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Understand the Seurce ofithe SN WIRPER
QATReEqUILEMENTS.

Define Basic @ATReEqUIFEMENTS.

Define OATROIES and ReESpEnSIPIItIES for
Vianagers, Staii;, and the @A lieam.

Review NPsS.
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Quality:-"lihe conditionrachievediwhnen an
ILEM, SEIVICE Ol PIIOCESS MEELS O EXCEEAS
the USerrs reguirements and expectations:

Quality;/Assurance = Allithese actions that
proevide confidence that: gquality IS achieved
Ol EXISTS.
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40 CFR 191 40 CFR 194.22

NQA-1
Q. NQA-2 Part 2.7 NQA-3 NUREG 1297
(Basic QA (Software QA) (Scientific Data) (Peer Review)
Requirements)
CBFO QAPD
SNL WIPP
QA Program

Other Regulatory Requirement Documents Include: 10 CFR 830.120, 10 CFR Part 71
and 21, NM 48901 39088, and NRC Certificates 9212, 9218, 9279, 9204.
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Code offFederal’Regulations (CER)

s 40/ CER Part 191 — ERPA 1985, 1998 amended
reguires thatiallWIRPR participants have a QA
pPregram.

s 4A0/CERParnt 194 — ERPA996; 1998 amended
describes the QA reguirementsineeded torcomply.
WIth 40/ CERM91 and INCorporates by reference the
reguirements 6fiN@A=1;, NQA=2 Part: 2.7 and NQA=s:
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Carishad FieldrOffice (CBEO) @uality
AssUrance Programbecument (QARD)
estaplishes and describes a @A pregram that
MEEtS the requirements 0 400CER 191 anad
194,

CBEFO QAPDapplies teallWIPP pregram
participants. SNIT SEnRVeEs as the SCIENGE
Advisorferthe WIPR pregram.
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Basic QA

Requirements
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QUuUality/Istevernyone s responsibiity:
Workewillfveplanned, documentedand
PEfGHMEA UNder contrelled conditions.

Waorkewillfbeperiecdically assessed to
estaplishhwerkitems guality/and preCESS
EffECTIVENESS.

ProCESS IMProveEMENtIS continuous:
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e GPJECTIVE
LG Effectively,

ofithe SN WIPP. QATRPregramiis
satsty @A reguirements Impoesed

by the CEEO OAPD:

By iImplement
ORJECTIVE EVIC
[goereusiyiim

g QA We are able to provide
ENCE thati U pregramiis
plementing seund scientific

PrACLICES, Wit

1 gualified staff; and producing

deftensible results.
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NQA=11ncludes eighteen basiGC requirements (BR).

SIXteen ofithe eighteenrapply te the WorkeSNL
PErforms o the WIRPP Project:

BR | iitle BR [itle
1 @rganization 10" | Inspection
2 Quality,/Assurance Program 19 | Test Control

12" | Control oriMeasuring andest Equipment

Procurement DocumentiControl 138" | Handling, Sterage; and Shipping

Instructions; Procedures and Drawings

[Document Control 15" | Control efiNenconterming ltems

ControliofiPurchased ltems and Services 16 Corrective Action

ldentification’and Control of ltems 1% | Quality/Assurance Records

O || N O |01 ]| D>

Control ofi Processes 18" [ Audits
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NQ@A=1 Management:
BR . s Defines policies and ehjectives.

Organization: | EStablishes andicommunicatesiexpectations forquality.
andcontualimprovement.

o |dentifies and allecates resources to achieve
EXPECctation.

s Specifies reles; responsibilities and autherties:

o Ensures NQATprinciples are understood, accepted and
fellowed.

Quality, O WorkiIs:

o Achievediand mamntained by these perferming the works

s Verniied by those not directly respensiblefor perorming
the work:

Relates to:
NP 1-1, @rganization and QA Program
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NQ@QA=1.
BR 2
QA RProgram

Ensures activities affecting guality are controlled.

ENSUreS pPEOPIE are Competent tor pEroRmM thelr,
assigned guality-arfecting Works

EnNsSures training 1S previded torachieve and
maintainworker proficiency and gualifications.

ASSESS the QA program terensure effective
Implementation.

