviews
will verify that the prxcrement docuents:

(a) Hav been prepared In ar with alicable prcural

(b) Reflect adequate ad ap riate quality assurance

(c) nclie alicable regulatory, design basis, and related
techical infotion, and that these requ are
correctly stated.

4.1.2 Alicable Quality Assurance minitive R res

The planned oam quality assuranc administrative procedure
applicable to OCM's procurement document cntrol activities is:

QAP4.1 Procrement D=ument Review

4.2 OCR4-NANGED $D -tAeI

Vorally OCa-managed contractors will be regured to develcp and
ioplement quality assurance programs that meet specified sections of the
QAR. Hever, when the se of work or sedule requirements do riot
justify the cost of develrmient or maintenance of a quality assurae
program by contractors, the contractors will work uder OMs quality
assurance program. he tednical and quality assurance requirements
applied to cotactos specify alicable OCEM quality assuramc
administaive pmrodres that will be used by the ctractors.

4.3 OIER O A IC

Project Offices ad other FCGW( participants will lnplernt
procurement dment control activities as prescrbed in their &

1{oaRAM. he provision established w be in cPliance with the
oAR. o~m and the Project Offices will mnitor the proc.rement
doctmint cont=rl easures of the EM participants thrh the use of
assesies, audits, and surveillances.
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in, E CE6 IrE;, AM Mm m

5.0 GAL

Hi)P( activities affecting qrality will be prescribd by, and
controlled in acordance with, instruction, pr ures, and drawrrzs.
P Edures, instructions, and drawings will irclue or reference
aeropriate quantitative or qualitative acceptac criteria for
deteinig that prescribed activities have been satisfactorily
aocczplis hed. Plaming, preparatn, and issuance of instcns,
procedns, and drawings ,will be ao lisd prior to the start of
activities affecting quality.

Ihis Section describes the provisions established by OCEM to control
the performanoe of activities affecting quality. nstruction,
procedure, ard drawing activities that are iplemnted by other AM
pazticpants are also addressed.

5.1 OOM DDC M AND MMWMM

5.1.1 bantrol

Associate Directors in corjunction with the Director, OQA will
develop a list of instructis and procdr regAred to
prescribe the mthods to be used by Oa managent and staff in
performing activities affecting quality. DelcpMent of
instructions and prcures will be acoplished prior to the
start of activities affec quality.

Procedures are bein developed and irplemented to ensure that the
methods to be used fo perfonance of activities affecting
quality are also pribed in d nt instructions ad
proced. Reqt are also being established to regire
that activities affect quality are performed in acrdance
with these docments.

OaRW does not prepare or control design drawings.

5.1.2 Aplicable Quality Assurance dnistrative Pc

7he planned O0FM quality assurar adinative procedure
aplicable to OaMs trctiS, predures, ad drawings
ctrol is:

QkMI-5.1 Preparation of Quality Assurac Administrative
Rzc~ue
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5.2 0ax EdOGRAM PAYIMCANTS

Project Offices ard other PAM participants wil Irp1ent
instrctions, pedre, and drawins as pin eir (h
D~b. he provisions established will in cupliane with the

CAR. Ol and the Project Offices will manitor the inst.timns,
pro es, ad drawins of the participants hrgh the use of
asess es, audits, ands i s.
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Saam 6

6.0 GENERAL

Eai RAM t will devlcp ard frplement p that
assure that EM documnts affectirq qmality are p revised,
reviewed, approved, ad issued in a prescribed and controlled mnner.

his Section describes the provisions established by 0MNM to cntrol
the prearation, revision, review, approval, and issuane of docnmnts
affectirg quality. Daoxment control activities that are izlemented by
other IGFM rti are also adressed.

6.1 OC DOCUMENT CONIML

6.1.1 Dxcment eparation, Revision, Peiew, ad Approval

Dments that pecify lity reqirements or prescribe
activities affecting quality will be prepared; revised; reviewed
for adaegacy, o plets, ad correctness; approved; and
released for issuance ad distriton in aocrdare with
written procedures. P dres for the preparation and revision
of plans, anuals, p, i c s, reports, and other
doments will adress, as a minim=, the followig reimn:

(a) Identificatio of the idividuals or organizatis
responsible for the preparation, revision, review, approval,
and release of the doument

(b) Pview of douments affecting quality by idividuals or
organizational elements with responsibility for
1zuemnttion

(c) Review of domnts affectir qality by irdivials other
than the preparer of the document.

