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Department of Energy
Washington, DC 20585

February 24, 1989

Licensing Assistant
Repository Licensing and Quality Assurance
Project Directorate

U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

Enclosed is a Controlled Copy of RW-0197, Ouality Assurance
Administrative Procedures Manual, Revision 0. This is the initial
issuance of the QAAP Manual, which contains the first 11 approved OCRWK
QAAPs applicable to OCRWM headquarters activities. Additional QAAPs are
planned and will be issued in the near future.

This document, along with the OCRWM Quality Assurance Manual
(DOE/RW-0214 and DOE/RW-0215), supersedes and cancels OGR/B-3, Oualitx
Assurance Plan for High-Level Radioactive Waste Repositories, August
1986; DOE/RW-0032, Ouality Assurance Policies and Reguirements, October
1985; DOE/RW-0103, Oualitv Assurance Directive, October 1986; and
the "Directorts Statements on Managing for Quality and Quality
Assurance,' July 14, 1987.

The individual QAAPs become effective on the dates listed in the index,
contained in the front of the manual.

Please identify to the Office of Quality Assurance in writing any
additional personnel in your area who require Controlled Copies of the
QAAPs.

Please complete the actions requested on the Document Transmittal
Record, also enclosed, and acknowledge receipt by the response due date
indicated.

Sincerely,

Lake H. Barrett, Director
Office of Quality Assurance
Office of Civilian Radioactive
Waste Management

Enclosures R$fr0ed WIt, Dated ..... .... 4
8 9 0 3 1 4 0 5 2 1 8 9 0 2 2 4
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OFFICE OF CIVIUAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

ORIGINATING ORGANIZATION
RW-3

DATE OF TRANSMITTAL
2/24/89

TO: i TANA,EILEEN
UCENSING ASSISTANT
REPOSITORY, UCENSING & QA PROJECT DIRECTORATE, NRC
US NUCLEAR REGULATORY COMMISSION
WASHINGTON DC 20555-0000

DOCUMENT(S) TRANSMITTED: I

Initial Issue, Controlled Copy # 00278, DOE/RW-0197, Quality Assurance Administrative Procedures
Manual Rev. 0.

INSTRUCTIONS TO RECEPIENT: RESPONSE DUE DATE

3124/89

Please acknowledge receipt of the above documents by signing and dating in the appropriate block
of Section B below and return as indicated below by the response due date indicated above.

ACKNOWLEDGEMENT SIGNATURE: DATE:

OC~RM RW43
RETURN SIGNED TRANSMITTAL TO: | ,US Deparbient of Energy

1000 Mdependmnc Annum. LW
Washington, D.C 20585-0000
AttntlorN M e. h

OCRWM QA Manual Distribution Ust

MEV. 1/W
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N OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE.

TITLE: A1OFO1'S
TABE OF COTET

Procedure No.: Revision: Date: Page:
N/A I0 I | O4/RQ °

No. Titl Effective Date-

2.1 Idoctrinatiion and Training 0 3/27/89

2.5 Quality Assurance Program 0 3/27/8,9
Dvocment Review

2.6 Readiness Review 0 3/27/89

3.1 Tecnical Document Review 0 3/27/89

3.2 Design Review 0 3/27/89

3.3 Peer Review 0 3/27/89.

5.1 Preparation of Quality Assurance 0 3/27/89,
Administrative Procedures

16.1 Corrective Action 0 3/27/89.

18.1 Certification of Audit Personnel 0 3/27/89

18.2 Audit Program 0 3/27/8,9,

18.3 Surveillance Program 0 3/27/89

RecelYedw/Lulr Dated.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C



OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE

TITLE: in- r r AND TIN

Procedure No.: Revision: Date: Page:
OAAP 2.1 A 0 3/27/89 Of 16

Director, OCRWM r - Date: / Diret o Dote:

1.0 SE

Ihe pxrpose of this procedur is to establish specific resposibilities and
directions for irdo tion and trainimg of personnel workirg to the
0aw Qality Assu5ance Program.

2.0 S

'Ibis procedure applies to the Quality assurance indoctrination aid training
of O0QM personnel, consultants aid contract wqjport personnel
working to the OCEM0 Quality Assurance Program.

3.0 AND iE;P7NirrICS

3.1 1

3.1.1 "Quality Assuran2e e for the Civilian Radioactive
Waste anagement Program", (QAR) MtE/IR-0214, 1988.

3.1.2 "Quality Assurance Program Descritin for the Civilian
ladioactive Waste Managent Pgram" (QAV) DOE/I-0215, 1988.

- 3.2 IIMNS

3.2.1 7fie definitions of stardards terms may be found in the Glossary
contained in referenc 3.1.1.

3.2.2 -Jb and Task Analysis - A Systematic method of obtainin an
ird h ta of a specific position by breakirg the job
into finite tasks and elements.

3.2.3 - As used in this procedure, a person uo directs the
activities of one or more subordinates.

3.2.4 2 rainjir Matrix - A docuzent used to identify indoctrination and
trainijrq requirements for a specific iidividual or job position.

3.2.5 Trainin Officer - 7hat person who is directly responsible for
the developuent and oordiratin of the O0 Irxoctrination and
Trainin Proram.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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4.0

4.1

3.2.6 Nan-Permanent Personnel - Persons ahose job assignment in
suport of OMW is expected to be less than three months.

ASSOCIM DIRM I. OFFICE OF FROM ADENISflATW AND
MNGEME~r (OPAE

The Associate Director, OPAMR, or designee has respnsibility for:

4.1.1 para nd maintenance of this QSAP;

4.1.2 Overall develqment ard cordinati of an OCEM indoctrination
and traini program; and

4.1.3 Ilementati of supevisory duties in Section 4.3,w below,
incuing general supervision of the OCEWM Taining Officer.

nnR.Y!~fqM - E OF rr1AT.TTrV ASSUPAN(V. Iflfl4.2

2he Director, OQL, or designee is responsible for:

4.2.1 Dvelpent and le ti of specific idtition and
training requ nts in coordinatio with the O$4 2aining
Officer;

4.2.2 Pieview of aid c Urerece of this QW; ard

4.2.3 Inpleuentati of supvisory duties atlined in Section 4.3,
below.

4.3 S

SuprvisoY personnel, or designees, are responsible for:

4.3.1 Establisment of i nat n and training requir es for
applicable quality-affecting positions within their respective
orgniatiosns:

4.3.2 Assuring that peonlwithin their organizations are
identified for priate irdtition and training;

4.3.3 Assurin that persnnel within their respective organization
receive Ate i ctrinatin and training; and

4.3.4 Providing classroxm in subject matter within the
supervisor's area of technical responsibility.

I
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.
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4.4 TRAINING

The Oa Traininq Officer, or designee, is responsible for:

4.4.1

4.4.2

Assuring that ircioctrination and training req i are
e arttiifiede

Deecping an inoctrinticn and trainin schdae;

4.4.3 maerseeing the
materials;

develornent of irdoctainatio n and trainin

4.4.4 Providing reports to the Associate Director, OPm, Director,
OQA and other OCR a t on the status of reading
assigments, classro tion ad le tati of the
i ctrination aid training program; aid

4.4.5 Entering irdoctrination and trainirg dtticn into the
O0M records system.

4.5 N

Mnstructicn personnel are responsible for:

4.5.1 Develcping indoctrination anid tmainig materials;

4.5.2 Orztirq classronm instrucion and recording atteamc and

4.5.3 Assessing
evaluatirg

the assimilation of information
this with the TtaAning Officer.

presented and

5.0 GENER~AL

5.1 IDCTRTNATION-MDTADJh

5.1.1

5.1.2

5.1.3

lIdividalsl performing activities affectinr quality shall be
izdoctrsbnated and trained, as propxriate, to assume a thoraxh
urderstanding of the O0R( QA Program and iplemnting

Irdoctrination and training shall be reguired upon initial
frplezmrtation of this procedure and whenever personnel are
inially assigned to OMM Headquarters.

Indoctrination and training shall be reuired hener a new
QWAP or new implentg line procedure is issued.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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5.*2 INDOaIIRNA~TTON SUBJECr 4T~I

5.2.1

5.3 T

5.3.1

5.3.2

5.4 M-

Personnel shal be o in the follwim subjects as
they relate to the individual's assigned responsibilities:

a) General criteria, includiri any applicable codes,
standards and regulations; and the purpose, scope and
ilpleati of quality-re3,ated tmanuals, instructions and
prooes;

b) Aplile quality assurance program elements; and

c) Jcb responsibilities and authority.

~ainir~ shall involve classrm i and shall be
provided, as necessary, to:

a) Achieve initial f ;

b) Maintain proficiency; aid

c) AAte d qes in QM program, pIcdures or methods,
j rsb sibility, or tedIology.

The extent of trainirq shall be ensurate with the
following:

a) The scope, cziplexity and rature of the activities; and

b) The eucation, eaperiene aid initial proficiency of the
person.

N1q T(w rrfS
.9LF--wsLob z

5.4.1 nividals assigned to perform activities affe quality
shall be familiar with the followix a lile OC documents,
as a minium:

a) Quality Assura equi s doment;

b) Quality Assurance Program Dscriptian do m=ent;

c) Quality Assur Adinistrative Procedures appr priate for
their scope of work aid responsibilities;

d) Applicable codes,, natinal consensus sadards, and
Federal re ations s ate with their scope of work
aid responsibilities; aid

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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e) Other job-specific doents, as My be identified by
their -uevio.

5.4.2 Non-penmanent personnel shall receive irdoctrination ard
training a riate to their specific tasks. Indoctrination
and trainirg resuis shall be dmened on the
indiividual Is Matrix. Non-permanent personnel are rnt
subject to position Training Matrix regi en.

5.5 C N ME6

5.5.1 shall be a shed by one or mre of the
followin, as a piate:

a) Eeadin Erm docnients associated with their job
responsibility; and/or

b) Classroom inrtruction.

6.0 E

6.1 E SEER K

6.1.1 Supervisors, with assistace fro the OCRE Traainim Officer,
KY shall establish basic indoctrinatien and trainirq

for each job position. Minimu rm for the position
shall be d t an Attadmn I.

6.1.2 Supervisors shall establish specific indoctriaticn and
trainin require for each person on their staff. lids
shall be aoaipfshed by enterin the euplayee's nae and ary
additional reqie n, as arpriate, on Attacnt I.

6.2 EDG ASSIGME

6.2.1 Eh employee shall read the standard and specific job-related
documents identified on Attadt I and II.

6.2.2 Ihe supervisor shall sign and the enployee shall initial the
Readin Assignment heet (Atdt II), after assigned
materials have been read.

6.3 FURION FU CLASSRCI41 n4SWCr

6.3.1 The OCRWK Training Officer shall prepare, on at least a
quarterly basis, a tentative schedule of indoctrination and
t-a coure.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.3.2 Ihe OCR M Trainin Officer shall request from cgnizant
supervisors the appointment of classrom instructors. Following
their aointment, the OI Training Officer shall finalize the
quarterly indoctriftion and trainin sdiedule.

6.3.3 Instructors, with assistane from the OMqM Trainirg Officer,
shall prepare a Lesson Plan (Attadnt IV) and all presentation
mateials necessary to support the classroom indoctrination and
trainin courses.

6.3.4 Tle OaWM Training Officer shall distribute, prior to each
indoctrination and training course, written notification of the
ouxrse, class location, class sdiedule and required attendees.

6.4 C[ASSR=4 iii EN

6.4.1 Emiloyees sall attend indoctrination and trainin classes,
identified on their Trainai Matrices, at the tim they are
scieduled.

6.4.2 Classroom shall proceed as identified in the
approved lesson Plan (Attadnt IV).

6.4.3 Eployees shall sign an Attendanre Record (Attadment In) upon
o2ipletion of eah tion and trainin class which they
attend. lhe instructor hall forward the Attendarnc Record to
the 05M Trainiry Officer who shall process it as a record,
alorq with the lesson Plan, in erdar with Section 7.0.

6.5 INSo I iJCrI E=I

6.5.1 enever personml certification is required, an examination
shall be develcped to evaluate the prosetive candidate's
oirehension of and ability to apply the body of knowledge
presented durin trainiy.

6.5.2 Examinations required for certification of audit personnel
shall be prepared and cron ted in acrdae with QW 18.1,
"Wrtification of Audit Personnel". Other certification
examlnatia~ shall be prepared and omxucted in aoxrdan with
the specific QMAP reqairnrg certification.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.5.3 At the discretin of the OaM Treini Officer, personnel not
reqiring certification may be either subject to examination or
requested to partite in other forms of evaluation. The
evaluations shall be designed to either assess the adequacy of
indoctriatiOn and training course material, the effectiveness
of iru s, the attentiveness of the clas, or a combination
thereof. Such evaluations, when required, shall be dxumented
and used to iWprme classro= instruction materials and
I .~miqPies. ies evaluation report shall reference the

applicable class Atteance Pecord and related inoctrinaticn
and traini du ton and shall be processed as a record in
amrdazr with Section 7.0.

6.6 ADDITIONAL IKDOCInIZNDV AND l1ADN~lC

6.6.1 At the discretion of the O0RR4 Trainirq Officer, job and task
analysis tecbiques may be used to assess job positions aid
upgrade Trainin Matrice associated with the positions or
inprve irtion materials acated with courses required
for the positions. The results of such analyses shall be
do=ne.

6.6.2 Erployees shall receive additional indoctrination Shenever
there is a significant Aange to either the QAR or QaPD
doumnts.

6.6.3 Emgployees shall receive additional dctrination or trainixn,
arable to that required initially, whenever there is a

significant chane to a document identified in their Tainirn
Matrix. Regardless of significance, employees shall be required
to read all dharges to doanmts identified in their Trainirg
Matrix.

6.6.4 The need for either additional i doctrination or training shall
be evaluated whenever an employee is assigned to a new position
or the employee's position description is revised. The results
of the evaluation shall be docmcnted on the employee's TrainixM
Matrix.

6.6.5 Individual employee's trainin matrices shall be reviewed
antnually by the cogndzant supervisor.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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7.0

7.1 la N

~cun~ntation generated as a result of this procedure shall be collected
and intaie in acxrdance with reu yi specified in QAAP 17.1,
'IReoords Tanagement." Ihe O Training Officer is resible for
coll~etir~ all d nation requlired by this procedure and enterirg it
into the records ge ystem described in QWAP 17.1. At a minimu,
attadcnts I, II, IZI and IV are ocnsidered Qh Records.

8.0 A

8.1 ATTOa*= I - Trainirx Matrix

8.2 AT~aI II - Peading Assigmlnt Sheet

8.3 AMChMENT mI - Attendance Record-

8.4 = IV - Lesson Plan

8.5 A =I7CHME V - QAP Flowcart

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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I
AT1EISIM I (*LypIca)

SHEU _ OF
OFFICE OF CIVILIAN was No.

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

II! *1 If I Al Ll tL.i

EMPLOYEE DATE

POSlTION PERMANENT NON-PERMANENT

ORGANIZATION

INDOCTRINATION OR TRAINING TOPIC INDOCTRINATION
OR TRAINING TYPE

S

SUPERVISOR'S SIGNATURE DATE

Indicate in this section the appropriate tpe training. Write I for classroom indoctrination, T for classroom training with an examination,
or R for reading.

mEV. 1i89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.



AT~hOD~3I1 (Typical)

I

I

SUET - OF
OFFICE OF CIVILIAN WBSNO.

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

EMPLOYEE NAME

ORGANIZATION

DOCUMENT READ DATE READ INITIALS

I have read and understand Wt above-isted douen.

E ESPLOYE DATE
Signaure

SUPEIlfSOR CONCURRENCE _ _ _ _ __ _ _ _ DATE

REV. 1/89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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II coste~I d

SHEET OF
OFFICE OF CIVILa WBS NO.

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

DOCUMENT READ DATE READ INITIALS

I have read and understand the above listed docunents.