Relates to;
NP 1-15- @rganization and @A Program
NP 21 @ualification and ilraining
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NOA=1 ltems and SEVICES are purchased, acceptediand
BRA4&. 7 controlled to'Specified reguirements.
i ltems areinspected toVen iy confermance to
2 SPECITied requIirements;
Relates to;
NP 4=15 Procurement
NOA-1 Activities alfecting quality;areplannedand
BR 5 controelled:
: AChivities are performedin accordance with
INSLHUCLIONS; prescribediprocedures:
procedures and
drawings Relates to:
NP 5-1; Implementing Procedures
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NOA-1
BR 6

DoecUument
@lo)plife)

[DecUments that: specify, guality reguirements are
developed;identified and contrelledin
accordance with'sSpecifiedreguirements.

[DecUmMEnts; INcluding changes to; deCUMmEents, are
reviewed 1o adequacy, and approved forrelease.

Relates to:
NP 6-1, Document Review ProCess
NP 6-2, Document Contrel'Process
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NOA-1
BRS

ldentification
and Control of
ltems

ltemswill'berdentified te assure only, correctiand
accepteditems are usediorinstalled:

ldentification Willlbe maintained on the items orin
documents traceable to the items, or Inta manner,
that assures identification’is maintained.

Relates to;

NP4=1"" Procurement

NP 210 ControliofiMeasunng and lest Equipment
NP 181 " ControllofiSamples and Standards

NP 2025 Scientific NotelbGoks
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NQAL Processes affecting|quality ofiitems| or SeVices
BR 9 willfbercontrolled.

Control of

Processes RElates to:

NP4-1 Procurement
NPO=1 S AnalySes
NP 9-2, Parameters
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N@A=1
BR 4.
Jest Control

ESTS 1O VENTY CONTONManCe Ofi an Iitem or.
COMpPUteEr proegram to Specified reguirements; and
10, Show satisfactony perormance foerserwvice will
pE plannediandiexecuted.

Characteristics to be tested and the methods used
to testwillfbe specified;

lestresults willtbe decumented; and conformance
to)acceptance criterawillfbeevaluated,

REelates to;
NPO=10" Seftware RequIrements
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NOA-1
BR 12

controlof
\Vieasuring and
Jlest Equipment

Vieasuring anditestreguipment(M&IE) Used oy,
activitiesratfecting guality are controlledito
SPECIfied accuracy reguirements.

VI&E are calibratedior adjusted, at prescribed
intervals; te:maintain accuracy.

VI&IE are properlyhandled andistored 1o
maintain accuracy.:

ltems; are suitably: marked torimndicate calibration
Status:

Relates to:
NP 12-1" ControliefiMeasurngland lest Equipment
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NOA-1
BR 13

Handling,
Stoerage and
Shipping

ltems aredentified and contrellediduring
Shipping; handling;installationier use te assure
theirrguality;andipreventdamage, |6Ss or
deteroration.

ltems willfbe marked orlabeled tendicate the
needifor special environments o special
controls:

Relates 1o;
NPHS-1 Control ofriSample and Standards
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NOA-1
BR 15

Control or
Nenconferming
ltems

ltems that de net:confoerm te specified
reguirementsiwillfbe controlled it prevent
inadvertentuse orinstallation:

Contrels willfprovidefoeridentfication,
decumentation; evaluation, Ssegregation (When
practical) and dispoesition.

RElates to;
NP 16-1, Corrective Action
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NQA=1 Conditions adverse to guality are promptly
BR 16 ldentified.

Condittens adverseito guality are controlliedrand
COITECted 1O preventirecurrence and reviewed for;
lessons learned:

Corrective
Action

Definitions:

ConditientAdverseito Quality'/—an alliinclusive term
USEd 1N reference to fallures, malfunctions,
AENCIENCIES, dETECLIVE ItEMS; and noen-:
CONfEHManGes.

Corrective ACtion = measures taken to rectity
conditions adversetoe guality:

Relates to:
NP 16-1, Corrective Action
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N@A=1 QATRECOrdsiare thoSe records thatfurnish
BR 17 evidence Zf guality: % P
QA'RECOrAS are specified; prepared an
RECOTOS maintainea.
QATRecordsTmustibe legible; identifiable; and
retrievable:

QATRECOrds are protected against damage;
deternoration 6 16Ss:

Relates to:
NP 17-1, Records
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NOA-1
BR 18
Ntfeljes

Assessmentswilllbe perfermed to Verify.
compliance with all’'aspects ofithe @A Program:

Assessmentswill'determine @AProgram
effecliVeness.

AsSsessments are perfermed by gualified
pPeErsennel; i accordance with precedures or,
checklists.

Assessment resultstare reported torManagement.