(d) Aes by reviewing o nizatios to pertinent bac:grord
data or infoation to assure a cplete review

(e) Resolution of review cments for whidh resolutions are
a-sidered madatozy by the reviewing organization prior to
approval and issuance of the docment. Review cments ad
resolutions are to be d ntd and mintaied in ardanoe
with approvel p n1urIs
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6.1.2 Issu arxi Di i

Dxzment issuance ard d ean will be cont rolled to assure
that correct, alicable, and arrent donents are available to
the personn performing prescribed activities prior to
casewq work and at the location where wv1r is perfomed.
Dxca.nent cotrol procedures will include the following
provisions:

(a) aIntictn and marking of dooueints iludinj doummits
relasd prior to orple of the aroval process

(b) Haitenance of dooument dtriho Lists

(c) Harkidr or removal of dsolete or documents

(d) Maintenance of an index giving revision status for docments

6.1.3 ed Dcmxts

(a) Provisi for coixtrolled d=oc.mnts will inclue:

(1) Identification ard maring of docaments inclusd
docuents released prior to completion of the aproval
process

(2) Use of receipt acJ10=wedgement docent tn al
form

(3) Ma insnax of centrolled-dOCUment distribxtion lists

(4) Marking, remal, or destruction of bsolete or
superseded cntrolled do6.ments

(5) Haintetnae of an index giving revision status for
controlled docments controlled docent list)

(b) Qitrolled doczient recipients will be responsible for
acowledging document ct, assuring that the latest
authorized documents are in use, and marking, destroying, or
returning obsolete or ed dcuments.

(C) Otrolled documents that are considered FOGRM baseline
documents will be hardled in a manner consistent with the
requirements in DOE/EW-0068, bBaseline 
E<bo (OGB-S) ard DE/R-OO83, SOaram chane Qontrol

. These controlled docments will be listed in the
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"OR Baseline Reister." 7he "OGR Baseline Register" will be
issued as dianges or revsions or to assist rec-piet s in
iaintalnin xLo-date files. Dcmnt recipients will be
resonsible for assurig that oay the latest baseline
dants are used and that *solete or ersd doxmnts
are so identified, destrWye, or returned.

6.1.4 plicable Quality Assuran inistive P n

7he planned Oa quality assuranc admistrative procedur
amplicable to OaWMs doctment cotrol activities is:

QV6P-6.1 OCtrolled Domnts

6.2 OIHER ROGVAM PAiICAN

Project Offices ad other M patcipants will rplement doent
control activities as prescr in their M FROMM. Wie proisins
established will be in czplianre with the QAR. O and the Project
Offices will mnitor the doosment control measures of the ERX
participants throh the use of assments, audits, ad suaveillazcs.
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So 7

ONTROL OF CaSM 1T AND SERICS

7.0 GENERL

Ead XAM pa t will develcp and izpl t procures that
assure that pardnse items and services are oztrolled to assure
confozm~arc with specified reui e

his Sectihn describes the provisions Bi d by OM to cmitrol
purdiased item ad services. urtas items and services control
activities that are ilemeid by other participants are also
addressed.

7. 1 OCiM CTL OF URJ0S0M ITS AND SEI

7.1.1 OCntrol

Activities to cmntrol purdased items and services will be
established and will be izplemnted y procedures. These
procedures will describe the metiods used to evaluate Project
Offices' and ROA-paticipants' perform s in meeting

GM cbjectives.

OaM delegates prniaement of items to Project Offices and other
O participants. De system for citrol of purdased items

and service inclues:

(a) Procurement plamni 

Picre plannin is ao plished ar d ented as early
as practicable to provide appropriate itrface
oipatibility and to assure a systematic approad to the
p a~nt process.

(b) Supplier selectiun

Source Selection Officials are responsible to solicit bid
offers or proposals as well as to evaluate and select 
s he approriate Associate Director and Director,
OWL participate in the supplier selection process.