EMPLOYEE DATE
Signature

SUPERVISOR CONCURRENCE DATE

REV. 1/89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATM m (Tyical)

OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

SH~EET -OF
WBS NO. _ _ _

momI*

I I AUDIT
SURVEILLANCE
TRAINING

SUBJECT
I

Il TEAM BRIEFING
PRE-CONFERENCE
POST-CONFERENCE

N-

AUDIT-SURVEILLANCE LEADERINSTRUCTOR(S)

DATE-
Signaure

CLASS LENGTH
Signature

BRIEF SUMMARY OF MATERIAL COVERED

NAME OF ATTENDEEORGANIZATION POSITIONMTLE/PHONE NUMBER

REV. 1i89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AThCM IV (w~em

A. CENEAL MNfM

1 . IES C ii PLAN q f E _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

2 . EE V ISI3 1I N UMBER __ _ _ _ _ _ I fl _ _ _ _ _

3 . A u th w r: n__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ e t e: _ _ _ _ _ _ _

- ~~Natn)

4. Eeviewed: Date:__ _ _ _ __ _ _ _ __ _ __ __ _ _ _ _

(Printed Name) (Sg )
(Print r FA U (SgFs

5. Approved: Date:

B. ClyM

1. Carse Cbjectives

2. Summary of Course

3. Terms to be Defined_

4. rnprntation to be discussed

5. Prerequisites for atterkirz course (if any)

6. Instruction methods and materials

7. Istnuctoa materials _

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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A =TtMU IV (o:nt'd)
LESON PIAN -lDi ONS

A. GENERAL

1. State title of course

2. Begin with Revision 0

3. Identify author of lesson Plan, nonlally the

4. abtain azral of the conizant tecbnical supervisor

5. Ctanin approval of the OaiM Trainiri Officer

B. COURSE

1. Desoribe objective in behavioral te , e.g., "At the canclusion of the
class, attees should be able to accxrately andi cculetely fill out an
XYZ Formr.

2. Briefly state material to be covered in the course.

3. Identify t that the instructor will be defining.

4. Identify dts that the cla will be receivixq inston n

5. Identify other courses atterdees cmust ccplete- prior to attending this
course.

6. Identify cLassrccm instrci metds (e.g., lectes, workshops,
structured question ard answr sessions).

7. Identify instrtional als and eqdpnent (e.g., vie~raphs,
harmts,, fil, slides, etc.).

C. COURSE CUTLTNE

;nstructo Em*-- Identify the time allotted for eaci new item
(vieragip, slide, activity, etc.)

Oirse Outline - Identify material to be presented. Refer hardouts, etc.
and how they will be used and what will be sad. Do not
prepare a detailed text that contains every spoken word but
do include enouh infothtion that another instructor could
readily give the same ouse. If viewgraphs, hardouts or
other materials are used, cpies sdhold be attacied to the
I-sson Plan.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

I
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ATnXaSMEN1T IV (cmtId)
IE W1N ri

CON r -SI=~EE~

lesson Plan aEm of

C WRS CT1

Y

Insptico
C*.=M Outlin

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATC4BMI V

INDOCTRINATION AND TRAINING

5.0 Administai Support 6.6.14.6.5 Supervisor

ESTABUSH INDOCTRINATION I
I AND TRAINING PROGRAM|

IDENTIFY ADDmONAL|
I&T REOUIREMENTS FOR
INDIVIDUAL STAFF

Supervisor and

6.1.1-6.12 fl rTraining Officer

ESTABLISH TRAINING REQUIREMENTS
FOR SPECIFIED JOB POSmONsMDOCUMENT
ON POSION TRAINING MATRIX

62.1 Employee

COMPLETEREADINGASSIGNMENTS

622 I Supervisor

DOCUMENT COMPLETION OF
READING ASSIGNMENTS

6.3.1-63.4 ~~Training Officer
6.4.14.4.2 I and Instructor

DEVELOP CLASSROOM TRAIJNING llATERIALS
AND DISTRIBUTE INDOCTRINATION AND
TRATNING SRANULE

6.4.1C6.42 I Instructor

CONDUCT INDOCTRINATION
ANDtOR TRAINING

6.4.3 Inastructor

- |VERFYAND DOCUMENT
FZAlEDANCE

6.5.16.5.2 Instructor

VERIFYASSIMILATION
AS APPROPRIATE

Trianing
6.5.3 Officer

DOCUMENT
INDOCTRINATION
ANDIOR TRAINING
COMPLETION

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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OFFICE OF CIVILIAN

RADIOACTIVE WASTE MANAGEMENT
QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE

TITLE: Q ASSURANCE =N M REVIE

Procedure No.: Revision: Date: Page:
0AAP 2.6Z O 3/27/89 1of q

Director, OCRg Date: Dire:Z Dote:

Ihe purpose of this procedure is to establish the responsibilities ard
mcthods for review, acceptance, approval cr = e of Quality
Assurance (Q.) docm ts internally generat by the Office of Civilian
Radioactive Waste ------- I ( or their support contractors and
externally generated (Project Office, E rtipant and otractrs)
QA documents submitted to OCRw for r , e ce, approval or
com.Irence.

2.0 s

his procedure applies to Q& docmnts generated cxenally (Project
Office, parti nt and contractors) anr suitted to 04 for
.review, aeptance, approval or c rhn-xnce. Mils procedure additionally
applies to the review, aceptance approval or cn wrence of QA documents
generated by OCE or their support contactors, with the excepticn of
O0 Quality Assurance Administrative Procedures (QAAPs), %dich are
governed by QAPP 5.1.

3.0 TUMEREICES AM ITTNiCl

3.1 R

3.1.1 "Quality Assurance P for the Civilian Radioactive
Waste anagent Progra", (QAR) D0E/I-0214, 1988.

3.1.2 "Quality Assuranc Program Iescripti for the Civilian
-Radi xotive Waste !4aagmnt Program!", (QAPD) DE/IW-0215O ,
1988.

3.2 I1TIm

3.2.1 Ihe definitions of standard terms may be found in the
Glossary contained in reference 3.1.1.

3.2.2 A - Ihe act of reviewing a docurient and
adwledgirs that it may be used for the purpose inteided at) Uthat time.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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3.2.3 Ar2al - A do t act of endorsin an aeptarce.

3.2.4 p rr - 1iis term is used to indicate agreent that a
d=cnet is suitable for use and that review of a doment
has been satisfactorily ccq.eted.

3.2.5 tatorv amn - O requdrin resolution that
idetifies and describes a significant conflict with, or
deviation frn, existing O0( policy; quality assurae
requirement; programmatic or anagnt requirement;
technical position; or re nilities for iplementation of
establiIshed rl re.

3.2.6 Quality Assuranc Pevie - An examiation of a document to
detenine oimplianoe with DOE Mxlers relating to QA and the
QAR doznt.

4.0 l

4.1 D]RIUR. OCRWI

7he Director, OCa , or his designee bas overall responsibility for:

4.1.1 Ameptan, approval or oorxwrenc of OCEM, OC-reviewed
Project Office, PROGAM-participant and contractor QA program
doa.ments.

4.2 ASSOC= DIrEcpt. oC

Ihe Cognizant Associate Direct(s), Oa, or designees are
responsible for:

4.2.1 Omxmrring with Ocim, Oa-reviewed Project Office,
_M-participant and contractor QA program docuents
within their area of responsibility.

4.3 DIREX!WR OFFICE OF CkMWY ASSMRANELOMl

1he Director, OQA, or designee is responsible for:

4.3.1 Preparinq and mintaining this QP;

4.3.2 Peviewi and o ri on QA program-dociments to assue
proper quality regire are adequately addressed;

4.3.3 Maintainin ad tracking Q program document review status;

4.3.4 Assigning responsibility for rdinatr the review of QA
program documents; and

U.S. DEPARTMENT OF ENERGY
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4.3.5 Establishing specific review and acceptanc criteria.

5.0

5.1 Qi program dooainnts received by OCRtI for review,, ance,
approval or r wrenoe may be geninternally by OCEM or
their Support cntr-actors, or eterally by Project Offices, Program
participants and contractors.

5.2 7he O0W review and aamptance, approval or =rrence of QA
program doCnts sball be a ished in a -danrce with this
QAAP.

5.3 = ments shall be Aocumnted on the Document Pvi Record (E.),
Attadi.ets I aid II. QA Pret veiewer(s) shall
dooent commes or annotate "No Oimmnts" on a Docuient Peview
Reoord (MR), Atta ts I aid II.

5.5 Resolution of c ents an interlly generated QA program docnts
shall be a ished between the organization that prepared the QA
program doc¢ment and the reviewi organi . In the event that
the original reviewer(s) is unavailable for resolutin, the
Diector, XOM, shall designate a qpalfi ed r mpnt to resolve

K> the ments. -he resolution of trdatory cments shall be
docozwxted by the organizatio that preared the QA program
do.zrnt, adjacent to the reviewers cints on the EM. The
revi(ewe(s) shall indicate agreent or disagre t with resolution
of these cmments in the column on the E provided for this
pupose.

5.6 Oommnts that camnot be resolved by the reviewing organization aid
the riginati organization shall be br}ught to the attentim of
the priate m ent level and, if not resolved, are elevated
pz~ressively to the Director, OQA, and if rncessary, to the
Director, 0c(.

5.7 eu of comwnts on exterally generated QA program documents
is acozplished in accordance with the origlnatirg oganizatians
procdn es

6.0

6.1 3L CA DOCUME a

6.1.1 Upon receipt of a QA document for review, the Director, OQW,
assigns the OQA staff irdividual(s) required to conduct the
review. lhe reviewer(s) shall also include representatives
of all sections of OCRl that are cognizant of activities
covered by the QA doozment.

U.S. DEPARTMENT OF ENERGY
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6.1.2 The Director, OQa., fcrwards the QA document to the
reviewer(s). A E is attached, with the review ard
acceptance criteria specified. (The MR may, for example,
specify the review to be ished in accrdance with QWP
2.5 ard the a tance criteria as 1OCFR50, i x B.)

6.2 C DOMNET iEisv
6.2.1 7he reviewer(s) perform(s) the review, followi e

specifie review and acceptance criteria artted on the
DRR.

6.2.2 The reviewer(s) docment(s) coments on the DR. If the
reviewer(s) delegate(s) additional personnel to perform the
review, the reviewer(s) consolidate(s) all csmments onto a
sirxjle set of ERRs, resolvinm awy fi mments.

6.2.3 When the review produes cnammnts, the reviewer(s)
identify(s) the marxiatory cnts, as aEpriate.

6.2.4 Upon cpletion of the review, the reviewer(s) forward(s) the
signed E to the Director, OQA, for further action.

6.3 ACI'CH TrJFo TMV

6.3.1 The Director, OQA, reviews the ERR to determine the extent of
the cnts.

6.3.2 If no ciments exist, the Director, OQA0, prepares an
aceptance, approval or corxxrence letter or rd m for
the Dirr, Oa, signatre and forwards the letter or

u mrrin, the MR, and the document to the Director, 0,
for his action.

6.3.3 If cmients exist and are annotated as mandatory, the
Direcor, OQM, prepares a letter or zlmnrandku to transmit
the ERR to the docment prepare rganizatin for cmnt
response/resolution.

6.4 CC4ENT zIgux-

6.4.1 Resolution of cmients is aco~plished by the dmnient
preparer ozatin.

6.4.2 The resolution of ccruents is dcmented by the docuent
preparer gazati on the same ER(s) in which the
coients appear.

6.4.3 The docent preparer organization resibmits the document and
the 1ER to the Director, O(M.

U.S. DEPARTMENT OF ENERGY
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6.4.4 Followin ren-Sudittal of the do=u ent and the E- by the
doouent preparer oganizati, the Director, OQA, forwards the
doc.ment and D to the cognizant reviewer(s) for verification
of cm resolution.

6.4.5 The cognizant reviewer(s) indicate(s) agreement or
disagreen~nt with the of these rmmnts by
irdicatirg aeptarnce or rejection in the space provided on
the ERR and initialin the I adjacent to the camnent

6.4.6 If any omnx~t resolut is rejected by the reviewer(s), the
ER is retuned to the d unt preparer organization,
acsxmpanied with the rationale for rejection.

6.4.7 The steps identified in 6.4.2 through 6.4.6 may be
cxxlqishbed in concert via a comment resolution meeting or a
c1r14able focmat that produces an acptable end result and
documents the results.

6.4.8 Following the orpletion of the resolution of ot=mnts on the
DER, the document preparer oroanization revises the dokxrant,
as zvxxcssary, and resubmits the dokxaent along with the
cpileted R padkage to the Director, OQA.

6.4.9 If all comeints have been resolved, the Director, OQ&,
prepares an acceptae, aproval or corxurrence letter or
men~randi for the signature of the Director, OCM, and
forwards the letter or r umndu, the ZEPR, and the dolxment
to the Director, OZCM,, for action.

6.4.10 If ccmients cannot be resolved to the satisfaction of the
reviewer(s) and the doament preparer ganization, they Ehall
be braight to the attention of the ipqnriate zDanageent level
and, if not resolved, are elevated progressively to the
Director, OQh, and if romssary, to the Director, 0 .

6.4.11 Eeview of revisions to previously acpted, aproved or
c alxired with CA documents shall be acoa- lshed. in
acoordane with provisions of Sections 6.1, 6.2; 6.3 and 6.4
of this QAP.
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6.5 A b r TO

6.5.1 q to docment aptance, approval or concurrence by
the -Director, OM, the docent shall be issued for use by
ac of the followiaq methods:

a) Distribution
requirements
Dnouments".

and control in a-mrdanoe with the
established in ow 6.1, "Controlled

b) Release Project Office, E pi p or contractor
documnts to the preparer ozganization for issuance in
accordance with respective promeIures.

6.5.2 Issuance of revisions to previsly acoqpted,
con=urred with QA dooaents shall be accoulished
with section 6.5.1, a or b, respectively.

approved or
in acordance

6.5.3 Mien an OCEM QA Program dos.m=nt is revised and reissued, the
portion or portions of the document that have been revised
shall be identified by a change bar (a vertical line in the
margin adjacent to the line or lines that were rmeised). A
total rewrite shall so be stated on the new "Table of ctntents"
and change bars are not necessary.

7.0 R

7.1 Dzontation generated as a result of this procedure is collected and
maintaiin in accordans e with requirm specified in QP 17. 1
"Records Maagent". At a minimn, attad ts I and II are
considered QA Records.

8.0 S

8.1 Atta t I - OCRM "Donent Review Record."

8.2 Atta nt II - OCEM "Domnt Review Record -Onti nation Sheet."

8.3 Attament m - QAP Flowart

I
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1.0

WEd procedure establishes the Office of Civilian Radioactive Waste
ManagemenL (O~~) responsibilities and methods forCEM-
initiated Readiness Re .

2.0 s

his procedbre shall apply to OCEM review of readiness to start or coimne
a design phase, process, or other activity when it is deteined that a
forml review is necessary. Ihis procedure shall also be used in verifying
that specified prerequisites and ogramatic requi s have been
oaleted prior to the start or tinuation of a design phase, process, or
other activity.

3.0 MiERECE AMDiX LEF710aim

3.1 WRENCES

3.1.1 "Quality Assurance uies for the Civilian Radioactive
waste Panagement Program," (QOR) -DZE/-0214, 1988.

3.1.2 "Quality Assurance Program for the Civilian
Radioactive Waste aag rogram," (QAD) -DOE/EW-0215,
1988.

3.2 1EFMNS

3.2.1 7he definitions of starniard tc may be found in the Glossary
cntained in reference 3.1.1.

3.2.2 Action Items List - A list that identifies ite requirizq
dispsition at designated times prior to the start or
continuation of the design Ihase, process, or other activity
u~ergoing review. Mme list is used during Readiness Review
to verify whether the items are "Cpenl" or "Closed.*t

U.S. DEPARTMENT OF ENERGY
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3.2.3 K2Mizant Associate Director. OCTO - 7he Associate Director,
OCRWE, responsible for a specific Readiness - Review.
Generafly, this will be the Associate Director, OamA
responsible for the functional area that is the subject of the
Readiness Review.

3.2.4 OpM Items List - A list that identifies items needing
additional work before the its can be "Closed". 7he
irx~ividualls) ar group(s) r le for action(s) and
expected tine(s) for closure are idetified.

3.2.5 Readiness Review - A gzo appointed by the Cgnizant
Associate Director, OCRWM!, to review and approve
reerdat developed by the Start-up Team regarding start
or cotinuation of a design Vtase, process, or other activity
undergoi Readiness Review.

3.2.6 Readines Review Plan - A doc k plan that defines the
actions geessary for implementing a Readins Reviw.

3.2.7 Readiness Review ree - A systematic analysis of major items
to be reviewed using grahical displays of infonation
designed to aid the user in recalling details that mist be
considered and the relationship of these details to one
another..

3.2.8 St= - A grop appointed by the Cognizant Associate
Director, O , to perform activities associated with a
Readiness Review.

3.2.9 TedAical Holds List - A list that identifies items disovere
daring Readiness Review that old impact the schedule or have
other significant q reardlxq the design tihase,
process, or other activity undergoing review. 7he kdids of
items that weld be listed include, but are not limited to;
funding restraints, permitting delays, or budget
considerations.