Relates to:
NP 18-1, Audits and Survelllances
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N@A=2 Software development shall'proceediin atraceable;
Part 2.7 plannediandierdernly manner.

ihe software life-cycle phases are:

m Reguirements Phase — durng this phase the reguirements
the software must satisty are specified; and a plan oy,
verification andvalidation'is created:

m DesigniPhase —duringithisiphase adesign; based on the
requirements; 1S develeped; documentedand reviewed.

a Implementation’ Phase — during this phase the designis
transiated inte’a programminglanguage; andistanalyzed to
identity’and/ CorrEeCt erfors.

m lesting Phase —duringithisiphase the design as
ImplementediisieExXerciSed using test.cases. Ihetesting
phase willfassure the software prodUCeS Correct resultsior,
the test.cases.

m [nstallation and ' Checkout Phase — during this phase the

Ssoftware becomes part ofia system and willf'undergo testing
to verify the software performs correctly on the system.




= |
I'I

[
e

o B
|

2

. Sandia National Laboratories

N@A=2
Pant 2.7
continued

m Operations and:Maintenance Phase —durng this phase
the activities include correction ofilatent errorsi(change
CoONtrel); rESPENSE LG NEW OF reVviSed reguirements, and
LESPONSE o changes In the eperating envirenment. All
modificatienswillibe decumented, approved; Verifiedand
validated; andcontrolled.

a Retirement Phase — durng this phase the supportforthe
Sseftware Is terminatediandiuse ofithe selitWware s
prevented.
Software Verificationrand Validation' (V&\V)rensure the
Ssoftware adeguatelyrandicorrectly perfernms all
intendediiunctions and deeS NOL PERfGrM any.
unintended functions:

Software V&Vactivities must be plannedand
documented.

Software V&Vactvities must be perfermed by
PENSONS other than those Whoe designed the software.
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NO@A-2
Part 2.7
continued

Changes tosoftware must be documented,
evaluated, andrappreved. Changes mustibe
approprately reflected inithe seftware
documentation.

Attermal system o reporting/and correcting
Software problems mustibe established:

Relates 1o;
NP 19-1 Seftware ReqUIrEMENts
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N[@)A=E Basic requirements ofi NQA=1 apply:
BR1-18 fhefoellowingadditiens; amplifications, and
modifications apply:

NOA-3 AChiVIties torCollect scientific and technical
BR 2 infermation mustibe planned; including:

mdentification ofithe data to be collected and analyzed.

s [dentification efitechnicaliand guality.
Standards/criteria.

s dentification ofifield andlaboratory testing
equipment.

s [dentification efimethoeds/procedures forsampling,
testingrand analysis activities.

m identification ofiguality, assurance records.

Relates to:
NP O=1 Analyses; NP 20-1;, Test Plans; and
NP 20-2, Scientific Notebooks
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NOA=3 Scientific investigations must be defined;
BR 3 controlled; verified and decumented.

Variables alfecting Scientificinvestigations must
pemeasurediand controlled.

[Development activities te establish new methods
O procedures mustibe documented, and the
results reviewed 1o adeguacy, and approved
pPrior tomplementation.

[Data that:were net collected under a @A proegram
must be gualified Before use.

Peerreviews must be perfermediwhen the
adeguacy; efimiermaton o methods cannot
othernwise beestablishied.

Relates to:
NP O=1,Analyses; NP 20-1, Test Plans; and
NP 20-2, Scientific Notebooks
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NQA-3
BR S

Samples shalllbe identifiedland controlledin a
manner consistent with therzintended use.

ldentification Sy stems mustiassure documented
traceability;ofisamples rom thennitial 'seurce,
threugh final*'dispesition.

Archive samplestmustbe mantainedfirom
difficultterepeat: sample collection activities,
suchiasprincipal berencles.

Relates to:
NP 138-15 @ontrollofiSamples and Standards
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NOQA-3 Irend analysiswilllbe conducted teidentify;
BR 16 evaluate and correctitrends significantito guality:

Significant guality;preblems shallibe identified;
the reet cause determined; reporiedand
COIrected. Impactite:completed woerkimust alse
e determined.

Quality, problems thatiare recurning must be
evaluated to developran understanding efithe
eventileading te the occUrrence; the technical and
Workiactivitiesrassociated withithe preblem; Its
Implications; and/the effecCtiVENESS O COIECHIVE
actions taken.

Relates to:
NP 16-1, Corrective Action
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NQA-5 lheauditprogram mustinclude audits ofia
BR 18 technical nature.