(c) Supplier performance evaluation

Methods and criteria for evaluating supplier performance are
mbii ally established by the cognizant Associate Director and
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the Director, OQA. Interfaces with the supplier are
esablihed as necessary to ensure that the perf nce
measrhnt methods are r pite, adequate, and A tom
by eadh involved oganization. he methods used ile
establishment and evaluation of perfonnace dbjectives,
review of supplier's records and oofomance cotrols, and
perforlance of managn assessments audits, surveillances,
and A m .

(d) Splier-generated doknt ontrol

UIken required by pryn-ement dazrnts, supplier' A
}R 2is Will be reviewed and acepted prior to initiation of

activities affected by the quality assrr program.

Eequirements for submittal of documents generated by
sup1iers to OCEM or other PRaM participants for use,
review, approal or are specified in applicable
tednical ard quality assurancereqi s.

(e) 0waaqe control

Oaarqes to purdkased items or services are evaluated in the
same mamer aid with the same criteria as the original
proureent douments.

(f) Acoetance of items and services

Acceptar of plrcased items or services include one or
xore of the folling tedaniqes:

(1) Technical evaluation of the purdased item, data, or
report produced

(2) Surveillance or audit of the supplier or both

(3) Peview of objective evidence of cormance with

(4) Periodic evaluations of each suppliers certifications of
cnfo e by audits, irdepedent tests, peer review, or
other a riate verificati methods to assure that the
certifications are valid and that the proer results are
doozne

(5) Source or receiving inspection or both

(6) Post-installation testir
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7.1.2 Aplicable Quality Assura hinisative Ero s

noie planned OM quality assurane dinistrative rocedures
aplicable to OCa's pzrdased items and services cratrol
activities are:

2AP-2.5 Quality Assurance Dl ment eviw
QAAP-7.1 Cattol of PLxrdhased Items and Services

7.2 OIH ELGAM EmIICI

Project Offices ad other POM participant will iplement purdiased
items and services entl activities as rribed in their QA
PROGA4s. Mie pravisicns established will be in cmpliance with the
QAR. OM and the Project Offices will unitor the purdeased items and
services cmtrol measures of the POGR participants thrugh the use of
assessmets, audits, and surveillances.
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SE1 8

DD~flFILTEIm c nm Q1 x
;, ns, 8h2mCE;

8.0 GERAL

Idenkification and Co.Itrol of materials, parts, n ts, and sales
at ea W articpant rganizatiaa level will be acocaplished
in accrdarc with written po ur. These pwrdrs will describe
the metiods for assuring that only crrect and aocepted materials,
parts, connt, and sasples are used. Iificatios will be
rmintaiz on, or in doments traceable to, the materials, parts,
cxrfonents, ard samPles.

8.1 O0 ED 7CATIG AND CMWDL

7he work associated with icat n cintrl of materials, parts,
srxrjnents, ad samples will be delegated by O0 to Project Offices

and other P particants.

OaC will overview the work of the Project Offices ad othe HFRM
participants to verify their lementation and effectiveness. this
overview include surveillancs and reviews by the COM
01s

8.2 OIM HRGR2M PrIANs

Project Offices and other E particpants iplement material,
parts, onents, ad sanples will control activities as pr ibed in
their ON EOAs. MTe provisions established will be in cmpliao
with the QAR. OK aid the Project Offi will nitwr the materials,
parts, moxents, ad saxples c=ntrol eastres of the PRM
participants thmxp the use of assessnts, audits, and suveillances.
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SEa{ 9

9.0 GEAL

Mhe cntrol of processes at ead E-paticipant oranizaoal
level will be aczpli sW in ac-rdarne with written procdues.
Mese pronedures will descibe the me~iods for assurirg that processes
ard special processes are identified and citolled by qualified
predures ad equipment in acdance with pecified r.

9.1 OCM CO OL OF ERCESSES

lhe work a ated with c.nrol of processes will be delegated by
OCEM to Project Offices ard other ROM .

OCEM will overview the worc of the Project Offices ad other AMM
prti~cip ts to verify tir alementati ard effectiveness, this
overview will ilude audits, surveillanes ad reviews by the 0CRM
09Q.