3.2.10 Technical Holds Sheet - A dolint that identifies a specific
item discoeed during Readiness Review that could impact the
schedule or have other significant regarding the
design case, procAss, or other activity udergoin review.
Selected information frmn the Technical Holds Sheet is
compiled on the Tednical Holds List.

U.S. DEPARTMENT OF ENERGY
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4.0

4.1 DMRECM.

lhe Director, Oa0 , or designee has the overall responsibility for:

4.1.1 Reviewit retmwidation(s) of the Readiness Review Board and
auteorizing the start or --ntirtion of the design ghase,
process, or other activity o review.

4.2 ASsoa[EE yInRaX Is. O(1

The Associate Directors, OCam, or designee are responsible for:

4.2.1 Detemining if and when a Readiness Review should be
performed;

4.2.2 Determdning and approvirx the spe of the Readiness Review;

4.2.3 Establishinrg reviewer qualifications;

4.2.4 A2oi4 the chairperson(s) and members of the Readiness
Review EBard and Start-up Team, as apprqpriate.

4.3 ASSI D1JU ROR. OFICE OF _T.I AND D ; ED (OSD)

In addition to responsibilities idetified in 4.2 above, the Associate
Director, OFED, or designee is also responsible for:

4.3.1 Preparing and mIantaining this QWAP.

4.4 COGNIZWNP ASSQC1[AE DIREzTCR. OC(

In addition to responsibilities identified in 4.2 above, the Cognizant
Associate Director, OCaW, or designee is also responsible for:

4.4.1 Acting as the OCM liaison with the organization(s) preparing
reports and documents to be evaluated durin the Readiness
Review;

4.4.2 Determini the medhanism for trackin and closure of items
inrporated on the Open Items List and Technical Holds List,
as riate, develocped durin the Readiness Review;

4.4.3 Apprivr Readiness Review plans, Readiness Review Trees, and
Action Items Lists; and

4.4.4 Approving Readiness Review reamenxations and reports.

U.S. DEPARTMENT OF ENERGY
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4.5 ERAN! C9;E . oaXi

7he Branh Chiefs, 0, or designee are responsible for:

4.5.1 e thrf h the proper wanagent chain, initiation
of a Readiness Review to the Cognizant Associate Director,
OCEWK.

4.6 REIE i Bw

7he Readiness Review Board (RRB) is responsible for:

4.6.1 Rviewev the Readiness Review Plan, Readiness Review Tree,
and Action List prepared by the Start-up Team prior to
omm~emlng a Readiness Review;

4.6.2 Reviewin, as a ite, the Cpen I List, Technical
Holds List, and remndations developed by the Start-up
Team durina the Readiness Review; and

4.6.3 Notifyinx the Cognizant Associate Director, OCR, regardiny
Mac developed by the Start-up Tam after the

Readiness Revie.

4.7 RP q

I'e Start-W Team (ST) is responsible for:

4.7.1 Developing the Readiness Review Plan, Readiness Review Tree,
and Action Ite List prior to initiatin the Readiness
Review;

4.7.2 Develpirng the Open Items List and Technical Holds List, as
aprrriate, d&Urq a Readiness Review; and

4.7.3. Reportin progress aid rexxmerxations regarding a Readiness
Review to the Readiness Review Board.

4.8 DIRECTM. OFFICE OF QtAL~M Assamw (O01

lhe Director, OCA, or designee is respoisible for:

4.8.1 Prfonng surveillame of Readiness Review, as regaired, to
assue that the review cnfon to the guidance in this gmAP;
and

4.8.2 Providing resorcas and assistance in the Readiness Review, as

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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5.0 ,GNERAI

5.1 otermination of the need for a Readiness Review shall be made by the
Associate Director, OMM, who has fuSctional responsibility for the
design phase, process, or other activity to which the review is
related.

5.2 In detenninln the scope of a Readiness Review, it must be decided if
both a PM and a separate Sr are needed. on Readiness Review of
rialleer-sepa*ned aspects of the .design phase, process, or other
activity, the RRB can also be the ST, thereby elminatin the need for
a separate grzw. If only a RRB is appointed, the FM shall perform
both the Sr and RB functions defined in this procedure. (Attachment
I provides ministative guidelin for i t a Readiness
Revie.)

5.3 The Ognzant Associate Director, OWN,, dhall appoint mebers to the
FMtB and the ST, as ible. The RB and ST mdbers may be OCRE or
support-cctractor persoel, as deemid ate. Normally, the
MRB aid ST dairo will be an OCiM representative. The RB and
ST IMbership a o (s) shall be d nented.

5.4 The Cogizant Associate Director, OaMA, shall develop, mintein, aid
provide specific qualification for designated MRB aid ST

ebers. ERB aid ST member shall be qualified by education aid
experienoe in the discipline subject(s) go Readiness Review.

5.5 The ognizant Associate Director,, OEMW, shall provide to designated
FRB aid ST members, writtem guidelines regardinx reports and doxnets
to be evaluated during the Readinss Review. Emanples of reports and
do<.zmet to be evaluated include, but are rot limited to: results of
applicable lanagennt Assessmnts; Peer Reviews; Design Reviews;
Tflumicl Dxxent Reviews; and related Readiness Reviews.

5.6 The Ognizant Associate Direcbor, OaC, shall develop, maintain aid
provide to designated RIB and ST mters, written ins that
establish or reference a Eriate review and aptane criteria
that sbhall be used by NRM and ST members to perform the Readiess
Review. Eanple refeences tan ai review ad a ptance
criteria include, but are not limited to: alicable irxsty cdes;
standards; N U:; Federal Regulati stty plans; and Site
Cliaracterization Plan.

5.7 The mchanism for resolvin and closing "Cpen" Itens and Technical
Holds, as _aropriae geted by the Readiness Review mt be
determined prior to dis luti of the RRB aid ST. This mechanism
shall be do I tI to assure tracking and proper closure of the
"Cpen" Items aid Tinicl Holds.

U.S. DEPARTMENT OF ENERGY
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6.0 F

6.1 WREMDIN;ES

6.1.1 Ihe Branch Chiefs, OCEM, shall recmnd (through the proper
nanagen~t chain) initiation of a Readiness Review to the

Cognizant Associate Director, OaM, when a design phase,
proess or other activity within the Associate Director's area
of responsibility has prgre to the point where a
Readiness Review may be aLUPrinte.

6.1.2 Upon deterination that a Readiness Review is requzired, the
0ognizant Associate Director,, OC , shall define the scope of
the review ard apoint a FRB ard ST. Ihe ST shall prepare the
Readiness Review Plan (Attadent II), Readiness Review Tree
(Attad~nt mI3), anxi Action It Ls (Attac t IV).

6.1.3 lbe Readiness Paview Board shall review the Readiness Review
Plan, Readiness Review free, and Action Item LIst developed
by the ST. Any dchane(s) In the Readiness Review Plan,
Readiness Review free, or Actio t List shall be
d==ented by the RB. lbs IB shall advise the ST

airperson of any dbange(s) made.

6.1.4 7he Cognizant Associate Director, O0, shall aprove, as
. - priate, the Readiness Review Plan, Readiness Review Tree,
and Action Items List prior to start of Readiness Review.

6.2 n

6.2.1 Suseq to cazletion of 6.1.4 above, the ST shall use the
airEd Readiness Review Plan, Readiness Review Tree, and
Act Itn List, to assure that all itified it to be
evaluated dri the Readiness Review have been addressed and
"Closed%, as gy-roIate.

6.2.2 St to op~etion of 6.2.1 above, any action item
nrg "Open" on the Action Items Lit shall be

incorpoxated on an Cpen Item List (Attachment V) for tracdinq
and closure.

6.2.3 Sbqnt to letio of 6.2.2 above, it discovered
drq Readiness Review that cauld impact the schedule or have
other significant regardirg the design pase,
pmvoess, or other activity undergoinMj review shall be
d xcmnted, as c rte, on Tedbnical Holds Sheets
(Attament VI) and p ted on a Technical Holds List
(Attadment VII) for mraicil and closure.

U.S. DEPARTMENT OF ENERGY
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6.2.4 Subeqet to ca;Leti of 6.2.3 abave, the ST shall prepare
a final report with r P rIdatias regarding readiness to
start or cntiue the design phase, process, or other activity
undergoin Readiness Review and forward the report, Cpen-Items
List, and Tenical-Holds List to the RRB ChM airE.

6.3 AC T q W

6.3.1 S to oaletio of 6.2.4 above, the FMB shall review
and evaluate the final report of the ST to assure all
identified items on the Action-Ite List have been "Closed"
or have been i p ted an an OpeC-Items List, as
apropriate. In addition, the MB shall assue that items
dismcvered duirirg Readiness Review that could impact the
scedule or have other significant equenoes regardirq the
design phase, process, or other activity undergoing revie
have been d mnted on Tcdjoal-Hold Sheets and iorporaed
on a Technical-Holds List, as a---o-riate.

6.3.2 The RRB chairperso shall issue a letter or ni r to the
Ognizant Associate Director, 0C, providing the ST's
reradatimn regarding readiness to start or cntime the
design phase, process, or other activity urdergoirg Readiness
P.view.

6.3.3 ibsequent to c p of 6.3.2 above, the Owgnizant
Associate Director, O0, shall anzrve the reatdation to
start or continue the design pihase, process, or other
activity undergoing Readiness Review and notify the Director,
OCaEt, request zation.

6.3.4 S to notificaticn by the ognizant Associate
Director, OCEM, the Diretor, Oa§, shall authorize the
start or ia of the design hase, process, or other
activity 3ergoixq Readiness Review based on r ezAntion
in the final report.

7.0

7.1 Dxation generated as a result of this procedure is intained in
emranMM with rei t specified in QSP 17.1, Records
Managln". -At a minium, attaI-mtnts II throh VII are QM records.
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8.0 T N

8.1
8.2
8.3
8.4
8.5
8.6
8.7
8.8

A t a d e x t~

Attacbment

A t a d e r t
Attadmnt~~

I
II
in
IV
V
VI
VII
viII

Oam4

OaFW

Adminstrative Guide for Readiness Review
Readiness Review Plan
Readiness Review T-ee

Readiness Review Action Items List
Readiness Review Open Item List
Readiness Review Tenica Holds Sheet
Readiness Review edmical Holds Lst

QAA fllowcart
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AT~Ill1~ I
OCRE AtCMITRATVE FORE K au RE

Ihis guide is written to assure ozpliaro with the caurent r ire of
the OCEM QAR and QAMV that relate to ERM Readiness Reviews. Ihese
rez~iireents amply to the planning and accoplishment of the design iase,
process, or other activity under suitably cntlrolled cit incliudig
assurarce that pIneqyisites for ashin the given design phase,
process, or other activity have been satisfid.

Ihe purpose of this documint is to provide to
dzairpersos of Readiness Review Boards aid Start-p Teams to allw the to
effectively advise Board and Team members, aid make cptimum contributions to
Readiness Revi.s.

D:. READInESS RElEW PIM

Te Readiness Review Plan shall be prepared by the Start-up Team prior to
startin the Readiness Review Tree. Oie Plan shall contain an irx3pe ,-ent
logical, and systematic approach to acheve the specific goal aztlined by
the Cgnizant Associate Director, OCM. Ihe Plan shall contain a list of
all ite (see Attadnt II for exacples) to be addressed durinr the
Readis Revi.

Mm Plan sbuld include the follawiri points, as JraqOriate.

- Introi~ictionad overview
- Sce and area(s) to be covered
- Cjectives to be detrnd
- Referenoe proceur to be used
- Actual readines-review actions and description of h the

Read s Review will be a 1iduted
- Readiness-Reviw guidelines
- Readiness-Rview
-Readiness-Review schedule, idicatin sigficat miletnes,

includirq due dates of draft(s) and final e t(s).

m. R S REVM MM

2he Readiness Review Tree (See Attachnt Im2 for example) shall be
developed by the Start-up Team and approved by the Readiness Review Board
prior to starting a Readiness Review. Rte possible, the Tree shdld be
developed usirg previously agproved Trees as guides to assure oiaprehension
by others and to aid crdination of the Readiness Review.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AT~I 11~ I cont'd
RV E 3fl Fa I=AAflfEiRE DINE

7he Tree should be a logical and systematic analysis of factors that are
necessary and sfficient for the Readiness Review. The lowest elements on
the Tree are startirg points for further downward expansion resulting in a
level of detail deterined by the dchzacteristics and ccmplexity of the
design phase, process, or other activity undergoing review.

IV. AMNIC ITEMS TI;

Subsequen to Readiness Review Board review of the Readiness Review Plan and
Readiness Review Tree, the Start-up Team shall develcp a arAeh sive
Action Ite List (See At nt IV). he Action Ites list shall also be
submitted for Readiness Rviw Board review. Items shwn. on the Action
Items List shall be used to track progress and prevent oversights durirn the
Readiness Rei.

V. OME -I'TEMS LIS

Durin Readiness Review, action items rt yet cu6leted or otherwise
deficient shall be irporated on an Open Items list (See Attadt V) by
the Start-up Tem. lhe Open Item list shall:

- Reference "Open" or deficient items by Action Ite List number.
- Define action(s) required to close "Open" or deficient items
- Assign action responsibility to close "Open" or deficient items
- Estimate olpleti date(s) for "Open" or deficient items.

VI. TWM3N HOtr6 :SH '

Any item discovered during Readiness Review that caxld inpact the scledile
or have other significant regardin the design phase, process,
or other activity urxnergoirg Readiness Reriew shall be do on a
Tedmical Holds Sheet (See Attadlent VI). Tse ite are considered so
vital to the activity dgoirg review that they st be "Closed" prior to
the start or tinuation of the design phase, process, or other activity
udergoing review or nist be copileted at a specified jumcture during
perfocance of the design phase, process, or other activity.

Cm-ditional aproval to start or continue the design phase, process, or
other activity undergoing Readiness Review may be granted when an aptable
"work-aroud" method is approved for an item on a Tednical Holds Sheet.
2his mthod shall be d on the Tedmical Holds Sheet as a temorary
corrective action.

VII. TECL H=DS LTST

This list aopiles information contained on Technical Holds Sheets relative
to Review that could impact the schedule or have other significant
con oes reqardin the design phase, process, or other activity

undergoing review (See AttadM t VII).

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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O. 0MDUM REVI PIAN

EXAMPI5 OF POSSIBET READNESS 5EM ACrION ITEKS

1. Do oplas exist?

2. Do site plnaagn.n p s exist?

3. Do site activity plans (m±bilizatimn, ciarcterizatio, investigations, etc)
exist?

4. Are there plans that addess staff in3/persomel?

5. Are there plans to address questions from the pWblic?

6. Has O05 approved the plans?

7. Has trainir been provided?

8. Has policy been estbabl bs! OEW.?

9. Are contracts in place?

10. Are scopes of work for suboractors clear, c ise, ard p-to-date?

£}. Have technical s fications been develcped and approved?

12. Have Quality Assurance ecificaticns been develwced and aWroved?

13. }Have the quality assunae prmgramatic rireents, e.g., 10 CER 60,
10 CER 50, and NQ&-l, been defined?

14. Have the quality assurar progratic re e , e.g., 10 CER 60, 10
C:FR 50, aid NM-1l, been defined for prime -ItaIcbos?

15. Have quality levels, insection points, hold points and QP reviews been
established, reviewd and appnvd?

16. Have the quality lity cotrl intc been defined and

17. Are do ants in place to assure that adl applicable regulatory requirepits
have been addressed incliudin loal, state, or federal permits?

18. Has the prmper level of autoity been delegated to the field?

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATI II H ont'd

19. Have all physical biterfaces been established?

20. Are logical interfaces betwen network activities estab ?

21. Do Jrpemwntirq procedures exist?

22. Do charme control procedures exist for plans and procedures?

23. Have pr res been aproved by OCMW

24. Has equipment been procured?

25. Have the facilities been acquired?

26. Are the facilites operational?

27. Are furds available to do the work?

28. Has hardlin of data fr: field activities been addre sed?

29. Has handlirM of inf ciatiorecords been addressed?

30. Have safety and health measures been eied?

31. Have security irezi been addressed?

32. Have security measures related to cmuter access been addressed?

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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SHEET OF
OFFICE OF CIVIUAN WBS NO. .