Auditer mustihave the approepriate technical
EXPENISE G EXPEREnNCEIn the woerkibemg audited:

Relates to:
NPA8-15 Audits and Survelllances
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Effective implementation efithe SNIE QA
program s dependent.onithe efforts at all
levelS efithe erganization: IINerefere; those
organizations erindividuals that have been
assigned respensipility for PEOHMINgG the
WorKeare responsiplefor achievingand
maintaining guality:




e

RESPONSIBLE AND ACCOUNTABLE FOR ALL ASPECTS OF

\ ORGANIZATION, DIRECTION, CONTROL, AND SUPPORT Yy

MANAGERS h

QUALITY OF PERFORMANCE, INCLUDING PLANNING,

QA TEAM

RESPONSIBLE FOR EVALUATING EFFECTIVENESS TO
ACHIEVE QUALITY OF PERFORMANCE, IDENTIFY
DEFICIENCIES, AND ENSURE CORRECTIONS Y
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VManagementis responsiple for defining
guality, developingrappreprate plans to
attain gquality, and 'supperting the staff
INpUrsUIt e guality:
Accomplishiactivities Intaccordance
Withi the SNIEWIPP @A procedures.

EnSure stalfiare adeguately trained
(technicallandf @A) te PEfOrM actiVItieES
Infaccordance withithe SNIEWIPP @A

PrOCEWUrES.

[FOSTEr an environment that: EncCourages
continueus Imprevement.

%

-;
-
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Adhere to SNIEWIPR @A PIeCEAUNES fOr
WOIK PEROHMED.

Promptiy report-alliexisting, developing .*‘
ol petentiallconditions advVerse o

guality;termanagement.

Quality;achievementis the *
respoensIIIty efiftheSe perferming the *ll

EXErcise the authoerty 1o stoep
Unsatistacton/ Work:
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RESPONSIPIEToR VENyINng the
achievementoefiguality inithe
Implementation ofithe SNIEWIPPTOA

pregram.

ASSISt:managementand stali;with
guality;planning; decumentation, and
preplemiidentification and reselution:.

-

Conduct @A asSeSSIments.

Ensure the SNIEWIPRP @A PIGCEAUNES
Implement the provisions ofithe CBEO
QAPD.







|
[
P

1 | Rt |l [ U ~ L oy by e
1+ 'Sandia National Laboratories

There are two types of procedures in the SNL
WIPP QA Program. Nuclear Waste Management
Procedures (NPs) and Activity/Project Specific
Procedures (SPs). Both are controlled
documents.

Both are grouped by NQA element.

NPs are the highest level procedure, and apply
to all SNL WIPP activities.

SPs are the lowest level procedure, and apply
to a specific activity.

e



1dia National Laboratories

Analysis Plans (ARs) and liest: RPlans (ikPs) —
Pescribe particularanalytical and scientific
actiVities i greater. detail; descrbe
corresponding guality reguirements, anad
apprepriate Mmerneds o pPreducing GRJECTIVE
evidence. APs andiiPs are controlled
decuUments.
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s

AnalysistPlans arewntten unders NP-9-1..
s DESCrke and ensure decumentation i SPECITIC
analysis:

a Organize analysis — calculatiens inte:manageanie,
legical CompoenNents.

liest Plans arewrntten under NP 20-1%

s Describeand ensure documentation ofilaberatony
and field activities:

x Organizelaboratery and field Workinto
manageanle, Iogical'components.
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NPH-1"@rganization and QATRPregram

s EStablISHES a Process o approprate management and
guality;control througheut-eur pregram:
eitherbulltmtemdividual proCedures of,

guality levelsicalled outispecificallyin'Sk 1-1-as applied to
procurement grading.

s ldentifies relesrand responsibilities ofiManagement,
Staffiand @A team.

s EStabliSheSs principle that'everyonels responsinlefor:
Achievingrquality in their-works
ldentifying potential/existing conditions adverse to guality:

s Addresses dispute reselution Process.
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NP 2-15- Qualification and Iiraining

EStablishes aprecess e decumenting stafffgualification
(Ferm NP 2=1-1F@ualification and Iraining):

EStabliShes a pProcess O the manager terassign appropriate
trainngite stalif PRIOR TG perdorming guality, affecting
activities:

Vianagement IS responsible forensunng staffrhave
completedrallirassigneditraining RRIORAG performing guality,
affecting activities:

ESstablishes aprocess ferdecumentinginternal @A-related
traiming (Ferm NP 2=1-2raining Record).