9.2 oIHER ;Rom PA~IcnPaI

Project Offices and other PRGX participants will iplement process
oantrol activities as prescribed in their F RAM. he provisions
establihed will be in omplianoe with the QAR. 0 and the Project
Offices will mnnitor process catrl measures of the ERAM
participants through the use of ess ts, aits, ad surveillances.
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10.0 GEAL

nspection activities at eac W+Vwticipant organizational level
will be ac iplished In aanoe with written hese
procedures will describe the methods by iAhia nspections that are
required to verify foriam of items and activities to specified
ruimns are plared, exeted, and do=nte.

10.1 O0M INSPECI

Om work associated with inspections will be delegated by OM to
roject Offices and other EGM A i .

OCM will overview the wrk of the Project Offices and other IIRM
participants to verify their frplementation and effectiveness, this
overview will include audits, surveillances anl reviews by the OCWM

10.2 OER PORM PACPAN

Project Offices and other IROGRM participants will iaplemnt ipection
contro activities as presibed in their CA EROMs. he provisions
established will be in ocrpliance with the QAR. OM and the Project
Offices will mcnitor nspection control measures of the M
participants through the use of assesnts, audits, and surveillanc.
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~cK 11

11.0 GENERAL

CQrtzol of test activities at eaih EI-participant nizati l
level will bi aouplishi in rdarc with written prodes.
Ihese proceures will describe the methods for assurng that tests that
are regired to verify cooIarnae of an item to specified .re s,
to destrate that item will perfom satisfactorily in serice, and to
collect data, such as siting or design irpt, are properly planned,
executed, dd, ad evaluated.

11.1 OamT9;ToONRL

7he work aciated with test control will be delegated by Oa to
project Offices and other E rt .

O0RR will overview the work of the Project Offices ad other RGAM
participantsto verify their rplementation and effectiveness. this
overew will include audits, surveilla aid revies by the OCRM
OQA.

11.2 R PRGRAM IA IAN1S

Project Offices and other EM participa wts will liplement test
control activities as presribe in their CA ER M. 7he provisins
established will be in amlianoe with the QAR. O and the Project
Offices will zinitor test control measures of the EM participants
throgh the use of ass ts, audits, ad surveillances.
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CCIN1OL OF HEJR3 AND MM EJIBEHE

12.0 G L

easuring and test equipment ontrol activities at eaci FR F-
paticIdnt organizational level will be aac pished in axrdarc
with written prceres. Mhese procdres will describe the methods by
Iclh tools, gages, irtznents, ad other easrin and test equipment

used for activities affecting quality are ontrolled, calibrated, and
adjusted at specified periods to maintain accracy within necessary
limits.

12.1 OCEM CONTROL OF NESURIM MM T I1Ia

2he work associated with cantrol of measuring and test equipment will be
delegated by OCEW to Project Offices aid other ER)M p.

OaM will overvie the work of the Project Offices and other ER)GM
participants to verify their Jolnentation and effectiveness. this
aveview will include audits, surveillances and reviews by the OOa4
OQA.

12.2 OTlE P M EA

Project Offices aid other M parti will ilement measuring
aid test equipnent ontrol activities as prescrib in their (YL

EROGRUs. he provisions establisfed will be in oiplianoe with the
QR. OI and the Project Offices will mnitor ngasurim aid test
equipment control asures of the PROIGRM participants through the use
of assesnts, audits, ad surMillances.
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SNTR AGEr A

13.0 GA

7he harlirg, storage, and ping of item at eaci FRXWA-participant
organizational level will be acazplished in ardar with written
proceAres. phese procdures wil descrfibe the xethods for assurinq
cntrol of activities associated with hardling, stoage, cleaning,
packging, shl~irn, ad preservation of items to prevent damage or loss
and to minimize det tio.

13.1 C HNDUM, STAGE, AND SHIPP3

7he work associated with handling, strage, and ipping will be
delegated by 0W to Project Offices and other H M particis.

0RW will enriw the work of the Project Offices and othEr SM
participants to verify their irplementation and effectiveness. this
overview will include audits, surveillances axd reviews by the O
0Qs.

