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1.0 E

P

$he purpose of this procedure is to delineate the
whether reii t of the QAR du.ent (QARD)
performed y OCEM and for pecifyirg the qiality
that are to be pleme for all work.

pmocess for dete cnin
are aplicable to work
assurarce (QA) controls

-,/ 

2.0 E

7his procedure alies to and shall be used to plan ad manage all work
within OB. OM-managed E icipats iwho perform work in

rdace with their respective Q progra shall establish QA controls as
specified in dments prepared by OaM in accrdar= with QAP 4.2,
"Establishin Frocurement Quality Assurac otrmls."

3.0 AN A1fD IEMflcUS

3.1 M

3.1.1 "Quality Assurare R ire for the Civilian Radioactive
Waste Management Program," (QAR), DME/W-0214, 1988.

3.1.2 "Quality Assurance Progrm
Radioactive Waste Mnagement
1988.

J*scz!.pticn
Prog9raM an

for
(QAP),

the Civilian
DOE/FU-0215,

3.2 1

3.2.1 he definitions of stardard term s may be foznd in the Glossary
contained in reference 3.1.1.

3.2.2 GM - U.S. partzwnt of Energy's Civilian Radioactive Waste
Management Program.

3.2.3 Fijn - n OM office responsibility directed twards
satisfyin gROZM objectives consistent with those aroved by
the iret, OCR , and the Assistant Secretary, Management ad
Administraticn in ardance with DOE orders ard prures.ti %J I. I

8905230209 890511
PDR WASTE
WM-1 PDC
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3.2.4 Work - An activity or set of activities havine clearly defined
products or eected results that are uertaken by an OM
office to satisfy a function.

3.2.5 Task - A work subelment assigned to or expected of OM or
other EONM participants.

3.2.6 Desian Activities - Activities related to the design process
includirg data collection and analyses that are used to sport
design developmrnt and verification.

3.2.7 QA Controls - QMPs, IIPs, and other DOE doemnts identified by
the Q Program to be inte in the conduct of work to
assure the adievement of quality.

3.2.8 ggdiolciical Safety - or the purposes of this procedure, the
safety of workers or the public from expcsure to radiation fra
high-level radioactive waste.

3.2.9 Work reakdan Structure (WS) - A structure which logically
defines the relations s of work products or elements to ead
other and to the tota radioactive waste mnagnt system.

<> 4.0 retI5 5qbH1--

4.1 13REcJU. OCRWM

Ihe Director, OCM, or designee is responsible for function
definitions and, if necessary, work and task definitions and associated
QA Controls Matrices and QA Ctrols Basis Sheets for the Office of the
Director. mLhe Director, Om,, or designee is also responsible for
aproval of the Q Controls Dument that will be developed in
a--crdance with Section 6. 0.

4.2 A C E DIREiCUH

MIbe Associate Directors or designees are responsible for function
definitions, and, if necessary, work and task definitions and
associated Q Controls Matrices and QA. Controls Basis Sheets for their
Offices.

4.3 DIREXC1. mC

Thie Director, OQA, or designee is responsible for function definitions
and, if necessary, work and task definitions and associated Q Controls
Matrices and Q Controls Basis -heets for the Office of Quality
Assurance. 7he Director, OQA, or designee is also responsible for
reviewing the Q Controls Docment, concurrirg with the Q Cntrols
Basis Sheets, and issuing and controlling the QA Cntrols Dictment.

U.S. DEPARTMENT OF ENERGY
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4.4 ASSOCIAIE DIRECRM FMR PRG AMNI NPATIcff AND R1UNRMIS 1kVUVVMME~

7he Associate Director for Program Administration and Pscuroes
Management (ADPAt or designee is responsible for developirg,
B yordiratlr, secarin approval of, and maintaining current OM4

mission and function statements.

5.0 

5.1 Plannigr for the application of ate QA poceural cntrols to
assure the quality of items and activities reqired for the adhievement
of PIDMM ebjectives is required by the QPD and QPD. Tb effectively
plan and selectively apply QA proedural cntrols for work (also known
as "gradirx') , work procts Mst be clearly defined. Only then can a
detennination be made whether or not the work needs to be corIcted in
a~xdare with the QAR reuire and which po ural controls are
applicable.

5.2 [at irl whether QA rei ts mst be applied to work and the
specific procdural controls to be applied is a management
responsibility. 7he most inportant decision is whether the work is
subject to QAD requirements and the most difficult decisions involve
the selection of a riate QA procedural controls. As a mini m, the
following ACRM work shall be considered subject to the QRD

5.2.1 Design activity work or site ctaracterization work for those
elements directly related to radiological safety and waste
isolation and directly associated with siting, design, or
construcn of items and activities for processirg, handling,
trasportation, storage, or disposal of spent nuclear fuel or
high-level waste; and

5.2.2 Work that is direct input into the license application or the
radiological safety sections of the environntal impact
statement or indirectly stports the technical arguments in the
license application or the radiological safety sections of the
envronmental impact statement.