EVERYONE IS TESPONSINIE tO'ENSULE:

Iraining called outina iR and/orr ARPIS completed PRIOR TG beginning
WOrK:

Form NP 2-1-1'is updated ' when there IS a change in job ' scope and different
gualifications and skills are required .
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NP-1 Procurementand SPH-1; QA Grading

5 Applies torthe purnchase and acceptance ofiguality
affecting/Items and/SEnVvIiGes.

s EStabliISheS a ProcGess fordetermining the level of
guality/needediintaccondance with the definitions
NSk 4-1.

m EStalbliShes a pProcess forthe application efiguality
[EqUIrEMENtS N Procurementideocuments:

a2 Provides a methoed fordecCUmenting recCeEIpt iNSPECTion
O IteEmMS and SEVICES o ensure reguired guality is
present.

s EStablishes a system to track perfermance of/suppliers.
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SP1-1, QA Grading

a Estaplishesitwoer@uality; Levels o WIPR activitiess @L.-1: and
Q-2

. QL-1 appliesitorthese SN WIRPR activities (Including materials
and senvices) whichrare critical to the guality: efidata which
directly supperts the WIRPP project (€.0:, computer codes used
o Performance Assessment andirepository. modeling; fieldfand
laberatery data collection uUsedin supportiehiregulaterny.
compliance).

m QL-2is assigned to SNIEWIPR activities (Including materials and
SENVICES) Whichiare impertantiterthe guality i datawhich
directly supports the WIPP project (€.9., calibration SEnVIGEs,
testing suppoert services, field and laboratory standards and
chemicals, analytical Services, measuring and test equipment).
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NEPS=1 Implementing; Procedures

. Appliesitorthe development; preparation, review, and
apprevalielif@ATImplementing procedures (NRPs and Sks).

a EStablishestaformatforNPs and SEs;

a EStablishes the reviews and approvals necessany for
ISSUANCE.

a EStaplishesiatnree yearreview cycleforNPs and SPs:

s AUthorIs respensiblefor:

pPrepanng nNEW/revised procedure, and coordinates review:and
approval.

determining training needs, iffany, and'.completes a
Form NP 5-1-1"



. Sandia National Laboratories

[l

NP 6-1, Document: Review: ProGess

a EStablishes the review process o SNEWIPP QA
Precedures; plans; reperts; and other decUments.

a EStablishes requirements o reviews; including technical;
management; and @A eviews.

a EStablishesirequirements o independent* reviewer.

N gualify;asiindependent, atechnical reviewer, must net have
performed, contributed o directed the woerkibeing reviewed'and
MUSTNOL Standite eithergain o be adversely affected by the
results efithe Workierithe sUCCEeSS | ofithe reviewed document.
s Addresses resolutioniefireview: comments using the
Decument Review and' Comment (DREC) form,
Form NP 6-1-1.
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NP 6-1, Document Review' ProGess
(Continued)

= Use ofiDRE.

PDREs are optionalifithe reviewer has ne comments ANID
IFtRErEVIEWENS Sighature s incorporatediintoethe
decument.

PDRES Must be usedifithe reviewer has comments.
Commentsimay. be conveyed by liIsting each comment
on the DRE ar by attachingla markup ofithe docCUment to
the DRC.
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NP 6-2, Document: Control ProCess

s EStablISNES a pProCESS 10 eENSUNE thal:COIECt
VErSIonS efidecuments controlling guality,
affecting workaare available for.use Wherne Workis
PEINGIPERferMed;

x EVEryone s responsipleforusing the conrectand
active decUumentin performing activities:

Book k thi b
= AllI'SNLEWIPPControlled Documents iross for futura
are avallaple on-line at: reference!
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NPIO=1 FAnalySes

m [DESCHINES the requirements o defining,
InVestigating, validating, reviewing, and -decumenting
the study ofia System 6 COMpPONENL Gffa System.

x Umbrellaprocedure thattensures defendable results:

m DEsSCrbes thereqguirements forwriting antAnalysis
RIant(AR): " AniapprovedrAR must-be online priorto
startielicalculations.

s Dees netdescrbe how terconductianoratery o fiela
activities or how tergualify either; data or; Seftware.
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NPIO=1FAnalyses (Continued)

x [Hepurpese ofian Analysis Planiis tordefinethe technical
SCOPE;, appreach, metmedoelogy and requirements of,
conduct ofia calculationtercomputational investgation.

x Analysis Plans mustbe designated/as either,
programmatic 61 COmMpPIlIanGe deCISIoN.