13.2 0:;K PRG AE II

Froject Offices and other W particants will iplement hardlirg,
storage, and shipirx cntrol activities as prescribed in their 5>

EG . Ihe provisions established will be in cwpliance with the
QAR. OCRM aid the Project Offices will monitor handlirx, storage, and
shpping control masures of the PROGRAM parti through the use of
asessmets, audits, aid surveillances.
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RQI 14

14.0 GENERAL

nspecion, test and ceratin status activities at each GM-
paxticipant organizational level will be a pled in acordare
withi written prcedres. These procedures will d ethe methods
used to identif the status of ipectind test activities to assure
that realnied inspti and tests are perfo and to assure that
items that have not passed the rexired c nd tests are not
inadvertently installed, used, or cperated.

14.1 OCM DWEC lS TEST, AND OPMMM STTW

Thle work associated with inp cn, test, ad ceai status will1 be
delegated by O0F to Project Offices and other EROGRM participants.

O5WN will overview the work of the Project Offices and other PRGRAM
participants to verify their i l ntatn and effectiveness. this
overvie will include audits, surveillances and reviews by the O5>W
OM.

14.2 IK E RMMP C31ANS

Project Offices and other ROM pac s will it
inspection, test, ad cperatit status control activities as pressibd
in their M FO . he provisions established will be in cmpliance
with the QAR. OCiM and the Project Offices will mwnitor inspetion,
test, and cperatin status cotrol msasures of the PRORM participants
through the use of asssents, audits, and surveillances.
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SOCTNU 15

amNTL M

15.0 GERAL

Idntifitn and control of nancfomir it will be a ished
in amzrar with writtenm prodes at eadc h art acipant
organizational level. e pr will descibe the oethods used
to identify and c trol ---- i- $item to Prevent inadvertent
istallation or use.

15.1 OCEM COROL OF N N TS

The work associated with identification and cntrol of norfoirm
items will be delegated by OaM to other PM participants because
O0RR4 neither directly pces rzr directly procures hardware items.

OaM will overview the wmkrc of the Project Offices ad other F!0MM
participants to verify their plementation and effectiveness. this
overview will inlude audits, surveillancs and reviews by the OCEM
OCA.

15.2 OHE MOMcM PAR1CIPANTS

Project Offices ad other EMUM participants will iuplement
nstnformance control activities as ibed in their M IOA1s.

The provisions established will be in ompliaoe with the QAR. OCeN
and the Project Offices will ronitor rxforaoe control measures of
the iM participants thruh the use of ess nts, audits, ad
surveillances.
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mOII 16

TfCV AWN

16.0 GEAL

COsrditis adverse to qpality wil be identified and prutly corrected
at each H M-participant oranizational level in aordrance with
written prdes. hese procures will describe the process by wich
significant corditions adverse to quality are identified and evaluated
to determine cause, generic itplications to the GM, corrective
action, ad action to preclude rrrence. Provisions for reportirq
significant corditions adverse to quality to the cognizant Associate
Director and the Director, o will also be prescribed in podures.

this Section describes the prvisions that will be established by OCM
to iplemnt corrective action. Orrective action masures that will be
iplentd by other LRuMarticipant offices are also addressed.

16.1 OR C IVE ACTIO

16.1.1 Cotrol

rrective action activities will be established and will be
iipleted by procedures. The pr r will define the
mthods and responsibilities for the analysis for trends; the
prooessirq, ctrol, ad resolution of deficiencies; ad the
hadling of significant corditions adverse to quality.

16.1.2 Treid Analysis

Infortion desribing the degree of the achievement of quality,
su± as alit reports, surveillanc reports, and other deficiency
and deviation reports identified within, or by, OCM or OCRM-
managed H M participants will be analyzed by O to identify
adverse trends in quality. 0Xm will perform trend analysis in
ardance with written oedures. Adverse trerds will be
evaluated to determine ErLM iact ad corrective action.