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

ACCEPTABLE Open Technical
Prerequisite Description of Prerequisite Prerequisite Documentation Item Hold Item

I.D. Prerequisite Assignee Resolved Verified No. No.

i - .5.~~~~~~~~~~~~~
REV. 1089

ACTION ITEMS COMPLETED
TEAM CHAIRMAN DATE
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OPEN PREREQUISITE PREREQUISITE ITEMDEFICIENCY ACTIVITY REQUIRED ESTIMATED ACTIVITY
nIE I.D. ASSIGNE COMPLETION ASSIGNED
NO. _ _ _ _ _ _ _ _ DATE

REV. 1IU9
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ATmap vi (Typical)

OFFICE OF CIIUAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

SHEET OF
WBS NO. _ _ _ _ _

READINESS REVIEW ACTION ITEM TECHNICAL HOLD NO.

PREREQUISITE DESCRIPTION

DESCRIPTION OF TECHNICAL HOLD

DESCRIPTiON OF CORRECTIVE ACTION (Explain corrective action, potential Inpact, responsible organization)

PREREQUISIT E ASSIGNEENSWR NO.

Namne Date

APPROVALS

NAME AND FUNCTION DATE NAME AND FUNCTION DATE

REV. 11W
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READINESS REVIEW

Cognizant
Assocate

I Director

APPROVE RECOMMENDATION
NOTIFY DIRECTOR, OCRWM

Readiness Review
Board Chairperson

ISSUELETTERORMEMORANDUM
WITH RECOMMENDATION
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Procedure No.: Revislion: Date: Page:
QWA 3* O 3/27/89 1 of 10

Director, C0lD Date: D!2W r,12, { Date:
W. _ ,

This PE e estab I sbe the Office of Civilian Radioactive wastoe
lManagezrent (OC~) responsibilities and methods for the review, a, apta
or approval, and release of techical do anmnts.

2.0 o

MAdS prooedure addresses technical documnts prepared by OaM, PRO13P
Participants, and OCRR managed contactors that are submitted for review,

a e, and release by OCm.

3.0 IEE ND ;iFNmCM

3.1 1

3.1.1 "Quality Assurance z for the civilian Radioactive
Waste Managnt Prg-ram, (QAR) -W2/1-0214, 1988.

3.1.2 "Quality Assurance Pzogram Description for the Civilian
Radioactive Waste Program", (Q1PD)--D04/q-W0215, 1988.

3.2 ME

3.2.1 Thdefinitions of stardard t may be found in the Glossary
cmotained in reference 3.1.1.

3.2.2 7his - i term is used to indicate that a technical
document is suitable for its intended use.

3.2.3 Coanizant Associate Director. OCRR - The Associate Director,
OaCo, resonsible for review, a are, and release of a
specific tedical doment. Genrally, this will be the

Associate Director, OCM, responsible for the fnctonal area
that is the subject of the technical doument.

3.2.4 ajlor R iagi - Changes to a document that affect a process
described in the document, the basic content, or a chiarxe in

4 ~~~conept.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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3.2.5 Harutorv Omnent - Oamint that the reviewer has determined
requires resolution prior to doment ao tarce. ese
coonts may inbude identified deviations from edstirM
approved OCRM policy, qiality assrare irents,
pr-1granmiatic or inanag requi tecfnical positions,
or any other criteria aplile to the docament.

3.2.6 Tenical n - A dooavmt that specifies scintific or
erqgneerin~ requirents, presents ic or eni
information or data; or describes cietific or enginei
procasses.

3.2.7 Technical Review - A dmited review by ividuals with
sufficient technical knowledge of the material beirq reviewed
to be able to render a decision on its adequacy. Technical
reviews are reserved for dox8nts that cntain material that
is within the current state-of-the-art and is based on acepted
standardst criteria, prinils and practices.

4.0

4.1 DIRECTNR. oCF&H

The Director, OaCEM, or designee has the overall responsibility for:

4.1.1 Assurirg that OCWM frplements the Technical Moment Reaview
proess as described in this prnocure.

4.2 ASSOaME Dn:ECTC. Ot

The Associate Directors, Oa, or desi~nees are responsible for:

4.2.1 Reviewirq M( schedules and plans in each of their areas of
technical niza to dhetermin iat technical documents will
be reviewed by OCRR.

4.3 axCGZANT ASSOCUEM LRuI. 0a(

The Cognizant Associate Director, OCRM, or designee is responsible
for:

4.3.1 Identifyirg specific dociments requirirx technical dociment
review and accepting these docmients for sus t release;

4.3.2 Designatir individual(s) or organization(s) within his own
fmrctional area(s) of responsibility as reviewer(s) and
arrangin for such support;

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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4.3.3 Identifying the need for review by other organizations aid
arraygin thr~ouh other Associate Directs for such outside
sExort as may be needed; and

4.3.4 Coordinating, controlling, distributing, and dotaining
resolution of all cments.

4.4 ASOC=IE DIRFXCRI OFFICE OF SEms; m S1N AND r (OFSD)

In addition to the responsibilities outline in 4.2 above, the
Associate Director, OFSD, or designee is also responsible for:

4.4.1 Preparing and ntain this QAP.

4.5 DIRlCICR. OFFICE OF 0ULITY ASSMWXE LOCal

Mhe Director, OQ, or designee is responsible for:

4.5.1 Revieing and u tis an tehical d oments subitted for
review to assure that quality r ile specified were
satisfied.

4.5.2 Verifyin that O0 onizations review and accept technical
documents, within their areas of responsibility and assurin
that the reviews are cducted in a a with this

5.0 GENERL

5.1 Technical doc=ents subject to review by OCiM may be generated by
OCEM, PROCAM Participants, and OaM4-mnaged rnntractors. Review,
aocepte, and release of technical docents shall be canducted in
amoordante with this pjozeidre.

5.2 Tpes of technical deonents subject to review by OC may include,
but are riot limited to, system requiee dents, design basis
documents, performance assessments, study plans, technical
specifications, tehnical reports, test reports, test plans, design
reports, aid results of analyses.

5.3 Technical donents subject to review by Opl may also require Design
Reviw or Peer Review.

5.4 Technical doemwnt review status shall be maintained by the Cognizant
Associate Director, OHM, who shall also designate the doment(s) for
either Design Review or Peer Review, as a rcpriate.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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5.5 The aggregate exprtise of the designated reviewer(s) shoud enccpass
the subject area of the technical doc.uent. The Cognizant Associate
Director, O0EM, shall select the reviewer(s) from C pRAm
Participant, and OC~4-managed contractorp, as needed, to cover the

ect matter of the document. The review(s) shall not have
directly partated in the develqpment of the technical docnt.

5.6 Ihe Cognizant Associate Director, OCM, shall dos.ment the rationale
for selection of the specified reviewer(s). 7his rationale shall
address the qualifications of the reviewer(s) relative to the review
subject.

5.7 The Cognizant Associate Director, O0, shall develrp, maintain and
provide to the designated reviewer(s) written instructions that
establish or reference apriate review aid acoeptance criteria
which the reviewer(s) shall use to evaluate a durin a
tedmical review. D[ nts cr.taning such review and a- ptanoe
criteria include, but are not lIited to, EAH and site specific
requir~nts doents, industry , standards, NLIS, Federa
Rgulations, aid intecirf tednical do ents.

5.8 Qnoe the rvine aid aeptance criteria have been established, the
designated seview() ll pruvi.e ccauents.

5.9 Technical doc.ment reviewer(s) shall doament comnts or TNo
Oments" on a Dxocment PReview Record (EFR). The ERR is coprised of
a Dxamnt Review Record (Attachaent I) and as zarny Docmnt Review
Record Sotinuation Sheets (Attadment II) as necessary.

5.10 Resolution of camints shall be a ihed between the oganization
that prepared the teinical docllint aid the reviewer(s). In the
event that the reviewer(s) is unavailable for resolution, the
Cognizant Associate Director, Oa=W, shall designate a qualified
replacement to resolve the acmments.

5.fl The resoluti of cnts shall be dob=ted by the orgnization that
prepared the technical document, adjacent to the reviewer(s) commnts
on the same RR on whici the mnts apear.

6.0

6.1 PLAHWM T ICL DOCUME2r IP VIE

6.1.1 The Associate Directors, OCIZE, shall review FGRAB schedules
aid plans in each of their areas of technical Mia at
least semi-annually to determine what technical doc.ments will
be reviewed by 0aW.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.1.2 If technical doctments are received by OaW, other than those
idntified by 6.1.1, the Associate Director(s) shall determine

or not a tehnical dooment review is required, on a
case-by-case basis.

6.1.3 to receipt of technical doazents for review by
OCEM in aonrdarce with Sections 6.1.1 and 6.1.2 above, the
Associate Director(s), OCM shall detenrine if a technical
domnent shall also uergo Design Revie and/or Peer Review, on
a case-by-case basis.

6.2 TnE L XNI inai Rv

6.2.1 Ss e to 6.1.1 and 6.1.2 above, the Cognizant Associate
Director, OCW, shall identify the applicable review and
aceptance criteria in written IJncticns and designate the
irdiviumal(s) or anlzati(s) required for review.

6.2.2 The technical docn*nt shall be forwarded to the reviewer(s),
along with a =E In reti nil do=nt review,
written inticns thtain the review and aceptanrc
criteria, ard a DR.

6.3 T MNICL DOME2 P '

6.3.1 Using guidanxe provided in the arIu r etig technical
domzent review ard the sh tain e review and
acptance criteria, the designated reviewer(s) shall corxtct
the review. Mardatory zomnts regarding the tednical
dooments shall be do on a MR.

6.3.2 If the designated reviewer(s) delegates itionl staff within
the reviewer's organization to perform the review, it shall be
the responsibility of the designated reviewer(s) to consolidate
c-tmints onto a single E.. Ibis consolidation shall include
resolving arny cnflicting otmnts generated by the reviewer's
staff.

6.3.3 Upon cle of the review, the designated reviewer(s) shall
sign and date the DRR, ard return the ER and tedmical
dount to the Qmgnizant Associate Director, O (M.

6.4 ACr'ICK E TO REVf

6.4.1 Follawing receipt of the technical doment ard ERR frm the
reviewer(s), the Cgnizant Associate Director, OCEWM, shall
review the CMR to determine the extent of the commnts.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.4.2 If no cniznts exist, the Cognizant Associate Diretor, OCEM,
shall prepare an acceptance letter, sign the technical document,
if ajarprat, and take action to release the docnt per
Section 6.6.

6.4.3 If mandatory comcnts exist, the Cognizant Associate Director,
OCMR4, shall taiit the tecnical documnt and RR. to the
organization that prepared the tedmnical daocrnt, for = mnt

-resoluto.

6.5 aCCRE i CN

6.5.1 7he cmetnt response/resolution is domntd on the siame ER(s)
on which the ouients appear.

6.5.2 Omment resolution may be aschplihed via a mnt resolutin
meeting or a rLe foimat that produces an aptable end
result that is Icl t.

6.5.3 Once an asolutin is readied, the cmmmtor or
designated reresentative and the dooent preparer indicate
a oeptable resolutbn by initialing and dating the space
pzoidd on the ER adjacent to the c ent response.

6.5.4 Eollowizq the pleti of the resolutio of ments on the
ER, the docunt preparer revises the docnt, as rncessary,
forwards the ccmpleted docment along with the copleted --

package, to the Cognizant Associate Dire&cor, OCEM, for his
action in accrdance with section 6.4.

6.5.5 If osnts cann± be resolved to the satisfaction of the
review rganization and the docent preparer nization,
thy shall be broht to the attention of the aoriate
manage~nt level until resolution is readied.

6.6 I EEU

6.6.1 Sequ to do* t antance the Cognizant Associate
Director, OCEM, shall provide for release of the d=zment,
uhici may crsist of any of the follawirg actions:

(a) si a HREGAM prepared doonnt to
the } Participant for release in accordance with
their procedures:

(b) Releasirg an OaM( prepared doent to the OCF doumnt
ont organization for c olled disr ti in

acordance with QP 6.1, "u~mtolled DXlents"; or

(c) Releasing an OCM prepared douent for publication.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.6.2 Baseline documents are approved for release in acxzdarce with
QMP 3 .4, namei o nt.

7.0 I R

7.1 Dx ntatin generated as a result of this procedure is collected aid
intained in accozdance with the rii s specifid in QUIP 17.1,

"Rerds Management". At a minimu, attadInts I aid 3I of this
procedure are Qz reords.

8.0 ATE

8.1 Attadmnt I -OM Docuimnt Review Reoprd

8.2 Atta 1nt II -OC DIoment Review Record Oit nati Sheet

8.3 Att3dIt I - QUP Flowi±art

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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TITLE: EESIGN }
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Director, OCRWA Date: , Djre OQA Qate:

1.0

ltis proedure establishes responsibilities and prescribes methods f
otriuctiw design reviews by the Office of Civilian Padicactive
aN~agert (O~0am for designs that have been deve by OaM E

parIcipants. Design reviews are corduted to verify technical adl qay a
ci~1eted designs ard to gaue the effectiveness of E paFimi
design-control reasures. 7he procedure asio provides for des
reviews and OQW4 partic ation in design' reviews spnsored by
ParS-nts.

2.0 s

lis procedure aplies to o0m t ,amer nti. staff, aid suvort personnel
involved in planning, perfI in, dc t, ad repori results of
design reviews. Acoeptanxc by the design-review team does not e
OaM aproval of a design.

3.0 AND ;L&"TIMS

3.1 kw&

3.1.1 "Quality Assurance r for the Civilian Padioactive
waste ; a IVt &Program", (QAR)-D0E/If-02i4p 1988.

3.1.2 "Quality Assurance Program Decrpion for the Civilian
Endioactive Waste nErent Program", (QAD)-DOE/RW-0215,
1988.

3.2 -ll7S

3.2.1 Ihe definitions of stardard tenm ray be found in the
Glossary conaind in reference 3.1.1.

3.2.2 Critical DesiMn Review - An inrkdpth technical rev!iw of a
cxqleted design phase to ensure that all technical
req~dzncents are ret. A crtical design review satisfies the
.recirbants of reference 3.1.1 for design verification.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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3.2.3 DesiM - Refers to either a Critical Design Review or
a Milestone Design Review, as defined herein. OaWM design
reviews are referred as "Secord-level Design Reviews" in
reference 3.1.2.

3.2.4 Design Verificaticn - 7he act of detemininn and
that the design is correct and conffns to all specified
requirennts 7he Critical Design Revie is an acelpted
means of ac pisb~r design verification.

3.2.5 Milestone Desian Review - Review corducted periodically
durirg the design process to ascertain the status of
teduncal progress, t, se e, and attaiment of project
dOjectives. A Milestone Design Review does not Zet
reference 3.1.1 re ire for design verification unless
the r i for a Critical Design Review are mt.

3.2.6 Particimant Design eiew - Review sponsored by a EAM
participant in whidh O r e sentativesprtiite.

4.0

4.1 ASOaMM DIF I~.

7he Associate Directors, OM, or designee(s) are resible for:

4.1.1 DFdnii hat designs are subject to the design review
process;

4.1.2 Shedulirng ard mnitorirg design reviews for designs
develqed within their areas of responsibility;

4.1.3 Assignin design-review leaders; and

4.1.4 Frovidirq resorces for iuplmti OC( design reviews.

4.2 A am1 EM R. OFFICE E FZCEI= SrrM AND X: 1 E

In addition to responsibilities outlined in 4.1 above, the Associate
Director, OESD, or designee is also responsible for:

4.2.1 Prarirx andi Rirtainil this QAAP; ard

4.2.2 Ensuring effective ilenertation of the OCEM design-review

program.
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4.3 DIRECTR. OFFICE OF QUPAlTY ASRANC (OOA)

7he Director, OQak, or designee is responsible for:

4.3.1 Providiry resources and assistance in the design-review
process, as requ.ested

5.0 GENERAL

0aW csxbt design reviews to assess the status and progress of design
activities (Oilestcne Design Reviews), to provide an alevel of
lxdepenlent design verification to p3 a designs (Critical Design

Peview), or both.

5.1 i=ICL VMGN REV

5.1.1 Critical design reviews are perfoned by the OCRM to provide
additional assurnc that designs meet all tnical
reqjdnaments, and that the responsible design organizati's
design-control program is perIfon I satisfactorily. These
detailed tecnical reviews caver all aspects of the design,
inclulin iith other stmactures, v1stems, and
o- cifents, and iaet reference 3.1.1 r i for design
verification.

5.1.2 Designs subject to O01 critical design reviews will have
been previously design verified in accordance with reference
3.1.1, by the assigned design organizatin. Pimy
responsibility for design verification remains with the
assigned design organization.