5.3 The selective application of QA procedural controls (grading) shall
depend upon the type of work being conducted and its purpose or use.
The followmg factors may be considered when specifyinr QA procedural
controls:

5.3.1 CoreXufence of failure;

5.3.2 InpMortane of data;

5.3.3 Cbmplexity of function;

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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5.3.4 Reliability of data or product;

5.3.5 Reproducibility of data;

5.3.6 Uniqueness of product;

5.3.7 Degree of functional product deristration;

5.3.8 Degree of standardization in industry;

5.3.9 History of quality;

5.3.10 Inpact on schedule or cost or both;

5.3.1l Inpact on environmental quality;

5.3.12 Inpact on occupational health and safety;

5.3.13 Icpact on public health and safety;

5.3.14 Lipact on safety and waste isolation;

5.3.15 Need for special controls or processes; and

5.3.16 Significance to the licensing process.

5.4 Specifying Q procedural controls requires both the identification of
exdsting pocedures that need to be frplented and the identification
of new substitute or alternative procedures that need to be develcped
to control the work. his process may include the specification of
applicable DOE Orders.

5.5 7he QRD establishes the mirdlmn umber of alits to be ciducted for
work performed in aa nce with QARD requirements. For planning, the
actual rDber of audits and frequency and scheduling of Q&
surveillances shall be de irmined throuzgh discussions between the
Director, OQA, and the Director, OC&KM, or the Associate Directors.
Decisions made during these discussions shall be documented on
Attadiment III, QA Cntrols Easis Sheet. his information provides the
Director, OQA, with information ccerning work that is being
lnrlented within OaM ad shall assist the Director, 0A0, in
pLanlng OQ activities and identifying needed resources to meet QA
audit and surveillance cmitents.

5.6 QA!PD Sections 8 through 15 have not been included on Attachment IV, QA
0antrols Reference, because these Sections are applicable to the
control of items. he QAPD states that work reaiirinm cntrols fmi
these sectionsm will be delegated by OCR4M to Project Offices and other
PGM participants.

U.S. DEPARTMENT OF ENERGY
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6.0 s

OCM Program activities and associated QA controls shall be identified in a
QP cotrols docnt. The QA Cotrols Document shall provide
of each Office's applicable function, work, or task definitions aid identify
the applicable Q crtrols to be iplemented. The Q& Controls Dlczint
shall be fmtted as utlined in Attacint I, Formt for Q Controls
Droment aid prepared in accordance with the follwiM subsects.

6.1 RiS! IEFNIL

The Director, OCM; the Director, OQ ; ad the Associate Directors
shall develop decriptions of their assigned responsibilities at a
functim and, if necessary, a work or task level. ThMee descriis
shall be at the level of detail required to 1) define the purpose and
outputs; and 2) identify the applicable QA controls that are necessary
to assure the achievement and verification of quality requrements.
These descripti shall be consistent with approved mission and
function statements.

6.2 GA hFUMi APPLTCARL

Fcr each description that shall have applicable QA requirements and QA
2 controls specified, a detemination of the applicability of the QARD

shall be made in acrdance with Subsection 5.2. he results of, aid
the basis (that is justification) for, the determination shall be
docuented on Attacbment II, Q Controls Matrix and Attacbment III, QA
Controls Basis Sheet, respectively.

6.3 APPrXCAE Tim alIlIS

The QA controls applicable to each description shall be identified and
dcumnted as follows:

6.3.1 OARD REIREME ARE APPLICAE

Mwhen the QARD is applicable, the QAPD shall be izplemeted.
This shall be documented on the associated Q Corols Matrix
form. The applicability of QAPD Subsections and associated QA
controls are established as follows:

* The asterisked QAPD subsections (requirements) listed on
Attachment IV, QA Controls Reference are always applicable.

& The applicability of QAPD Subsections 3, 4, and 7 is
depeident on the scope of the defined function, work, or
task and wst be separately evaluated in accordance with
Subsestion 5.3. Ihe applicability of these Subsections
shal 1 be d nted on the associated QA Control Matrix
form.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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* Ihe applicability of the (F controls (QM Program
docnents) associated with the applicable QAPD au s
is also dependent on the soe of the defined function,
work, or task and Dust be separately evaluated in
a-rdarce with stion 5.3. Ihe applicable QA controls
shall be da on the aoated Q Controls Matrix
form.

* In those cases where Qh controls and QAPD Section 3, 4, and
7 are not applicable, a justification shall be.d t
on Attadnt I Q Controls Basis Sheet.