16.1.3 Significant iti Adverse to Quality

Qerditios adverse to quality cited within ON will be reported
to the cognizant Associate Directors and the Director, Ok by
usirg a Deficiency Report (DR). e Director, OA will evaluate
deficiencies and will issue a Frrective Action Report (CR) for
any condition adverse to quality that, were it to remain
ucorrected, could adversely affect safety or waste isolation.
2aoznfomancs, deficiencies, and coditions adverse to quality
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identified by OaM personnel at other participants' facilities
will be br:t to the attention of the paand hared
usin the particats rromx or crrective action
System. nizant Division Directors, Branci Chiefs, ard
Project Office managers will be reponsible for deteinnin the
root cause of the corditicn, the generic ipications to the
FRMMw , the corrective action, anl the ac to be taken to
preclude repetition. he determinratis that are made and the
crrective actions that are taken will be d and reported
to the cognizant Associate Directors ad the Director, OL for
revise and assesment. he Director, OQ7X will be responsible for
verification of the iple ation and cipletion of corrective
action by ignatory rrence n the corrective action report.

16.1.4 Applicable Quality Assurance mbinistrative res

The planned OCM qaality assurame strative procdures
a~plicable to OM's rrective action control activities are:

QSAP-16.1 Orrective Action
QAP-16.3 Resolution of Differing Tecfnical pinions
QO P-16.4 Resolution of Issues Inolvir Quality
QAP-16.5 Irrovement of Quality

16.2 OHER FROMM PAICIPANTS

Project Offices ad other PEOM participants wil iplement corrective
action catrol activities as p bed in their Q& ERRAs. The
provisions established will be in coapliance with the QAR. OaM and
the Project Offices will manitor corrective action control Measures of
the [ROGRM participants throgh the use of aessents, audits, ad
Suacillarles.
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gm= =JO RED6

17.0 GEAL

7he quality assuance () records progrm actiVities for fte EAM
will be aco lished in ardance with written pr es. hese
pocedres will describe the -iteg-ated set of activities fo creating,
identifyir, czllectig, Lcntrolln, processing, organizing,
distriitg, stor, presrvi, retrieving, and disposing of OGRPM
Q Reords.

Specific records management program r e for all .AM
ic are delineated in DOEW-0194, Records anaqement Policies

This section describes the provisins that will be established by OaiM
to iplement QA Records program activities. QA Reords program
activities that will be ibpemented by oth M parcipants are
also addressed.

17.1 OCM Q RIJEc SYSIE

17.1.1 Q& Records

The A Records system will be a subset of the overall
ROGRM records system. omc will retain

responsibility for the total Q Records system utile delegat
work associated with certain functions to the Project Offices and
other p M t tS.

Reqpirements for the P M records magnt system are
delineated in OE/1-0194, Reords Mnapement Folicies and
RecMnts. These policies are developed by the Office of
Progr Adm inistration ard Resaurces Management (0AT" and
provide for the apleation a ci ontrol of Q& Remrds. he

ufonnation Resources Managennt Division within OPAR manages
QA Records for the GRAM. Cntol and aintenanoe of QA
Records is delegated to the records coragenent ontractor for
those QA Records generated or rbived OCR or OM-irianaged
E1M pA rtic i.

QA Records will be generated and uniquely identified in
aardae with written pr s. he unique identification
f Cr QA Records ludes an accession numer (a unique, sequential
ntnber), the designation "Q#, a work breakdan structure (WBS)
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nmber, ad a work package number when a riate. he
qpality-level designation is shwn as part of the QA Record whiere
practical or on Pinarin , t .

, Pecords that are generated or reoeived will be collected,
intified, ad rnsteto the O Cntral Records

Facility. he O0 Cntral Records Facility will process each
record into a central cp rd database and prepare each
record for storage in a rdarc with written procdures.

A cetral reords facility will be establshed for Qh Records in
ardance with the "Records Management Policies and
Reqsair!nts" domment and will izeet the fire ad en
c-ditions specified in the QAR.

17.1.2 Aplicable Quality Assurance Ad nitive Prres

The plamd Oa qjality assurae adiistrtiv pro res
applicable to O4's M Records conrl activities are:

QP-17.1 Rrds Management
W1UP-17.2 Oerresrce 0trol

17.2 OflM [OM C

Project Offices aid other R participants will iple1ent Q& Records
control activities as p ibed in their QA E s. The provisions
established will be in coaplianoe with the QhR. OM and the Project
Offices will mmnitor QA Records control reasunes of the E RM
particints thruh the use of asses s, audits, ad s

EM parti will establish central and local rec.rds
facilities as descr in the OCM "Records Management Policies and
R7eqaiirens" document.