5.2 K11EIXM 1IQGN REVIE

5.2.1 Milestone design reviews are perfoae by the OCRt at
milestanes in the design process primrily to assess the
status of the design effort relative to tednical progress,
.ost, and sdhedule, and to provide assurance that specified
req~fren~t are beM folfimed. Milestone design reviews
are typically condbcted at estalished percent-gipletions
and at the end of eadc design &-ase.

5.2.2 Unless coidu;ed in a with the r for a
critical design review for a 100-petwnt oagplete-design
riase, the milestoe design review does t fulfill the needs
of reference 3.1.1 for design verification.

5.3 EERPI2 IEN REVIE

5. 3.1 Ihe 0MM may elect to partipate in a design review
sponsored by a M particant. In such cases, the o0EM
representative(s) will perform in a -rdar with the
aplicble parti 's p ures.

U.S. DEPARTMENT OF ENERGY
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5.4 DE;IGN REVIM MPM N

ihe followin r re apply to Critical Design Paview:

5.4.1 lhe team mebers for Critical Design Pteviews shall have
demonstrated aometence in their respective d--l at
least equivalent to that reqlired to perform the design.
Dcntatiom of should reference degrees,
professional ficat and affiliations, and snmarize
relevant experie. A stat nt r reozd of resume
verification shold be included.

5.4.2 The team Members for Critical Design PaviewS shall not have
perfoaX the design, specified a singular design approach,
nxo ruled out certain design cm-sidrlations.

5.5 Al m CACULmM'

5.5.1 Alternate wherein analyses are caxlmted by
alternate mthods to verify rarrectness of the original
analyses, ray be used to avort the design review.

5.6 acM SLs

5.6.1 Where the original design verification was based partially
upon qualification tests in aoadance with reference 3.1.1,
review of zlf test ti y be used in
sort of the 0 design revise.

5.7 E l1' OF IE5IGN REV

5.7.1 lhe rcigr and detail regqdred of the design review is a
fir~tian of the inportane to radiological safety or waste
isolation, the czrplexity, degree of stia rization, the
state-of-Uh-art, the degree of departure from accepted and
proven ele ractics, and the similarity with
previonsly proven designs of the ined system,
stractzre, or conent.

6.0 E

6.1 S

6.1. 1 Eaci OCm Associate Director with resporsibilities for
design shall review program schedules at least semi-annally
and detenmine what designs will be reviewed by the O0Fi in
their area of responsibility.

U.S. DEPARTMENT OF ENERGY
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6.1.2 For eadc design review sdeduled, the cognizant OCH
Associate Director shall detenr what type of design review
will be corducted, i.e., Milestone Design Peaview, OCRP
participation in RPM pA-s o sored design review,
or Critical Design eaview. onsieratiors for this
deteniination should include those concepts identified in
5.7.1, above.

6.1.3 Ihe cognizant Oa Associate Director shall assign a design-
review leader for eaci design review and provide other
resources, as needed.

Note: Ihe follown ti for planing, paratin, iletatin
aid reportin are mandatory for Critical Design Reiews, but may be
selectively aplied for other design reviews.

6.2 :

6.2.1 7he design review leader shall develqp a design review plan.
qhe plan shall doment the folloing aspects of the design
review:

a) Ihe exact spe of the design review. Peord the
specific system(s), structre(s), or otonent(s) that
will be the subject of the review;

b) Identify all functialy and ptysically ie cin
sbstD, structures, and cocn ;

c) Identify all design output doczunts subject to review;

d) Determine all disciplins that might affect or be
affected by the system(s), structure(s), or ccponent (s)
subject to review. Consider cperations, maintenane, and
construction experts; as well as the design,
radiological-safety, and materials-engineering
iscpl Ines ;

(e) Establish reviewer qualification requirements,
cznsiderln the coaplexity and state-of-the-art of the
design; (see section 5.4) and,

(f) Identify all infation data, and analytical tools that
provided ifpt to or suPort to the design. Oansider
design reqrbnts domnents, safety analyses dozmnts,
cal(,,lations, oapter code and hardware doamrstation,
backgwarour information suIPotirg advanced or state-of-
the-art engineering tediniqes, codes, stardards, and
interface control dooents.

U.S. DEPARTMENT OF ENERGY
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6.2.2 7he design review leader shall mtact the responsible design
organizatio and establish a schedule and loction for the
design review. liis informati shall be inzluded In the
design review plan.

6.2.3 7he cognizant Associate Director shall approve the design
review plan.

6.2.4 7he design review leader shall assemble the review team from
OCE&, t , ard/or external rescs. Dtentation
of all team embers qicatns shall be btained, and
verified as necssary, in a__rdarnc with QWAP 2.2,
" srel Qualification". reviewers i per
Sectio 5.4, sll be ded.

6.3 }

6.3.1 The design review leader shall assemble the review team to
prepare for the review. iEnaration shall nlude the
folalowx:

a) Familarizntio with the scope, sdiedule ard plan for the
design review, and the tnical e ize of the
partiAclar design. opies of amlicable require
docmnts shall be provied to the design-review team

b) Assurance that the reviewers have been rined to th3is
AP;

c) Familiarization with the subject system(s), stture(s)
or , onent(s) designs. Design aztpzt, such as drawings
aind peciicats, should be provided if available; and

d) Assignent of responsbllity to team mebers for areas of
the design and preparation of dhecklists or instructions
to be used in the review, as a pate. Ihe checklists
cr. insuctions should a specific design irputs
containd in the ir r d ents. Attament I
provides subjects to be nsidered in the review.

6.3.2 The design review leader shall review and aprove checklists
andr/r instru ti developed by team members.

6.3.3 Ihe design review leader should arrange for the responsible
design organization to present an overview of the design ard
design processes, and to make available the cognizant
engineers aid all information othx the design.

U.S. DEPARTMENT OF ENERGY
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6.3.4 7he awxplislmnt of the preparation hase shall be
docu~nteI prior to exeomn of the sign review.

6.4 E

6.4.1 7he design review team should receive an overview of the
design and design prosses from the cognizant design

oaitzation.

6.4.2 Ihe design review team shall coruct an in-depth review in
the assigned areas aaaardirg to the design review plan and
the chedilists or is ti that have been developed.
Subject item 1 throh 6 of Attadt I must be addressed.

6.4.3 If any part of the design uses unproven or beyond state-of-
the-art apprace, the design-review leader shall reIdimd
to the cognizant Associate Director that a peer review be
performed for that aspect, in ac--darxce with QWAP 3.3, "Peer
Review". 7he r-z-rm aticn and resulting actions shall be
dooummnted in the design review report.

6.4.4 Mhe design review team members shall doc.ment review ennts
aid coment resltions in acmodar with QAAP 3.1,
"Technical Dixment Review" and resolve all coomlnts with the
responsible design oganization. She review team meaber aid
responible design engineer hll sign the cement sheets
upon resolution of the cczmmnts.

6.4.5 Where a significant differen e of opinion prevents consensus
within the design review team or resolution between the
design review team and responsible design organization, the
design review leader shall ensure that the difference is
elevated for decision to the appropriate m -nage -nt level
until resolution is reached.

6.4.6 If a significant deficiency in a previously verified design
is discovered, the adeqacy of the design-control/design-
verification program is in doubt. In such cases, the design
review leader shall initiate corrective action in acordance
with QAAP 16.1, "Corrective Action".

6.407 Any issue that remain open sUbseqpent to ompletion of the
design review shall be manitored and tracked by the design
review leader to ensure resolution. the design review
leader shall report the status of open issues to the
cognizant Associate Director mnthly. 7he cognizant
Associate Director shall monitor the status of all design
reviews through closure.

U.S. DEPARTMENT OF ENERGY
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6.5.1 Ihe design review leader, with iit frm team mmbers, shall
prepare a report of the design review results. The report
shall describe the fo~lwic:

(a) Scope of the design review, incudirg specific systems,
stnrcures, and pnts;

(b) Identify the review team members and design
pezsmml contacted duirxq the review;

(c) Sumarize results of the review;

(d) Any significant prblems e r r deficiencies
identified and the resoluti, includirq corrective
actions initiated;

(e) Identify any open issues and actions to be tahen; and,

(f) Present any review team 3rec ration, sudh as the need
for a peer review on m unique aspect of a design.

6.5.2 The report sdhall be signed by the design review team leader
and forwarded to the nizant Associate Director, Division
Direcr, and the responsible Brancha C1ief.

6.5.3 The cognizant Associate Director shall forward a copy of the
report to the design oganization.

6.5.4 A package consisting of the design review plan, checldists or
procedures, camert and resoluti records, reviewer
qualification and verification records, alternate
calculations or other records of design verification, and the
design review report shall be s1unitted to the OCW records
mnanagent ;system by the review team leader. tion
regardina open issues and closure thereof shall be added to
the package as it is developed.

7.0 R

D xnntation generated as a result of this procedure is collected and
mintained in acordance with the reqire specified in QWAP 17.1
"Records Management".

8.0 Pn

8.1 Attadt I - Design Reiew Subjects

8.2 Atta t II - QAP Flwciart
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AT� I (Ezcaple)
* ~ ~ ~ ~ im are KEYS

Ibis is a list of subject areas that should be considered in the design review.
21is is not intenoed to be a Dirhensive list applicable to afl. designs.
Critical Design Reviews must address items 1 thmxjh 6.

1) Were the design irpts correctly selected?

2) Are ssmtions- aoessary to perform the design activity a ately
described and reasonable? wee ressay, are the 'sstions
identified for reverifications whe the detailed design
activities are completed?

3) Was an apriate design mEthod used?

4) Were the design inuts correctly irporated into the design?

5) Is the design pt reaslcmpared to design ixpts?

6) Are the necessary design irpz and verification res for
interaclb organizations specified in the design doents or in
supportirz procedures or istructins?

7) Have all Opiter c used in the design analysis been validated, and
verified on the cOmpuer systems used in design?

8) Were design, design verification, and peer review (as applicable)
procedures correctly e?

9) Have qualified and certified muaterials and parts been speified where
aprpite?

10) Is the design specified prouible by c etinal means?

U) Does the design adequately consider mintin ty, operability,
reliability aid radological safety?

12) Are the a riate qCuaity and quality assura requiem
specfied?

13) Are the applicable d, stanards, and regulatory requir
includixo issue and addenda properly identified and are their
-e Dim~r~nts for design mAt?

14) Have applicable consrtion aid operatirq experier!e been considered?

15) Hve the design interface been satisfied?

U.S. DEPARTMENT OF ENERGY
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16) Are the spcified parts, equApnent, and proesses suitable for the
required Iiatn?

17) Are the specified materials o atible with each other and the design
environn~ntal nditions to Mih the material will be exposed?

18) Have adequate waintemnae features and re been specified?

19) Are assbility and other design provisions adequate for perfonnaio
of needed ainta, in-service inspeti, and repair?

20) Has the design prqperly considered radiation exposure to the public and
plant personnel?

21) Are the ac ne criteria incorporated in the design d=MentS
suffiiently detailed and specific to allow verification that design
- requirenis have been satisfactrily a ished?

22) Have adequate pr-operaticmal and periodic teste
been _ _-opriately specified?

23) Are adequate harnding, storage, cleaning and shipirg s
specified?

24) Are adequate i r for control of ite and
materials specified?

25) Is the design cost effective (considering DOE and regulatory
restraints)?

26) Are ir q for record preparatio, s itted review, and aroval,
retetion, adeqately specified?
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OFFICE OF CIVILIAN

RADIOACTIVE WASTE MANAGEMENT
QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE

I TITLE: PE RvnN

1.0

This procedure estalshes the responsibilities and methods for planning,
couctig, dx e , and administerin per reviews performed by or on
behalf of the Office of Civilian Radioactive Waste Managemernt (OCRet.

.1 2.0

Ais proedure shall aply to review of work, when adequacy of information
or suitability of procedures and methods cannot otherwise be established
thro testi, alternate calculatins, or reference using previously
established standards aIxd practices.

3.0 -ET E S AND I F-l I

3.1 FEE

3.1.1 "Quality Assurance Reir t for the Civilian Radioactive
Waste ---age--t Program," (QAR) -DOE/&-02l4, 1988.

3.1.2 "Quality Assurance
Radioactive Waste
1988.

Program ]
Managxnt Program, "

for the Civilian
(QAPD) -COE/A-02l5,

3.2 LEi sTC

3.2.1 She definitions of starndard tero s
Glossary in reference 3.1.1.

may be found in the

3.2.2 X anizant Associate Director. O M - The Associate Director,
OCEMi, for whom a peer review is cscdhted. Generally, this
will be the Associate Director, OCxM, responsible for the
functional area that is the subject of the review.

3.2.3 Pr - A person having technical expertise in the
matter to be reviewed (or a critical subset of the
matter) to a degree at least eqpivalent to that needed
original work.

subject
subject
for the
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3.2.4 Peer - A d ented, critical review performed by peers
who are ir e of the work being reviewed (See Section
5.5).

3.2.5 Peer Review Grcum - An assembly of peers
representing an a -ronrate spectrum of knowledge and
experience in the subject matter to be reviewed (See Section
5.3).

3.2.6 Peer Review Repor - A domentel detailed report of
proceedings and findings of a peer review (See Section 5.8).

4.0

4.1 Diii< . caM

the Director, OCRM, or designee has overall responsibility for:

4.1.1 Peviewing firdings of the peer reviewer(s) and authorizing
release of the peer review report; aid

4.1.2 Appointing meibers of peer review groups following nominations
by the Cogizant Associate Director.

4.2 ASSOC=1 DIREUCPSI. OaRW

The Associate Directors, OCEM, or designees are responsible for:

4.2.1 Detennn if and when a peer review should be performed;

4.2.2 Determining the scope of the peer review; and

4.2.3 Nominating a peer reviewer or peer review group, on a case-
by-case basis, as apropriate. A peer review cdairmen shall
be appointed by the peer review group when peer review is
codiucted by more than one peer reviewer.

4.3 ASSOCIE DIREXM. OFFICE OF F IIhl SITDI AMD EVELOPME~r (OF'D)

In addition to responsibilities identified in 4.2 above, the
Associate Director, OFSD, or designee is also responsible for:

4.3.1 Preparing aid maintaining this QAAP.

U.S. DEPARTMENT OF ENERGY
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4.4 COGNIr ASSO DxIRECT Ott

In addition to responsibilities identified in 4.2 above, the
Cognizant Associate Director, Oh, or designee is also responsible
fcr:

4.4.1 Establishing peer review qalifications;

4 4.4X2 Actins as the 0CRM liaison with the organization(s) doing
work to be evaluated duin the peer review;

4.4.3 Froviding aceptance of the peer review plan, checklist, ard
report, as a riate; and

4.4.4 Assurin that a peer review plan is prepared.

4.5 HBRNEI CHIEFS. Or(

The Branci Chiefs, OaM, or designees are responsible for:

4.5.1 Recommendin thrmuh the apr rate =magement chain,
initiation of peer review to the Cognizant Associate Director,
OCEM, whe work within the Associate Director's area of
responsibility has progressed to the point where peer review is
arcPriate.

4.6 PEE REVIE

The peer reviewer(s) are responsible for:

4.6.1 Perfoming peer review(s) in acrdance with this QWAP; and

4.6.2 Organizirx and reportin peer review results.

4.7 DIREC1i . MICE OF aCIALM ASSdRAM (aM

7he Director, OX, or designee is responsible for:

4.7.1 Performing audits ard/or surveillancs of the peer review
process to assure that the review ccnforms to the guidance of
this QAP; and

4.7.2 Providing resources and assistance in the peer review, as
requested.
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5.0 GEA

5.1 Peer review shall be used when the adequacy of a critical body of
information can only be established by alternate means, but there is
no agreement within the cognizant tehnical ocmuity regardn
applicability or a riateness of the alternate means. Peer
reviews should be used in a finzatory sense and not as a
substitute for readily collectable data.

5.2 Peer review shall be considered when one or ore of the follazing
conditicrs exist:

5.2.1 Critical decisions or interpretations are or will have to be
mde in the face of significa uncertainty;

5.2.2 Decisis or interpretations having significant impact on
performs ca-assessment conclusions are or will have to be made;

5.2.3 Novel or beyond state-of-the-art testing, plans and
prccbdures, or analyses are or will be used;

5.2.4 Accepted detailed technical criteria or standard industry
procedures do not exist or are in the development stage;

5.2.5 Results of tests are not reproducible or repeatable;

5.2.6 Data or interpretations are ambiguous; or

5.2.7 Data is questionable, since it may not have been collected in
conformance with an established QA program.

5.3 Mhi collective technical expertise and qualifications of a peer
reviewer or group shall span the technical issues and areas involved
in the work to be reviewed, including differing bodies of scientific
thought. Technical areas more central to the work to be reviewed
shall receive proportionally mrre representation in a peer review
group.