* A review of the existirq and planned QA controls shall also
be performed to determine if they provide sufficient QX
controls to satisfy the applicable QA program reuire .
WHen additional or alternate QA controls are rquired,
these Q controls shall be identified on the Q Omtrols
Matrix form. Ihe Office identifyirg the need for
additional or alternate QA controls shall either develop
the necessary QA controls or take the actions necessary to
have the QA controls developed. Additional or alternate QA
controls shall be developed and iiplemented in acxnance
with edsting Q program requremens and on a timely

J - basis, su rate with work or task schedules.

* Based n a review of the prpose, scope, and relative
program ibportanoe of the function, work, or tasks; plans
for QA surveillances and audits shall be developed and
dooamxtbad on Attacbment V, QA Controls Basis Sheet.

6.3.2 ARD) REQUEREMENI ARE IR-APPTC@BIE

* When the QARD is non-applicable, the implementation of the
QAPD is not requxed. is is doxxmented on the associated
QA Controls Matrix. 7he QV ssections, Q controls on
Attadment IV, and the consi ations n Subsection 5.3 ray
be used as guidance to determine if any Q ctrls or
requiremnts are necessary. Ihese Q controls or
reqpdureents are doaznented on the associated QA Controls
Matrix form.

* bHen additional or alternate QA contrnls are necessary,
these QA ctrols are doc mented on Attdiment II, QA
Controls Matrix. he Office identifying the additional or
alternate QA controls shall ensure that the QA controls are
developed and implemented. Justification for not
specifyinq an identified Qh control found on Attachmnt IV
is not required.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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Based n a review of the purpose, scope, ad relative
program i zta of the function, work, r tasks; the
need for QA surveillances and audits sdhall be evaluated and
the evaluation results d on Attachment IV, Q&
Co2trols Basis Sheet.

6.4 OA aNl;TR IDMOU E11 .

Eadh Office shall stiit funtion, work, ad task definitims;
associated Q Controls Matrices; ad Q Controls Basis Sheets to 0Q
for jz rporation into the QA Controls Dxxment.

6.5 GA CONf6OW DOC1ME1 EV M D A

6.5.1 ADPA1K shall review ad cnur with the function, work, ad
task definitions for conformanoe to aroved mission and
function statements.

6.5.2 Mhe Director, 0A, shall review the QA Controls D rent in
azdane with QP 2.5, "Quality Assuran e Program cument
Review." Ihe Director, O, shall concr with ad sign the QA
Qntrols Basis Sheets. OQA cxrns with the QA Controls Basis
Sheets shall be resolved as specified in QAAP 2.5, 'QM acuient
Review."

6.5.3 he Director, OC, shall review and approve the Q Controls
Doo2m~nt prior to issuance.

6.6 a a CONTRIS OCUMENT CTOL

6.6.1 Ihe QA Controls acment shall be intai as a controlled
docunt by O in ardance with QAP 6.1, "Cotrolled
1o2unts."

6.6.2 Revisions to the QA Controls t shall be accxrplished in
aczdae with S ns 6.1 through 6.5. he responsible
Office Director or Associate Director shall provide revisions to
ADPA!R. QA oitrols Basis Sheets shall be prepared for those
revisions to the Q Controls Matrices where the identified QA
controls found in Attacdment IV, QA Cxtrols Reference for
Mandatory QAIO reqMiirements, are to be deleted.

7.0 R

7.1 Dcmentation generated as a result of this procedure shall be
maintained in acczdance with r'rents specified in QAAP 17.1, "QA
Records Management". As a indixm, the QA Controls Dummnt and the
associated QA Controls Basis Sheets are considered Q records.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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8.0 kl flm

8.1 Attad~ t I - Fbzmat for the Qh Controls D=ment

8.2 Attant I - & gentrols Matrix

8.3 Attacment III - M Cntrols Basis Sheet

8.4 Attannt IV - Q& Oarto>s Refere (2 sheets)

8.5 Attant V - Flow Diagram for Qua 2.3

U.S. DEPARTMENT OF ENERGY
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AIT? I

Ear FUR OA COxnEMr eOCr

Title Page

Table of CaItents

Section 1.0 - Office of the Director

1.1 Function Definition #1

1.1.1 Work Definition 1 (Related to Function Definition #1)

1.1.1.1 Task Definition #1 (Related to Work Definition #1)

1.1.1.2 Task Definition #2

1.1.2 Work Definition #2 (Related to Function Definition #1)

1.2 Function Definition #2

Figure 1.0 - QA Ontrols Matrix forms (Attadimsnt II)

Figure 2.0 - QM Controls Basis Sheets (Attadcmnnt 3ia)