= Analysis Plans mustbereviewed and placed under,
deCUMENL CONLLEI PG LG the stant i WorkKs

x Detallsifor package reguirements roundin Appendix:B:

s Foranalysistnot executed ontCMS; oW runrcontreliwas
maintained mustbe explained: Electronic copies ofi all
flles needed to reproduce calculations must be provided

(NQ@):
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NP O=2 Parameters

x Appliesito the develepment; decumentation; Contral;
andichanges eliguantitiesrand diStibutiens USed in
the WIRP Parameter: Databhase (the PARPDE)).

a Control ofiparametervValles Serves toimanage the
INterface Between data generation and analysis
activities.

s JUstification and a traceahle SeUrce s reguired for
each parameter approval.

x Examples offacceptablejustificationsiinciude an
Analysis Package, Routine Calculation, Reviewed
Memao.
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NPIO=2; Parameters (Continued)

a Parameter Approval PreGesSS.

e Reguester, determines parametenvalues per NP 91
NP 20-1.; o NP 20-2; dEteErmMINES the parameter,
distrbution (NP9-2); and ' completes the Parameter. Data
Entryform (NPI9=2-1).

Review ofi Parameter: Datal Entry  Eorm), 1ol COITECINESS,
Values must-be from a traceable SeUrce (1.ex, approved
justification):

Upoen approval, the Database Administrator (DBA) enters

the values Iinte the parameter.database (PARPDB).
Parameter, values can then be accessed by PA COJES.
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NPIO=2 Parameters (Continued)

a Parameter Problem Reports (PPR) are issued to
docUmMenta proklem with the parametern value or.
the datarentriy form.

heinnitiater and @QAWIlIfreview the problemireport
e determine iffa Condition Adverse te Quality o an
SignificantCondition AdVverse to Quality, exists. i
SO, a Corrective Action'Reguestwillfbe initiated as
pPEr NPHLG=1., Corrective Action.
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NP 2-1 Contrel offVieasurngrand liest
Equipment
x Applies to the purchase/receiptand use and contrel ol

Mmeasunng devices to ensure datais always collected
with M&E that 1St calibration.

x M&TE accuracy: mustiegual O EXCEEd the accuracy.
reguirements ofithe data collection effort.

. Purchased M&ITE must meet: Specified requirements,
and calipratiocnimust be decumented.

a [Labeling M&TEwithrcalibration status: StiICKerS are
required.

= Impact ol eut-of-telerance conditions s investigated
1o determine validity: ofipreviously collected data.
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NPHS-15 Sample Contiol

m Addresses handling, presenvaton; Cleanings,
snippIng, transter; analysis; Sterage; archiving and
final dispesition efisamples colleECTed or; created by,
anyoenewoerking en\WiPP:

Stalfiareresponsible for following NP 18- when transfering
samplesiromione sample custodian te anoether:

s EnsSures approprate traceability;effchemical
standards.

. Samples mustbe uniguelydaneled:

a Samples mustbe controlledirom time ol collection
until'dispoesition - as stated in'the lest Plan, SP; or
Scientific Notebook.
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NP 16-1., Corrective Action

m DESCHNES thEPreCESS forIdentifying,
documenting, evaluating, contrelling, and
COIrecting conditions adverse to guality, and for.
ENSUNNG continUOUS IMProVEmMEeEnt:

x racks guality/issues fromidentification to
resolution:

a Reguires the'collection andianalysis ofidata
relatingito the perfermance O SPECITIC PrOCESSES,
INIOrAdErRtor MONIter pesItive o negative trends
within'a pregram or system (rend Analysis).
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NP 6-1, Corrective Action (Continued)

a CorrectiverAction Reguest (CAR) (Ferm NP 16-1-1)1S the
documentused tendentify a' Conditicn AGVErSE te: @Quality
(CAQ@)or Significant Condition' Adverse to Quality (SCAQ).

s CARS are usediteordecumentithe fellowingractions:

the deficiencies (deviations fiemirequirements).
the reasoen the deficiencies have oceurred:
the actions taken torcorrect the deviations found (remedial):

the investigative actions taken terdeternmine i ether deviations
existin the population:

the rdentificationiand preventative actions taken to keep related
erssimilar-deficiencies from happening in the future.

communication of deficiencies to:management and the
erganization.
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NP 47-1, RECORAS

the SN WIPP Records Center.