5.4 The number of peers comprising a peer review group shall vary with
the following:

5.4.1 bmplexity of the work to be reviewed;

5.4.2 Importance of assuring that safety or waste isolation
performance goals are met;

5.4.3 Number of tehndical disciplines involved;

5.4.4 Degree to which uncertainties in the data or technical
approach exist; and
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5.4.5 Extent to which differing viewpoints are stronly held within
the applicable technical ard scientific camnunity corcerning
the issues urder review.

5.5 Members of a peer review group shall be Ir ee of the original
work to be reviewed. Independence in this ca means that the peer
was not involved as a participant, supervisor, technical reviewer, or
advisor in the work being reviewed, and to the extent practical, has
sufficient freedom frym funding considerations to assure that the wcr-k
is inpartially reviewed. In those cases where total indeee
cannot be mt, a documented rationale as to why someone of equivalent
technical qualifications and greater in rde was not selected
shall be inluded in the peer review report.

5.6 Since the peer review process may vary fra case to case, a peer
review plan shall be prepared by the O gnizant Associate Director or
the peer review graw prior to initiating a peer review. The peer
review plan shall describe the work to be reviewed, the spectrum of
expertise of the peer review grou, and the suggested method and
schedule necessary to produce a timely peer review report. Written
minutes of meetings, deliberations, and peer review activities shall
also be prepared.

5.7 A peer reviewer or group shall consider the following, as
ppropriate, ~when evaluating work during peer review:

5.7.1 Validity of basic assnmptiona and acceptanc requirents
employed;

5.7.2 Ukcertainty of results and calsequers, if incorrect;

5.7.3 Apprcpriateness and limitations of methodology and procedures;

5.7.4 Adequacy of application;

5.7.5 Accuracy of calculations and extrapolations;

55.7.6 Verification of compiter software;

5.7.7 Validity of conclusions; and

5.7.8 Alternative interpretations.

5.8 Any questions or other clarifications needed regarding the work
undergoing peer review shall be directed back to the preparing
organization by the Cognizant Associate Director. Responses provided
by the preparing organization shall be distrihuted to all peer
reviewers to assure consistent evaluation during peer review.
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5.9 A report, d the results of peer review, shall be prepared
and issued that will incliue, but not be limited to, the following:

5.9.1 A clear description of the work reviewed;

5.9.2 Conclusions readhed by the peer review process, including
alternative interpretatis;

5.9.3 7he methodology, reasoning, and judgment used in reaching the
conclusiors;

5.9.4 Inividal sta y peer review gro menmbers, as
aplicable, reflecting dissentin views or additional cants,
as riate;

5.9.5 A listing of the peers, their individual technical
qualificaticrs, ard evidence of r ence, including
potential tecnical and/or anizaticnal partiality; and

5.9.6 All peer reviewer(s) shall sign the peer review report.

6.0 E

6.1 MT I FEM R

6.1.1 Upon deteination that a peer review is required, the
Cognizant Associate Director, OCM4, shall initiate the review
by identifying the work to be reviewed, the scope and timing of
the review, and the peer reviewer(s).

6.1.2 The Cognizant Associate Director or the peer reviewer(s) shall
prepare a peer review plan that describes the work to be
reviewed and the suggested method aid schedule nssary to
prodmce a report. Ihe plan shall be reviewed by all peer
reviewers. Ihis shall also be true of hianges made to the plan
by the Cognizant Associate Director when sublitted for
apprval.

6.2 }EM TEV

6.2.1 Usin guidane provided in the aproved peer review plan, the
peer review grwp shall begin peer review. The peer review
shall be cducted as a joint meeting or as a separate review,
where each re r independently reviews the work. Each member
of a peer review gro.p shall prepare =mmwnts arndor provide a
dissentin opinion, as a~ropriate.
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6.2.2 Peer reviewers shall dociment their results, whidc shall
address, at a minixmz, the suitability of the work being
reviewed for its intended purpose, aid whether or not the work
cmnforms to specified requirements.

6.2.3 The peer reviewer(s) shall review the cmments arid any
dissenting Opinions for clarity and aprcpriateness.

6.2.4 Subsequent to cmpletion of 6.2.3 above, the peer reviewer(s)
shall prepare a written peer review report.

6.2.5 Subsequent to completion of 6.2.4, the peer reviewer(s) shall
prepare an acceptance letter for the Cognizant Associate
Director, 0aRWM, signature and forward the acceptance letter
and peer review report to the Cognizant Associate Director,
OCEM.

6.2.6 Subsequent to peer review report acceptance by the Cognizant
Associate Director, OCaM, the Cognizant Associate Director,
OCRWK, shall request release of the peer review report by the
Director, ORM.

I

6.3 ArRINi TO ACCEPTANM

6.3.1 subsequent to release of the peer review report by the
Director, OaCM, the Cognizant Associate Director, OM0,
shall provide for release of the peer reviewed document, which
may consist of any of the following actions:

a) Transmitting a FRFGRAM Participant prepared document to
the EROMW4 Participant for release in aocordance with
their procedures;

b) Releasing an OCEM prepared document to the OCCM
organization responsible for controlled distribution; or

c) Releasing an OOaM prepared dooment for publication.

6.3.2 Any action taken by OCRR4 to resolve the views of the peer
reviewer(s) after publication of the final report shall be
traceable to the report and documented.

7.0

7.1 DSm~ntation generated as a result of this procedure is collected and
maintained in accordance with reqirements specified in QAAP 17.1,
records anaget". At a minimum, attacment I is a Q( record.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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SHET OF
OFFICE OF CIVILIAN WBS NO.

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

PEER REVIEW NUMBER REVIEW DATE

PEER REVIEWER SHALL SIGN AND DATE THE FOLLOWING WHEN COMPLETED

The scope of the review identified.
Signature Date

Review personnel identified, qualifications documented and indoctrination provided, as
Signature Date appropriate.

All reference material and data are available for review.
Signature Date

_________ All written reviewer comments have been received and reviewed.
Signature Date

__________ _ Revised documents peer reviewed, as appropriate.
Signature Date

Peer review report prepared and submitted to the cognizant Associate Director, OCRWM.
Signature Date

_________ _ _ Peer review report and other applicable documents transmitted to originator with Director,
Signature Date OCRWM, acceptance or concurrence.

_________ _ _ Peer review documents entered into records system.
Signature Date

The above peer review steps have been carried out in compliance with OAAP 3.3.

PEER REVIEWER CHAIRMAN Date

COGNIZANT ASSOCIATE DIRECTOR Date

REV. 1/89
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OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE

I TITLE:
PREPA=ATI OF QUALIT ASSUPANCE ADlnuSI1RATI PROCRUF

The pErpose of this procedure is to establish responsibilities, requiramnts
and instructions for the uniform preparation, review, approval, issuance and
revision of Quality Assurance Administrative Procedures (QAAPs) for the
Office of Civilian Radioactive Waste Management (OCHS).

2.0 S

7His procedure applies to the develcpment of all OC2M QMAPs that address
the irplemtation of requirements established in the OCEM Quality
Assurance Re for the Civilian Radioactive waste Management
Program d t.

3.0 RE5NK D A eNnDa

3.1 B

3.1.1 "Quality Assurance R iree for the Civilian Radioactive
Waste Management Ptrogram", (QAR) DME/W-0214, 1988.

3.1.2 "Quality Assurance Program
Radioactive Waste Management
1988.

Description
ProgramI',

for the Civilian
(QAPO) DME/F-215,

3.2 1 ;

3.2.1 me definitions of standard tem may be found in the
Glossary contained in reference 3.1.1.

3.2.2 Major Revision - Changes to a procedure that affect a process
within the procedure, the basic content, or a major change in
concpt.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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3.2.3 martory Canment - Oddment requiring resolution that
identifies and describes a significant conflict with, or
deviation frou, existing OXM policy; quality assurance
reqpirenint; proraatic or mHnagement requirement; technical
position; or responsibilities for iuplementation of
established requirents.

3.2 .4 Mino ILvision - Changes such as typographical errors; wording
changes for clarity; and editorial changes, where the basic
meaning and content of the procedure does not change.

3.2.5 O^P_ - Quality Assurance Administrative Procedures which
implement the OCR4 Q R and QAPD docients by prescribing
specific measures, methods or systems to be utilized to
assure QA Program compliance and define the specific
individual(s) or organization(s) responsible for
inpiementation.

4.0 IhX=bEl~

4.1 DIEMM C

The Director, OCRM, or his designee has responsibility for:

4.1.1 Approval of all QAAPs and QWAP revisions.

4.2 ASSOC=ETE DIRECTmRS. aC

The Associate Directors, OCaM, or designees are responsible for:

4.2.1 Identifying the need for develimlent and preparation of QAAPs
within their functional areas of responsibility;

4.2.2 Providing signatory corcurrence of QAAPs through the review-
process;

4.2.3 Assuring that personrel under their supervision are
identified for appropriate training, and have received the
appropriate training; and

4.2.4 Assuring implementation of actions delineated in QAAPs in
their functional areas of responsibility.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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4.3 0 E

OCZM personnel are responsible for:

4.3.1 Identifying the need, or possible need for a QAAP, to the
Director, OCQ&; and

4.3.2 Developing, reviewing, and resolving nments on assigned
QAAPs in accordane with regqirants of this procedure.

4.4 DIRE . IrVMOU SYSIT AND MSJPI DIVNISI MMD)

Tbe Director, MSSD, or designee is responsible for:

4.4.1 Distribution of all approved QMAPs aid/or revisions, in
aordance with Q P 6.1 "Controlled Documents".

4.5 D=RMt. OFCE: OF aCULMT= ASSlJAM (LoA)

lhe Director, OQA, or designee is responsible for:

4.5.1 Preparing aid mintainin this QAAP;

4.5.2 Coordinating the development and m itn of all QMPs;

4.5.3 Providing signatory -- on all QMAPs aid QMAP
revisions, prior to approval by the Director, OCRm;

4.5.4 Detennining the need for establishing new and/or revising
exstiM QAAPs;

4.5.5 etin quality assuranx regiirements for subsequent
inclusion into the __e-priate QPs;

4.5.6 Performiig and/or coordinating the review of QAMPs to assure
adequate qualitative and quantitative instructions for
compliance; and

4.5.7 Informing the OCRM QA Training Officer of any newly planned,
developed and/or revised QAAPs, so that apprmpriate training
my be nl ed.

5.0 GENERAiL

5.1 OCaRM QAAPs shall be prepared in accordance with this procedure and
shall be contained and controlled within the Oam QMP Manual (a
controlled document contaimng OCm QMAPs).

5.2 QAAPs are procedures which i pleeni t the oam QAR and QAPD
documents.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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5.3 QAAPs shall
affected by
c ents and

be reviewed by eaci appropriate Associate Director
arid/or with defined responsibility. Procedure review

resolutions shall be docwmented.

5.4 All OCRRM QA's shall utilize Attacdment I "Procedure Title Paget'
and Attadcnt II "Procedure Continuation Page". The required
information is as follows:

5.4.1 QOP Subject - The title or subject of the procedure;

5.4.2 QWP Number - The appropriate alpha numeric identification as
assigned by the Director, OQA;

5.4.3 QAAP Revision - The apropriate sequential revision number,
with 0 being the first issue;

5.4.4 Date Block - Shall exhibit the effective date
procedure;

of the

5.4.5 Page Block - Shall exhibit "Page 1 of _1";

5.4.6 Director, OCRW - Shall exhibit the authorized approval
signature and the date signed; and

5.4.7 Director,' OQM -
signature and the

Shall exhibit the authorized =onorrence
date signed.

5.5 All review ca=ents and/or resolution c -c=-renoe for all OCEM QAAPs
shall be doonnted on Attachment Ill "Document Review Record" and
Attachment IV " Docu.mnt Review Record (Continuation Sheet)".

5.6 All OaMM QAAPs shall be developed in the format described in
Attachment V and Attacbment VI.

5.7 All OCaM QAAPs shall be uniquely identified (numbered) as determined
by the Director, OQA.

6.0 R

6.1 MAP = aN

6.1. 1 hen a valid need for a QCP has been
Director, 0QA, assigns a QAAP preparer.
uniformity, each QAAP shall be prepared
described in AttaLcment V and Attachment VI.

identified, the
To maintain

in the format

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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I

I

6.1.2 The preparer develops the QMP Purpose and Scope sections and
should develop a flow chart to depict the various steps or
shque~e of activities associated with the procedure. Flow
charts may be incorporated into the procedure when
a opriate.

6.1.3 Each page of the proedure shall be identified as "page -

of ", including all attacmnts.

6.1.4 All attadi ts shall be contained within the border confines
of Attadchmnt II, and identified as "SACE", "EXKTE" or
TYPICAL", whiiever is appro ate.

6.1. 5 The preparer should be aware of the following word usage
during QAAP develo nt:

a) shall or will exresses a anudatory r ire directed
towards an actiornactivity in the procedure;

b) h denotes e ation relative to desired results; and

c) my denotes peamissicn.

6.2 MP u

6.2.1 Upon ompletion of the initial draft QAP, the preparer shall
sutmiit the draft to the Director, OQA.

6.2.2 The Director, OQA, shall establish a realistic camnent-due
date and solicit comments frou each Associate Director, at a
minimum. The review and acceptance criteria shall be
contained in or referenced on Attachment III.

6.2.3 The reviewer(s) perform(s) the review, following the
specified review and acceptance criteria anrnotated or
referenced on the DM.

6.2.4 Review comcPnts are documented on the DR. Each organization
requested to perform a review shall provide a consolidated set
of comments for subsequent resolution, on a single set of
-Rs.

6.2.5 Men the review produces cHments, the reviewer shall
identify the mandatory comnents, as appropriate.

6.2.6 Upon capletion of the review, the reviewer forwards the
cczpleted CM, to the Director, OQA, for further action.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.3 ACLAN SUBnEgVE2r To REVIEW

6.3.1 Mihe Director, OQA, reviews the CR to detenmine the extent of
the Aents.

6.3.2 If no ants exist, the Director, OQA, signs
a Vpriate block an the QAAP title page, forwards the

Ir(by memorandt) to the Director, OC1EM, soliciting
ajprwal signature.

the
QWA
his

6.3.3 Upon obtaining procedure appoval, the Director, OQX, informs
the OCHM QA Training Officer, so that trainig may be
impllemented. Te Director, OQA, then forwards the procedure
to the Director, MSSD, for control and distribution in
accordance with QAAP 6.1, "Controlled Documents".

6.3.4 If cmmnts exist, and are annotated as matdatory, the
Directo, OQA, forwards the MR(s) to the procedure preparer
for coment response/resolution.

6.4 CX2*EE Wr FIZ Vrlanoum'

6.4.1 Tle cAment response/resolution is domented on the same
IR(s) on uih the crmknts apear.

6.4.2 Comnt resolution may be accupli shed
resolution meetirg or a oparable fonnat
acceptable end result that is documented.

via a cament
that produces an

6.4.3 Once an acceptable resolution is readied, the Remmentor and
the document preparer indicate acceptable resolution by
initialing and dating the space provided on the ER adjacent
to the Aiment respoe.

6.4.4 Follywir the cumpletion of the resolution of
CM,, the doonmnt preparer revises the
necessary, forwards the ccupleted doxmnt
cagletd --C packge, to the Director, OQ1,
in acrdanr with Section 6.3.

cmients on the
dcent, as

along with the
for his action

6.4.5 Comments that cannot be resolved by the reviewing
organization and the originating organization shall be brought
to the attention of the appropriate management and, if not
resolved, are elevated progressively to the Director, OQA, and
if necessary, to the Director, OCEM.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.5 V

6.5.1 Revisions to approved QMPs are accoplished in accordance
with provisions of Section 6.2, 6.3 and 6.4 above. RWen an
O0R&K QAAP is revised, the entire doent is reissued.

6.5.2 Major revisions to approved MaPs are acoxplished on an "as
needed" basis. Minor revisins are acciplished when the
subject QWP is next revised.

6.5.3 Mhen an approved OCRRM QAAP is revised, it shall be issued as
the next sequential revision nrmher. TShe section(s) of the
docurt that has been revised shall be identified by a
change bar (a vertical line in the margin adjacent to the
line or section that was revised).