Section 2.0 - Office of Program Adinistration and Resources Mnagment

Section 3.0 - Office of Facilities Siting and Develqmnent

Section 4.0 - Office of Systems Integration and Regulations

Section 5.0 - Office of External Relations and Policy

Section 6.0 - Office of Quality Assuraie

Appendices and Attadcments
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ATrhD~1] IV

O a CION s REE}R (E )vle)

OA 

1 Organization
*1.0 General

*1.1.31
*1.1.12
*1.1.13

REFER NM
EGRGM M(
=9=4G~ AND (PLOM)

Delegation of Work
Resolution of Disputes
Resolution of Allegations

*1. 1. 14 Stop Work Authority

2 Quality Assurance Program
*2.0 Genera.

*2.1.1 Q& Reien
*2.1.2 Q Program Description
*2.1.3 QA Administrative Procedures
*2.1.4 frplementing line Procedures
*2.1.5 Delegated Work
*2.1.6 QA Program Controls
2.1.7 Peadiness Reviews

*2.1.8 Quality levels and Graded
Quality Assurane

*2.1.9 Personnel Selection, Idoc.,
Training, and Qualification

*2.1.10 Surveillance
*2.1.311 Kanagemnt Assessment
*2.1.12 Quality Assurance Management-

Information Reporting & Tracking

Q
QAPDQAPDQM
(DOEW-ZZZZ)
(QAI 2.X)

QAAP 16.2

QAP 2.5
QAPD
QM
QAPD
QAAP 5.1
QAP 5.2
QAPD
QAPD
QAAP 2.6

QAAP
QAAP
QP
QAAP
QAAP

2.3
2.1
2.2
18.3
2.7

QAAP 2.9

3 Design Control
3.0 General

3.1.1 
3.1.2
3.1.3 1
3.1.4 1

Systs gineering
Scientific Investigation
Processing of Data
Design Process

3.1.5 Ctmputer Software
3.1.6 Readiness Review for Design

Activities
3.1.7 Design Verification

3.1.8 Secod-level Design Reviews
3.1.9 Design Change Control

3.1.10 Design Error and Design
Deficiency Control

QAPD
DOE/RW-0051
QAPD
QAPD
DOE/PW-0043
(QAAP 3.5)

QAPD
QAAP 2.6
QAAP 3.2
QAAP 3.1
QAAP 3.2
QAAP 3.3
DOE/IW-0051
(QAAP 3.4)

QAP 16.1
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ATIaHM IV (t'd)

CA OMBlXS RFMENCE (Eonle)

OAPD StbsaN

EXrS 1 (PLED)

4 Procurement Docment Control
4.0 General

4.1 OCZM Procurement Docament Control
QAPD
QMP 4.1
(QAP 4.2)

5 Is c , Procedures, anl Drawings
*5.0 General

*5.1 OCEM Instruction, Procedures, ad
Mdramdqs

QAPD
QAP 5.1
QWP 5.2

6 Document
*6.0

catrol
Geera1
*6.1 Om Document Control

QAPD
QAAP 6.1

7 Control of Purchased It and Services
7.0 General

7.1 OCEM Control of Purchased Items
and services

QAPD
QAP 7.1

16 Corrective Action
*16.0 General

*16.1 OCEM Corrective Action

17 Quality Assurance Pecords
*17.0 General

*17.1 OCRE Q Records System

18 Audits
*18.0 General

*18.1 OCM Audit Program

QAPD
QAAP 16.1
QAAP 2.9

QAPD
DME/RW7-194
(QhAP 17.1)
(QAAP 17.2)

QAPD
QAAP 18.1
QAP 18.2

* fue as d QAPD Sections are always applicable, if "l' was answered
for the applicability of the QARD for the defined function, work, or task on
the pertinent A Controls Matrix form.
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DEVEOP FUNCT1ONI

I STATEMs 

FUM UnMM RR QW7P 2.3

/ FJNClOSTATEMENT,
ARE ALL PRODUCTS AND yes

USES OF PRODUCTS
SUFICIENTLY

UNWDFSTOODTO
ALWFOR GRADING?

no 

DEFINE WORK TO BE
ACCOMPLSHED FOR THE

RUNCTlON
. RNIO

p
- , 

OA0CNTRLS
DOCLUENT

Attachment I
(Format)

FOR EACH
WORK DEFINITION,

ARE ALL PRODUCTS AND yes
USES OF PRODUCTS SUFICENTLY

UNDERSTOODIALLOW
FOR GRADING?

/

DEFINE TASKS THAT /
WILL ALLOW FORGR2ADING

FOR EACH RJNCTION STATEMENT
AND WORK OR TASK DEFINITION

THAT REACHES THIS POINT IN THE
PROCESS GRADE

| MMCTOMPLETNG THE
| OA C ONTROLS MATRIX 

I
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