1 QA reconds musthe:
Legible; accurate, andicomplete.
Authenticated (see below).
Submitted tothe LECOrAdS CENTERAs SEON as the recordis
completerandrauthenticated:

x QARecords may be originals (preferred) or COPIES.
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NPH7-15 " ReEcCOrds (Continued)

x AUthentication IS the actiofiattesting thatithe infermation
contained wWithinarecord s accurate; complete; 1Ieginle,
andrappropriate tothe worksaccomplishea:

a henoermal method ofi atuthentication Is o the author: or;
cognizantindividual'tersign erinitial; andidate the
document.

a EIECtroniC records (€S, etc.) can e submitted butwill'be
designated Non=Quality: (IN®) (Use Eermi NP 1v=1-1,
Machine Readable Media).

m Areas o5 pages leftiblankishall’have aline drawn
diagoenally threughithe blank areawith the individual’s
nitials and date.
. e e
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NP 7=15 " RECOrdS (Continued)

s QA Records bosrandbenits

Do make corrections by drawing a singleline-through
the change;, andinitialland date.

Doputafile code onrallirecords (EXCepL fonms):
[De nete the tetal NUMBER BT PAgES ONIthE fIrSt PagE.
Dersubmititwe copies ot allf@ATrecords.

Do noetruse whiteout; highlighter; redinks gel inkipens or.
PENCII oN ecords.
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NP 18-1;, Audits and ' SurVvellances

a Applies te'the planning,; PERGrMING, and reporting of
auditsiand surverlllances; including fellow=up actiVities.

m [DESCHIPES hE ProcCess USed torgualiiyauditers and
technicalispecialists'andithe Certification PreCess for
lead auditers.

s ldentifies activities associated With: preparation,
conducting, reporting andifolliow-up eirauditsrana
survelllances:

s ASssessmentiresults are reported tormanagement of
ASSEeSsSed organizations and other, arfected
organizations.
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NP9-15 Seftware ReqUIEMENts

a Appliesiterallitechnical seftware codes USed Within'the
SNIEWIPR program te assure they, perdonm as designed.

. SNIE software @A Process IS based on the “waterfall®
life-cycle method.

x Eachiphase ofithe life-Cycle requires Verfication.
Verfication IS the Process olidetermining Whether 6 not
e productioiiargiven phase ofithe software
development cyclefulfillstthe reguirements imposediby.
e previous phase(s).

s Key Point: Soeftware needs to he “QUALIEIED* In
accordance with NP 19-1. prior to USse.




Waterfall Life-Cycle

equwemen S
pesign

mplementation

nstaliation & eckout

Qualified for Use

viaintenance

" v
()
()
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NPH9-15 Soefitware Requirements (Continued)

= Planning Phase Is accomplished throughithe
Software OARPIan (SOAPR):

SOAP provides the big picture view efiwhat and why we
are gualifying a software baseline.

ihe evaluation eliacquired software against the NP 191,
@peration and Maintenance requirements are documented
inthe SOAP.

EXceptions toithe “Wwateriall* ITecycle ProCeSSs are
documentedinithe SOAPR.

s Venfication'is accomplished through the Software
QA Plan Criteria Form (NP 19-1-1).
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NP9-15 Sefitware Reqguirements (Continued)

a Reqguirements Phase Is accomplished through' creation of
the Reqguirementstbocumentiand the Venfncation and
ValidationrPlan.:

x Reguirements Documenti(RD)

The funclions the seftware IS o PErfonm arne Specifiediin the Rib.
SPECITy thesefunctions thatwill'oe testedand noet-tested.
Verificationiaccomplished through the ReqguirementsrDocument
Criterra form (NP 19=1-2).

x VenficateniandValidation: Plan (VA/P)
Jlest Cases fortesting the functionality that:will'be Used are
developedranddecumented inithe VA/R. ihese testicases Willibe

executed andidecumented in the Validation Phase in' the
Validation Decument (VD).

Verification accomplished threugh the Verification and
Validation Plan Criteria form (NP 19-1-3).
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NPH9-15 Sefitware Reqguirements (Continued)

x e Design Phaseis the reduction elithe reguirements
INte physicaliselutions; developing the structure ofithe
seftware.

a AlDesigntBDecumenti(BDB)Is produced durnng this phase.
Itwill'previdethe fellowingiimfermation:

Theareticallbasis(physical preCESS represented).