Q Records generated or received by PEG ar s will be
colleted, identified, ad, after processing at the local records
facility,, trazsitted to a oentral records facility for processing into
a a terized database and for storage in acordance with written
PV .
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18.0 GEL

O0EM will establish ard iplement a quality assurance audit program to
provide ir verifiation of the status, adequac, ard
cc iaao and flementation effectiveness of the OCM quality
assurae p ard its elemnts. Intrnal and external audits will
be conlucted. Audits will be performed to determine the degree of
confoinaroe with quality assurane program ret, orIplianoe
with procedual r e , and the effectiveness in adieving quality
assurazr program objectives. Audit planning, scheduling, reparation,
performanoe, reporting, follow-up, ad close-out methods as well as
methods for selection, trainirq, ad qualification of audit personnel
will be addressed.

This Section describes the provisions to be established by OM to
iuplement the quality assura audit program. Audit activities that
are biplemen by other ERM participans are also addressed.

18.1 OC AtDI ERiM

1801.1 Audit Program Lsleientation

PcEure will describe the methods and responsibilities
aplicable to audit activities to determine caplianoe with
reoyirements and to assess the p atic culance ard
rplenmntation effectiveness of OM's and EciMX -participarts'

quality assurane programs. he audit program will include
tecnical and programatic verifications. Ipltaton of
Project Offices' quality assurac program will be audited on at
least a triennial basis to assess ciipliance ard ipltation
effectiveness.

lhe Director, OQA is responsible for the development,
ipleentatin, ard antenae of the OM CA audit program.

18.1.2 Audit Process

Pones for audit activities will address:

(a) Aocplishmmt of the planning and sceclirg of audit
activities to ensure E F-deliverable products an
processes are evaluated ensurate with the portar in
adieving mission objectives ad scheduled ccapletion dates
assigned to the products or processes.
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Internal audits of the plementaticn effectiveness of the
quality assurarc program will be perfoimed at least once eaci
year or at least ne durln the life of the activity
affectinq quality, Mhver is Oter.

(b) Qualification and certifict of audit team I ;zbers ad
certificaton of lead auAitors ificns. udit team
mess orcllectively have the necessary pnm = ti and
tednical expertise in the work bei audited. Ait team
members may be fra the organization whidch was
reqonible for acccuplishing the work beirq audited but they
cannt be the idivi ls o actually perfomed or directly
s rvised the perfornce of the work beirg audited.
Auditor ard lead auditor training ard qualification prograes
are administer by the Director, 001. he Director, OQX
also certifies lead auditors.

(C) Accplisment of audit preparaticn activities under the
icn of a designated audit team leader who is a

certified lead auditor and n rdep of having direct
responsibility for the work beirq audited. he audit team
leader is elected by the Director, OL. eparation
activities include the a lation of reference materials;
goVenqdn quality assurance program documents; and audit,
managednt assessment, ad surveillance records for the
audit. hese activities also include an evaluation of audit
team meaber orientation needs anid the development of
orientation materials or presentations. Materials that are
needed for ccxducting the audit are developed during the
audit preparation phase and include an audit plan, an audit
notification letter, and a written checklist or procedure.

(d) Corduct of audits in aocordance with written prceduIres and
checklists. Audit team members perform docmient reviews,
interviews, and other activities described in the audit
checklist under the direction of the audit team leader.
Audit team members regularly ommunicate 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 manner. Regular
disoasions with the audited organization's representatives
are held to disoass the status of audit activities and to
prcawte effective o.micatins between auditor and auditee.
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he spe of each audit will be based on an evaluation of the
activities to be audited. qhe evaluation will consider:

(1) Results of previaus internal audits

(2) Results of previas extrinsic audits

(3) Ipact of significant daes in pesnel, oganizatio,
or quality assance prmgram

7he sope of an audit ray inlude verification of product
quality and technical adequacy of work being dane as well as
Frogrmatic iae and frplementation effectiveness.
Prnnel with apriate te il k ledge are assigned
as audit team mebers to evaluate the technical aspects of
processes and the aoceptability of the quality of produts
resulting fro the processes. chnical are
selected for audit verification frm the governing technical
ruiremets docments ard are included in audit hedklists.