CONTROL AND DTS1HUMUM

6.6.1 Only approved QMPs are included in the OCM QUIP Manual and
become effective on the date irdicated on the title page.

6.6.2 The Director, OXh, transmits all approved QAAps and/or
approved revisions to the Director, MSSD, for action per
section 6.3.3.

6.6

7.0

7.1 DScumentation generated as a result of this procedure is collected and
mnaintai n in acrdance with requirements specified in QPa 17.1,
'qtecords Management". At a minimnm, attachments III and IV are
cotsidered Q& Records.

8.0 A

8.1 Attacment I - Procedure Title Page

8.2 Attachmt II - Procedure Continuation Page

8.3 Attadment 3I1 - Document Review Record

8.4 Attachment IV - Dament Review Record Continuation Sheet

8.5 Attachment V - QUIP Standard Arran emnt Format

8.6 Attachment VI - Standard Block Paragraph Format

8.7 Attachment VII - ZAP Flowchart

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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QwAP 5.1

SHEET I OF
OFFICE OF CIVILIAN wBs NO .

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

DOCUMENT NAME
REVISION
DATE

REVIEW INS 7RUCTIONSIACCEPTANCE CRITERIA

REVIEW INSTRUCTIONS/CRITERIA PREPARED BY REVIEW INSTRUCTIONS/CRITERIA APPROVED BY

Signature Date Signature Date

FORWARD RESULTS TO

COMMENTS THAT ARE ANNOTATED WITH AN () ARE MANDATORY AND REQUIRE RESPONSE AND RESOLUTION.

SECTI COMMENT RESPONSE ACCEPT/
PARA. REJECT

REVIEWED BY RESPONSE BY

Signature Date Signature Date

REV. 1/89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATENHOMENV IV (¶Mpicl)

SHEET _ OF
OFFICE OF CI VI AN WBSNO _ _ _

RADIOACTIVE WASTE MANAGEMENT DR NO. I2}

U.S. DEPARTMENT OF ENERGY REVISION NO. 13_

WASHINGTON, D.C.

a I

AUDITISURVEILLANCE (4) RESPONSIBLE ORGANIZATION (5) REFERENCE DOCUMENTS (6)

REQUIREMENTS (7)

DESCRIPTION OF CONDITION (8)

RECOMMENDED ACTIONS TO CORRECT CONDITION (9)

ORIGINATOR (10) BRANCH/DIVISION/OFFICE (11)

Signature Date
YES NO CAR NO. (14)

I I I SIGNIFICANT (12)
I I ([_I REPETITIVE (13)

(15) (16) (17)
RESPONSE DUE OGA DIRECTOR, OQA

Signature Date Signature Date
REMEDIAL ACTIONS (18)

EXTENT (19)

PLANNED COMPLETION (20) RESPONSIBLE MANAGER (21) PROJECT MANAGER/ASSOCIATE DIR. (22)

Signature Date Signature Date
RESPONSE l I ACCEPT OGA SIGNATURE (24) DIRECTOR. OQA (25)
(23)

l I REJECT Signature Date Signature Date
COMPLETION DATE (26) RESPONSIBLE MANAGER (27) PROJECT MANAGER/ASSOCIATE DIR. (28)

Signature Date Signature Date
OQA VERIFICATION (29) OQA (30) DIRECTOR. OQA (31)

I I SATISFACTORY
I UNSATISFACTORY Signature Date Signature Date

'DOCUMENT JUSTIFICATION FOR REJECTION ON CONTINUATION SHEET REV. 1/89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AUffflr V (E=Vle)
OAAP STANRD ARRANGET FOFx

1.0 H

This section should be a description of the objective of the procedure.

2.0 O

Identify the specific application of the procedure and to which OCEW
activities it will apply. Include any restrictions on the procedure
application.

3.0 0ER-USS AND CEEINmarIO

3.1

List those documents used in the preparation which will interface
with the procedure being written.

3.2 IDFINTTICoNS

Reference the Glossary for general terms. Define here, the terms
which are unique to the procedure being written.

4.0 RE5R3W=ZXTrT-ES

Identify the infividual (s) or organization(s) w have the major
responsibility for the implementation of the procedure. Restrict this to
the OCRR4 personnel who have direct involvement in the subject activity.

5.0 (ENERA

Delineates requirements and/or provides leading information which brings
the reader up to the step-by-step details of the procedure section.

6.0 E

Provide the detailed methodology to implement the requirements of the QA
Program and include reference in the text to any attachments.

7.0 R

7.1 Should always state the following: "Documentation generated as a
result of this procedure is collected and maintained in aaxordance
with the requirements specified in QAAP 17.1, "Records Management".
At a minimum, attachents (list the attachments by number, i.e., I,
II) are considered Q& Records.

8.0 ATTACqEYTS

A listing of all exhibits, illustrations, forms, appendices, etc., referred
to in the procedure text.

U.S. DEPARTMENT OF ENERGY
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AT~OR4~1~VI (Emmple)

1.0 F-RSP IEVEL DIffERIUE

(The first level indenture shall be titled in upper case letters and
1wders.nred.)

1.1 SE L'fIW IEV EL ItMN U E

(The second level indentures shall be titled, as appropriate, in
upper case letters and underscored.)

1.1.1 (Third level indentures shall be written in sentence and/or
paragraph format in lower case letters and shall not bear
titles.)

a) Itemization or delineation beneath any indentured
paragraphs shall be typed in lower case letters and
identified by a letter a), b), etc.

b) Paragraph titles, when utilized, shall always be on a
separate line.

c) With the exception of the following, there shall always
be a double space between indentures: fourth level
indentures, e.g. a), b) shall be single spaced between
indentures when the text does not exceed one line.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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PREPARATION OF QUALITY ASSURANCE ADMINISTRATIVE PROCEDURES

6.3.3.6.6 Director, MSSD

|CONTROLLED DISTRIBUTION
I

INFORM TRAINING OFFICER
OF NEW PROCEDURE I

yes
6.3A Director, ODA

FORWARD DRRs|

6A.14.4.3 Preparer

RESOLVE COMMENTS AND
DOCUMENT RESOLUTION

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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Procedure No.: Revision: Date: Page:
QAWP 16.1 0 3/27/89 lot 16

Director, OCRWM ., A Date: DiOfr OQA Date:
A 44

4
- -,- .

1.0 YE

This procedure prescribes the responsibilities and methods for idifying,
ecting, preventin re and closure of deficiencies.

2.0 s

This procedure applies to any deficiery, or apparent deficiency, in oam
ELAM activities or products that is identified by or on behalf of OCRM
pers-l. This procedure shall 1 be used by OCEM personre ard OCW

tactor suport personnel for evaluating and correcti deficiencis
idenfied within the OCEM organization.

3.0 RamEFsERC AM 1171fMCR

3.1 1

3.1.1 "Quality Assuranc Reqire for the Civilian Radioactive
Waste Management Program", (QAR) DOE/W-0214, 1988.

3.1.2 "Quality Assurance Program Decripti for the Civilian
Radiactive Waste Yagement Programi (QZAD) DOE/FU-0215,
1988.

3.2 8

3.2.1 The definitions of standard t m may be faord in the Glossary
cxntained in reference 3.1.1.

3.2.2 Corrective Action - measures taken to rectify conditions
adverse to qiality and, where necessary, to prevent
recurrence. Corrective action includes remedial action and
investigative action as defined beliw.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C



3.2.3 Corrective Action Report (CAR) - a document used by the
Director, OQ, to report and/or elevate deficiencies that are
determied to be significant or of iMportance sufficient to
warrant the attention of the Director, OCRAN.

3.2.4 Deficiemt - a cordition of an item or activity, attribute,
do~nentation, or procedure that renders the quality of an item
or activity unaetable or irdeterminate.

3.2.5 Deficiency Report (ER) - a domient used to report deficiencies
in activities or products discovered by OCQM personnel or
OCRM support contractor perscmnel, and to record the
corrective actions.

3.2.6 Investigative Action - actions taken to determine the overall
extent, depth, and root cause of a deficiency, including
identification of similar deficiencies related to those
specifically identified.

3.2.7 P - inclrdes items, as defined in reference 3.1.1;
documents that result from PROGRAM activities and software.

3.2.8 PReedial AcrA6n - actions taken to correct specifically
identified deficiencies.

3.2.9 Foo c - the most fundamental circumstances that are
manifest by an observed deficiency, i.e., where the deficiency
is but a synptam of a more basic problem.

3.2.10 Significant Deficiency - a significant condition adverse to
quality that, were it to remain uaX'rrected, could seriously
affect safety or waste isolation.

4.0 IZESP==

4.1 DIRESMU. OQFICE OF CMVITIAN RADIOACTTVE MESMS Ns!WYIMENT (ocQgM

7he Director, OCRRM, or designee is responsible for:

4.1.1 Approving the issuance, resolution, and closeout of
Corrective Action Reports.

4.2 Om }

OCR!M Managers (i.e., the Cognizant Branch Chief, Division Director,
Associate Director, or Director) or their designees, are responsible
for:

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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4.2.1 Controllirg activities and/or the use of products identified
as deficient until resolution is raced;

4- 4.2.2 Ta&irg irmmiate action to correct deficiencies where threat
of d gradation r irretrievable loss to the O0FM PRGAM
exists;

4.2.3 Taking remedial action to correct identified deficiencies;

4.2.4 Investigating deficiencies to detennine the overall extent of
the problem and root cause; and

4.2.5 Iu plementin zrasures to prevent rce of deficiencies.

4.3 OCRW PESCNNEr

OaM and OCaM support contractor personnel are responsible for:

4.3.1 Identifying and reporting deficiencies observed in the conduct
of PROGRAM activities or in the dharacteristics of PRQGRAM
Products;

4.3.2 Initiating a Deficiency Report (M), as necessary; and

4.3.3 Prosiding support in resolving deficiencies.

4.4 DUM0M. OFFICE OF CUAAISY SIRANCE (LO)

The Director, OM, or designee is responsible for:

4.4.1 Preparing and maintaining this QWAP;

4.4.2 Assuring that activities and/or products identified as
deficient are controlled until resolution is reached;

4.4.3 Determining the significanc of deficiencies and initiating a
C ctive Action Report (CAR), as required;

4.4.4 Tracking the status of all OCFM aRs and aURs;

4.4.5 Investigating and validating reported deficiencies;

4.4.6 Evaluating prcposed corrective actions;

4.4.7 Verifying inplementation of corrective actions; and

4.4.8 Closing out the OR or CAR upon verification of corrective
actions.

U.S. DEPARTMENT OF ENERGY
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5.0 GENERAL

5.1 All OCR4 and suport personnel are required to report deficiencies
in exemtion of QLl or QL2 activities or in characteristics of QL1 or
QT.2 prodnts, upon disovery. The OQ Shall be contacted as soon as
practical upon disovery of a deficiency. hiis procedure may also be
used to address deficiencies in QL3 activities or QL3 products that
are considered important to PROMAM objectives. Deficiencies may be
discovered through aidits, surveillances, reviews, dbservation of
work inr-process, trend analysis, or exination and testing of
products or software.

5.2 If an apparent deficiency in the OCa4 ppQML is identified by an
outside organization (for example the NRC), and reported to the
OCRR4, the Director, OQA, shall initiate the required actions in
acrdance with this procedure.

5.3 A Deficiency Report (R) (Attachment I) shall be prepared in
accordance with Section 6.0 of this procedure upon detection of
progranmatic or . implementation deficiencies (e.g., procedure
violations or inadequacies), for OCEM product deficiencies, and for
Participant-product defiencis identified by OX personnel.

5.4 The Director, OQ&, shall evaluate reported deficiencies to determine
Whther or not a CAR is warranted, and initiate a CAR as appropriate.
A UR is not necessarily reqpired to initiate a CAR. The CAR is needed
for significant deficiencies, as described below, and for other
deficiencies that are repetitive and for which previous corrective
action has been ineffective.

5.5 The Director, OQA, shall determine whether or not the deficiency is
significant, based on the criteria given below. This determination
may be changed by the Director, OQM, as determined throug
investigation of a deficiency. Examples of significant deficiencies
are:

5.5.1 Serious errors in design, construction, or fabrication which
were detected subsequent to formal quality verification and
acceptance (e.g., a significant design error discovered during
an OCEM design review of a previously verified design that
impacts a Q-List item);

5.5.2 Serious errors in the execution or results of scientific
investigations, performance assessments, or performance
confirmation, that were detected subsequent to acceptance of
the resulting data (e.g., deficiencies in the conduct of
activities which are included on the Quality Activities List
that have a potential for impact on waste isolation);

U.S. DEPARTMENT OF ENERGY
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5.5.3 A breathen in a QS program (i.e., failure of an organization
to establish and implement prescribed QO and technical
requirements, plans, and proceures); and/or

5.5.4 Deficiencies that may require a stop work order (SWO) in
alVdarn with QMP 16.2, "Stop Workd'.

5.6 lhe status of eadc M and CAR shall be tracked by the OQA fran
sumittal to closure.

5.7 LIs and CARs shall be analyzed for trends by the OQA, in ardanc
with QAP 2.9, "QA Program Status Paportins".

6.0 W

6.1 JEFI1EN REWED:

6.1.1 OCR4 or OWM support contractor personnl, upon discovering
an apparent deficiency, shall determine the ap riate se
of action based upon the criteria of Section 5.0. If a M is
warranted, the OCafM or OCWM support contractor personnel
shall notify the Director, OQA, of the condition within one
work day and initiate a R. The pM shall be signed and
submitted to the OQA.

6.1.2 If a deficiency is a result of an audit or surveillance, the
lead Auditor or surveillance leader shall monitor the IP/CAR
status and ensure that adequate corrective actions are
lplemztd.

6.1.3 Ihe Director, OQA, and responsible management shall determine
whether immeiate corrective measures are needed to prevent
degradation or loss to the PFCGRAM. These measures shall be
recorded on the ER.

6.1.4 Where products are suspect as being deficient, the Director,
OQ, and the management respa ible for the product shall take
action to mark, segregate, or otherwise control use of these
products to preclude their inadvertent, use until disposition is
final and approved.

6.1.5 Where an activity is conducted in a deficient or improper
ranner, the Director, 00), and the management responsible for
the activity shall take action to control the activity and its
effects until permanent corrective measures are implemented.
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6.2 INITAL E¶lIC

6.2.1 The OQ& shall enter the DR into a status trackirg system.

6.2.2 The OQ shall initially investigate the reported deficiency to
determine whether a deficiency exists. Other OCFM
organization(s) shall support the OQA in the investigation, as
necessary. If no deficiency exists, the OQA shall take steps
to cancel the MR in accordance with Section 6.7 of this QWAP.

6.2.3 The Director, OQA, shall determine whether a CAR is required
based upon the criteria of Sections 5.4 and 5.5.

6.3 OnRREXrTVE ACTIoC RzUr

6.3.1 For deficiencies requiring a CAR as prescribed in Sections 5.4
ard 5.5, the Director, OQA, shall initiate a CAR.

6.3.2 The basis of the CAR may be one or more ERs or major cmvmn-s
otherwise brought to the attention of the Director, OQA. Where
applicable, the DRs shall be incliuded and processed with the
CAR.

6.3.3 The Director, OQA, shall evaluate the need to suspend affected
work activities in aoccrdance with QWAP 16.2, KStop Workm, and
take appr-priate actions. Reference to the SWO shall be
recorded on the CAR.

6.3.4 The Director, OCRR4, shall sign the CAR as co-currence with the
CAR and as direction to perse corrective actions.

6.4 I

6.4.1 The Director, OQA, shall transmit the M and/or CAR to the
responsible organization within the OCRM, or reporting
directly to OCEM, who has responsibility for implementing
corrective actions. Where more than cm organization may be
considered resposible, a lead shall be designated by the
Dire;ct, cm.

6.4.2 The responsible management shall investigate to determine
extent, magnitude, and overall effects of the reported
deficiency, and the remedial actions that will be taken to
resolve the deficiency. For a CAR, the responsible managenmnt
shall determine the rot cause of the deficiency and what
actions will be taken to prevent recurrence of the problem. As
applicable, the remedial actions, root cause, extent and
effects of the problem, and actions taken to prevent
recurrence shall be recorded on the ER and/or CAR.
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6.4.3 Where deficiency resolution is to accept the results of a
technical activity or products, wherein the activities or
products do not conform to the original requirements,
technical justification for acceptance of the results or
prducts shall be do8nted on the EWCAR.