Mathematicalimodell(numercalimaadel). o~
InpuUtand @uiput:Ranges: /;P; =
Controlflegic. 'A)J wf\
Data Sthuctures. "’:%
. r%'\/
Viajor Seftware Compoenents. £

a Verfication accomplishedithrough the Design becument
Criteria form (NP 19-1-4).
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NPH9-1 Seftware Reqguirements (Continued)

x [helmplementation phaseis the phase intwhich the code
ISlWHittenrandianalyzed te 1dentify;and Correct enrors.

s Codels created toimplementithe functiocnal reguirements
identifiediin the RB;and as descrbedin the Dib.

s Implementation Decumenti(ID)Is produced durng this
phase. Itwillinclude the codelisting; and/description ol
EXEcUtable generation pPrecesSs.

x User’s Vianual (Uis alse created durng thisiphase. lhe
UM prevides information teassist USers understanding of
and interaction With the seftware.

x Verficationraccomplished through the Implementation
Decument Criteria form (NP 19-1-5) and the User's Manual
Criteria form (NP 19-1-6).
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NPH9-11 Seftwarne Reqguirements (Continued)

x Valigation Phase consists ofiexecutingand reviewing
the test:cases identifiediin the VA/RP tordemonstrate that

the developedisofiwarermeets the reqguirements definead
ferItin the RID.

s AlValidation'becument (VDB)is producedin thisiphase.
The Vibwillifaecumentithe test.case input andeutput
files, andithe evaluation efithe results Verses the
acceptance crternaidentifiediin the VA/R for each test
CASE.

n Verfication accomplished through the Validation
Doecument Criteria form (NP 19-1-7).
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NPH9-15 Sefitware Reqguirements (Continued)

a [helnstallation and Checkout Phase invelvesintegrating
the seftware inte a system.:

= hefellowing documents are produced durng this' phase:

Installationtand Checkout (I&C)Torm (NP 19-1-8). Tihe l&E
documents the execution efitest case on the system; installation
ofithe software and all . compenents enithe'system, and appreval
O production use.

ACCeSSI Contrel'MemorandumestabkliShes control terpermit
authoerized and prevent UnautheriZzed acCeSS fora particular
Code:

Approeved Users Memorandumiidentifies USersforaparticular
code.

a Software s “Qualified for: Use” once the I&C€ Phase Is
complete.
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NP9-11 Seftware Requirements (Continued)

x [he Maintenance Phase activities' consist olimodifying
Softwareto respond to neEw reguirements; 6 to
LEMOVE ENOIS.

s Change reguests arne contrellediusingithe €hange
Controliform (NP 19:-1-9); e Change Control fornm:
[DecUuments the request forra change/modification.
[Decuments the evaluation andapprovaliefireqguested changes:
EnSures changes are reflectedin thelite-cycle documentation,
as reguired.
a [he Installation and Checkout proCEeSS must be
completed prior to becoming “Qualified for, Use®.
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NP 20-1., liest:Plans

x Appliesito bothlabrand fieldidata collection
aCliVItIES; terensuUre the scientific activity Is
accomplished under suitable; contrelled .conditions:

Pllor-designeeisiresponsibleforwriting the testiplan
according teyNP 20-1.

Pllandistalfiarerresponsible forfellowingthe plan:

Reguiresiechnical; @A and Management appreval; as a
minimum.:

Depending enithe nature ofithe Workia Safety: appreval may
e reguired.

CBEQ@ counterpart requires CONCUrrence.
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NP 20-2, Scientific: Notenooks

s Describes the methoed ferdecumenting data
collectionifora Specific investigationite ensure
traceablity; and transparency.

Pller,designee willldetermine the need ior
Scientific Noteb e ok (SN):

Plland stalfifellow NP 20-2\whendecumenting
feldierlab activities inian' SN:

a Allfpersennelimust. complete NP 20-2 ScIentific
Notebooekilraining (en=linerPewerPoint presentation)
PRIOR teimaking entries inte a scientific nNetehook:
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NP*20-2, ScIentific Notebeoeks (Continued)

s Entres willinclude sufficientidetail terallowa gualified
individual fto:
repeatithe mvestigation and'achieve comparable results; or,
retrace thenvestigaton andiconfinm the results.

s Infermatienirecordedimn a SN willirelate tera'single
research project.

x Entries shouldihe madeinaboundneteheok with
consecutvely numbered pages.

x Alllentries shall'be permmanent; black ordarkiblueinks

s IFcorrections are substantial (e:g. a paragraph or:larger),
an explanation shall’be provided.
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NP 20-25 Scientific: Netebooks (Continued)

x Entries shouldiBe recordedion the day the Workis
PErGHMEd N GrAER Lo PrevVENTIGSS ofidata.

x SUpporting deciments (ComputercULPULS,
PROIEGraphs; EtC.) may be capturedin a' SN
suppleEment.

x [he Plis responsibleforthe security, ofithe SN
untibtistenteredintortherSNE WIPP RECOrAS

Center.




Click here to end the

Click here to return slideshow and return to
to the first slide of website to complete
the slideshow. Form NP 2-1-2.
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