Potential audit deficiencies are discussed within the audit
team arid are formalized into fidings ard dservations by the
audit team leader. Results of the audit are presented to the
audited o za is resentatives by the audit team
leader (and team mmbers) in a postaudit conference to
cmplete the audit crduct phase.

(e) Analysis by the OQA of data frm the performanc of the audit
ard doentation of the results in a report containing an
executive srmary, findings, csevations, audit activity
sunary, a particiants list, and ccmments. Reports are
trasmit to the audited organization for review,
assessment, ard rpriate action with copies diti ted to
the audit team meibers; the Director, OCM; Director, OQA;
Associate Directors; ard cognizant (that is, responsible for
audited areas) division, branch, Project Office, and
contractor managers. In addition, ies will be provided to
the MC and the State of Nevada. Audit team leaders generate
audit reports with data that is rested. fraa audit team
rMmers. le Director, O approves audit reports prior to
transmittal ard distrlhtin. Findings ard cbservatins
reglire responses fsm audited organization-designated
representatives with specified action dates.

(f) Review of audit responses by the cognizant Associate
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Directors, the Director, O,, and the assigned audit team
leader to detemi:

(1) dequacy of rot cause deeninatius

(2) Aceptability of ective action zmnitments for the
deficient (and similar) omxiticns (past and present)

(3) Aceptability of amitted actions to preclude
recrrence of the deficient cditios

(4) Aduacy of the deficiency ipact evaluation on the data
or work performed and the generic ilications on the

(5) Aptability of an izplenentation and czpletion
schedule for corrective and preventive action (to
preclude recurrence)

(6) Appropriateness of corretive action responsibility
assints

(g) Qtrduct of follaw-p actions by assigned O4 personnel utio
are under the direction of the Director, O to verify
satisfactory iplementation of coiective ad preventive
actions that were taken to resolve audit firdirs and
cbservations. D X v verificatim of corrective and
preventive action iplementation is doc.eted to suTort
close-ct of eadi finding and dbservation.

18.1.3 Eternal Audits

7he follcwing anplifies the program as applied to external
auits:

(a) After award of the contract ard based on the detertion of
the quality classification of ead item or service to be
prored, the need for external audits will be evaluated. A
determination may be made that external audits are not
necessary for pr irnq items that are (a) relatively sinple
and stardard in design, manufacturing, a testing or (b)
adaptable to stardard or autonated i tiW or tests of
the end product to verify quality characteristice after
delivery. The rationale for not performing an external audit
will be dxiet.

(b) We external audits are determined to be rcessary, audits
of supliers' qality assurarc prograns will be conducted on
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at least a triennial basis. External audits of the
Supliers' qUality assuran~e Program ry be performed by a
third party for n partints. he triennial period
begins when an audit is performed. Mhe need fo rre
frequent external audits of a supplier will be evaluated when
major cares to contract scoe or work etdo occurs.
Preaward surveys may serve as the first triennial audit if
the sce and cr t of the preaward is similar to the scpe
and conduct of the other triennial audits.

(c) Audits amrduted en a sLi lier by an external organdzation
for the P A pr t or for a grop of purdasers that
includes the parti nt are an eptable
alternative to a mLfpai t muted audit provided
that the scoe of the audit meets the needs of the M
and the audit report is provided to the PM partiipant.
The O Ar nt remains responsible for the a y
of these audits.

(d) Anal evaluations of supliers will be performed or
arranged for. Evaluations will be do= n. ¶hese
evaluations will assess:

(1) Supplier-furnished documents and recods

(2) Previoas verification results

(3) Suplier's ceratirg experience with identical or similar
products provided to others

(4) Bctrinsic verification results such as audits by the
custaer, ASE, or NRC

18.1.4 Aplicable Quality Assurane imlnistrative P

The planned O0 quality assur dministtive pr res
arplicable to OCE's QA audit activities are:

QAP-6.1 ertificaticn of udit Personel
QUAP-18.2 Audit Program

18.2 OE PROGRAM PA~aICIPANBS

Project Offices and other EFIR A participants will hpleient audit
activities as p b i in their CA EffMs. -he provisions
established will be in oaqplianoe with the QAR. OCEM and the Project
Offices will mnitor audit control measures of the participants
throgh the use of assesnts, audits, and sureillances.
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