6.4.4 If the deficiency disposition requires rejection of a product
or other results of activity, planred actions for recovery, in
addition to the specific disposition for the product or result,
shall be documnted on the ,/CAR.

6.4.5 If a deficiency involves a breach of the OcRwm technical
baseline, aid remedial action does not fully restore the
activity or product to specified requirements, the baseline
shall be mxdified to reflect the deviation in accordance with
QAAP 3.4, "Onfiguration Management". This action shall be
initiated by the management of the organization responsible for
corrective action and shall be documented on the UP/CAR.

6.4.6 The M and/or CAR shall be signed by the responsible
manager(s), the Project Manager for non-OCEM organizations,
the cognizant Associate Director for. internal OCRMt
deficiencies, and returned to the OQA for evaluation.

6.5 va~rS

6.5.1 The Director, OQ&, shall evaluate the M ardior CAR response
received from the responsible organization. He shall ensure
that the remedial action is adequate, that the problem was
investigated to sufficiently determize its extent, effects, and
root cause, and that adequate measures will be taken to prevent
recurrence, as applicable. The extent of the evaluation may
range from a review of the documented response to an
independent field investigation by the OQA, depending on the
significance and complexity of the problem.

6.5.2 The Director, OQA, shall record the results of the evaluation
of the E/WCR response, sign, and return the EI/CAR to the
responsible organization(s).

6.5.3 If the planned corrective action is determined to be
inadequate, further instructions shall be provided to the
responsible organization. The EW/CAR may be reissued as the
next sequential revision at this time. The responsible
organization shall comduct further investigations, modify the
response as necessary, and resubmit the DIVCAR to the OQA.
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6.5.4 If the corrective action is determined to be adequate, the
resonsible organization shall continue with inpelawntation of
the corrective action.

6.5.5 If agreemnrt betwen the Director, OQA, and the responsible
anagenrnt cannot be reached, the issue shall be elevated in

the managewnt hierarchy until resolved. Resolution of the
N/CAR shall then proceed per managenent directives.

6.5.6 7he responsible managenent shall notify the Director, OQA,
upon cawletion of the corrective action by submitting the
EW/CAR with the actual coupletion date and cor resoning
. ~nagspennt signatures. The actual corrective action taken,
and any deviations from the planned corrective actions, shall
be recorded on the DEWCAR.

6.6 VEZuTICATIC-

6.6.1 The Director, OQA, shall evaluate the completed corrective
action, as stated on the MR/CAR, to assure that the specific
deficiencies were corrected, as well as any underlying root
causes of CAR-type deficiencies.

6.6.2 The Director, OQA, shall ensure adequate implementation of the
corrective action for identified deficiencies by corducting
Inlepederit verification, such as surveillance or audits at the
responsible organization's facility. Verification should be
performd within thirty (30) days of notification of corrective
action completion although additional follow-up audits ray be
scheduled. Results of the verification shall be doyumented and
included with the ERCAR. If the Director, OQA, determines
that OQA verification is not necssary, justification for this
decision shall be recorded on the JR/CAR.

6.6.3 If the corrective action is adeay cpleted, the R/CAR
shall be signed and closed by the Direct OQA. The CAR shall
be signed by the Director, OC M, prior to closure. A copy of
the closed EI/CAR shall be transmitted to the originator.

6.6.4 If the corrective action is inadequate, the responsible
manageme.nt shall be notified by the Director, OQA, to take
further actions and the corrective action process shall be
reiterated in accordance with this procedure. The MV/CAR
shall be reissued as the next sequential revision.
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6.7 <

6.7.1 If it is determined through OQA
deficiency exists, the following steps

investigation that
shall be taken:

no

a) The Director, OQ, shall record the justification for
cancellation on the M ard return the M to the originator
for r e

b) The originator shall sign the DR to indicate concurrence
with the cancellation. The MR shall be returned to the
OQP, closed; or

c) If the originator does nct conxur, the Director, oQA, shall
elevate the matter to the appropriate anaegmient level,
until resolution is reached.

6.7.2 If the decision to cancel the MR stands, the Director, OQA,
shall record the justification and close the DR.

6.7.3 If it is determined that corrective action is required, the
corrective action process shall proceed in acordance with this
procedure.

7.0'

7.1 Docmventation generated as a result of this procedure is collected and
maintained in accordanc with requirements specified in QAAP 17.1,

"Pecords Mnagement". At a minlmum, attacments I and II are
considered QA Records.

8.0 ATllFIECR

8.1 Attachment I - OCaW Deficiency Report.

8.2 Attadcment II - O0M Corrective Action Report.

8.3 Attachment mII - QWAP Flodchart
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AT=MNr 3 (Typicl)
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RADIOACTIVE WASTE MANAGEMENT (4) CAR NO.

U.S. DEPARTMENT OF ENERGY (5) REVISION NO.

WASHINGTON, D.C.
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RECOMMENDED ACTION (10)

I

I

(11) 0 (12) [~ (13)
RESPONSE DUE OQA _ DIRECTOR, OCRWM _

I Signature Date Sianature Date
REMEDIAL ACTION (14)

ROOT CAUSE/EXTENT (15)

MEASURES TO PREVENT RECURRENCE (16)
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COMPLETION DATE (23) RESPONSIBLE MANAGER (24) PROJECT MANAGER/ASSOCIATE DIR. (25)
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OGA VERIFICATION (26) DIRECTOR, OOA (27) DIRECTOR, OCRWM (28)

I I SATISFACTORY _

l ] UNSATISFACTORY Signature Date Signature Date
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Director, OCRW - - Date: Direc o 0 c , Date:

1.0

9his procedure establishes the responsibilities and requirements for
trainin, qualification, and certification of audit personnel for
performance of quality audits by the Office of Civilian Radioactive Waste
management, (OCRP .

2.0 S

This procedure applies to all personnel who perform quality audits for
'OCRCM.

3.0 aEF s AsD LEF(1 S

3.1 TERENCES

3.1.1 "Quality Assurance Requirements for the Civilian Radioactive
Waste Management Program," (QAR) DOE/RR-0214, 1988.

3.1.2 "Quality Assurance Program Desr=iption for the Civilian
Radioactive Waste anag=ement Program," (QAPD) ME/Fff-0215,
1988.

3.2 D

3.2.1 The definition of standard term may be found in the Glossary
cutained in reference 3.1.1.

3.2.2 Auitor - An individual who is qualified and certified to
participate in any portion of a QA audit.

3.2.3 Auditor-in-'TrainrnW - An individual who is learning auditing
tedhniqpes and practices in order to become a qualified
auditor.

3.2.4 lead Auditur - An irdividual who is certified to organize,
perform, and direct a Q& audit; report audit findings; and
evaluate related corrective actions. The Lead Auditor may be
referred to as the Audit Tlam leader (AIL).

U.S. DEPARTMENT OF ENERGY
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3.2.5 s - An individual who is not an active participant in
the audit. An observer may be involved with the audit to
observe how the audit is conducted, or to become familiar with
the auditee's organization and activities. An observer must
acocp amy a qualified auditor during the performance of an
audit.

3.2.6 Tinical Specialist - An individual assigned to provide advice
to the audit team in preparing for and/or performing a QA audit
when the scope, complexity, and/or special nature of the
activities to be audited warrant a technical specialist to
assure an adequate audit.

4.0 E r

4.1 ASSOC17 DflM1UW. OaRN

The Associate Directors, OCEM, or designees are responsible for:

4.1.1 Supporting the audit process;

4.1.2 Providing technical specialists to participate in audits; and

4.1.3 Nominating staff as auditor candidates, as required.

4.2 Dn , OFIC OF CM=altIY ASSMAN. (a

1he Director, OQA, or designee is responsible for:

4.2.1 Preparing aid maintainin this QWAP;

4.2.2 Implementing the requirements of this procedure;

4.2.3 Training of prospective auditors and lead Auditors;

4.2.4 Ecamining, qualifying and certifying auditors and Lead
Auditors; aid

4.2.5 Ensuring that QA records generated as a result of the
implementation of this procedure are maintained.

4.3 ILMD AP~l

The Lead Auditor is responsible for:

4.3.1 Supervising and evaluating auditors-in-training;

U.S. DEPARTMENT OF ENERGY
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4.3.2 Assuring that audit team members are copetent to perform their
assigned portion of the audit; and

4.3.3 IXsumentin audit records stating
received specific orientation,
activities which they audited.

that auditors were competent,
and were independent of

4.4 AUIK/~DATDrIMI1 CANDflPL1E5

5.0

Auditor and Lead Auditor candidates are responsible for acquiring the
requisite orientation and training to assure their competence in
auditing skills.

GENERAL

5.1 Personnel selected for QA audit assignments
eperiencx and training cm ner:uate with the
special nature of the activities to be audited.

shall have sufficient
scope, complexity, or

5.2 Coapetence of personnel to perform required audit functions shall be
established by the following: -

5.2.1 Orientation that provides a working knowledge of the OCFM- QA
program;

5.2.2 Fbrmal training in general and specialized aspects of audit
performance; and

5.2.3 On-the-jb trainirg, guidance, andM nseling under the direct
supervision of a Lead Auditor.

5.3 The Director, OQA, when designated by the Director, OC1WM, as Auditor
Examiner, is exempt from satisfying the requirements for TLead Auditor
qualification and Intenance of proficiency as outlined in this
procedurze.

6.0 E

6.1 AUJDTIUt LTRAT

6.1.1 Prospective auditor candidates will be provided training and
orientation to develop their cmpetence for performing QA
audits.

6.1.2 Auditor training includes orientation in auditing
and the understanding of applicable codes,
directives, regulations, DOE Orders,, and
P iore.

techiques
sthdards,

appropriate

I k---11
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6.1.3 After successful cacpletion of the training, auditor candidates
shall participate in at least one audit as an auditor-in-
trainlin before becomin a certified auditor.

6.1.4 A certified lead Auditor supervises auditors-in-trainin durirg
an audit, deserves the trainee's ability in auditing skills,
and submits a written evaluation of the trainee's performance
to the Director, OQA.

6.1.5 Ihe Director, OQA, based on the prospective auditor's previous
experience, possession of adequate audit skills, training, the
Lead Auditor's evaluation of the auditor-in-training, and a
review of the related dcumentation, certifies the individual
as an auditor. 'his certification of an auditor's
qualification is documented on Attachment I, "Qualification
Record Auditor/lead Auditor".

6.2 1EAD AIUDnnR CUAIZ TIaN

In addition to the requirements of Section 6.1, a lead Auditor
candidate will also meet the requirements of Sections 6.2.1 through
6.2.5 before being certified as a lead Auditor.

6.2.1 7be prospective Lead Auditor will demonstrate skills for
effective commumication, both oral and written. These skills
are evaluated and documented by the Director, OQA.

6.2.2 The prospective Lead Auditor will have training sufficient to
assure competence in auditing skills. hiis training may
include, but is not limited to, on-the-jdb training. The
following areas are considered in determining training needs:

a) Fhuwledge and urderstanding of the OCRM QA program,
ANSI/ANSE NQA-1 and other related codes, standards,
regulationd regulatory guides, as applicable;

b) IXhwledge and understanding of the general structure of
quality assurance programs as a whole;

c) Mwwledge and e ig of auditing techniques,
planning, examining, questioning, evaluating, reporting,
follow-up and close-out;

U.S. DEPARTMENT OF ENERGY
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d) Knowledge and uederstanding of audit planning in the
quality-affecting functions for activities such as design,
Furchasing, fabrication, handling, shipping, storage,
cleaning, erection, installation, inspection, testing,
statistics, nondestructive examination, maintenance,
repair, operation, modification of nuclear facilities or
assocesiated umponents, safety aspects of the work and
records management; and

e) Knowledge and understanding of quality assurance
administrative pocedures applicable to audits.

6.2.3 The prospective Lead Auditor shall have participated in a
minimum of five (5) quality assurance audits within the three
(3) years prior to qualification. Audits performed prior to
certification by OCEM may be used to meet this requireent.
At least one of the audits shall have been a nuclear Qh audit
within one year prior to qualification.

6.2.4 The prospective Lead Auditor will successfully cozplete an
examination which evaluates comprehension of, and ability to
apply, the body of kowaledge identified in 6.2.2. This
examination may be oral, written, practical, or any combination
of the three types.

6.2.5 The prospective Lead Auditor will provide verifiable evidence
that a mininm of ten (10) credits have been accumulated when
credits are awarded per subpara s (a) through (d) below:

a) Education (4 credits maxim=m)

Associate degree fram an accredited institution, score one
(1) credit, or if the degree is in engineering, physical
sciences, mthemtics or quality assurance, score two (2)
credits; or

A Bachelor degree from an accredited institution score two
(2) credits, or if the degree is in engineering, physical
sciences, mathematics or quality assurance, score three (3)
credits. In addition, score one (1) credit for a Master's
degree in engineering, physical sciences, engineering
managemnt, or quality assurance from an accredited
institution.

b) Experience (9 credits maxmum)

Technical experience in engineering, manufacturimg,
construction, operation, or maintenance, score one (1)
credit for each full year with a maximum of five (5)
credits for this aspect of experience.

U.S. DEPARTMENT OF ENERGY
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If two (2) years of this experience have been in the
nuclear iflistry, score one (1) additional credit; or

If two (2) years of this experience have been in quality
Assurance, score two (2) additional credits; or

If two (2) years of this experiene have been in auditing
score three (3) additional credits; or

If two (2) years of this experience have been in nuclear
quality assuranse, score three (3) additional credits; or

If two (2) years of this experience have been in nuclear
quality assurance auditing, score four (4) additional
credits.

c) Other Credentials of Professional Ccapetence (2 credits
maximum)

For certification of cerpetency in engineering, science, or
quality assurance sp ties issued and approved by a
state agency or national professional or technical society,
score two (2) credits.

d) Rights of Managemnt (2 credits maxiz3m)

Mhe Director, OQA, may grant up to two (2) credits for
other performance factors applicable to auditing which may
not be explicitly called out in this instruction. Examples
of these factors are leadership, sound judgment, maturity,
analytical ability, tenacity, past performance and quality
assurance training c es.

6.2.6 Mien the prospective lead auditor meets the requireients of
Sections 6.1 and 6.1.1 through 6.2.5, the Director, OQM, will
certify on Attachment I, that the irdividual is qualified as a
lead Auditor.

6.3 O= OF PROFICIENC

6.3.1 Lead Auditors and auditors shall maintain their proficiency
through one or more of the following activities:

a) Participation in at least one QA audit per year (Lead
Auditors will participate in at least one QA audit a year,
either as a Lead Auditor or auditor); or

b) Review aid study of the rodes, standards, procedures
instructions, books and other docoments related to quality
assurance program and program auditing; or

U.S. DEPARTMENT OF ENERGY
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c) D= mented prticipation in trainin programs.

6.3.2 The activities performed by Lead Auditors and auditors to
maintain their proficiency will be listed on Attadrnt II,
"Auditor/Lead Auditor Qualification Maintenance", by the
Director, OQA, for eaci auditor and Lead Auditor.

6.3.3 Based on annual evaluations, the Director, OQA, may extend the
certification, require retraining or require requalification.
Attadment II identifies the activities performed, the date the
activity was performed, and the type of proficiency maintenance
activity (i.e., audits performed, reviews/studies conducted, or
participation in training programs) for each activity
performed. The Director, OQA, dated signature on Attachment I,
indicates results of the evaluation are satisfactory and the
certification is extended for a period of one year frcm the
date of the evaluation.

6.3.4 Lead Auditors who fail to maintain their proficiency for a
period of two (2) years or more shall require requalification.
Requalification includes retraining and reexamination in
accordance with the requirements of Paragraphs 6.2.2 and 6.2.4
and participation as an auditor in at least one (1) quality
assurance audit. The recertification of an individual is
documented by the Director, OQA, on Attachmdnt I.

6.3.5 Auditors who fail to maintain their proficiency for a period of
two (2) years or more shall require recertification in
aciordane with the requirements of Section 6.1. The
recertification of an individal is dommented by the Director,
OQA, on Attadcment I.

6.4 TECMNICAL SF1CIlFSTS

6.4.1 Technical specialists are assigned by the Director, OQA, for
use in QA audits as advisors in technical matters when the
scope, complexity, and/or special nature of the activities to
be audited warrant the need of a technical specialist to assure
an adequate audit.

6.4.2 Technical specialists may be auditors qualified in accordance
with Section 6.1, who participate in the preparation and
conduct of the QA audit. Technical specialists who are not
qualified auditors will receive training identified in QMP
2.1, "Indoctrination and Training" and will read Attachment
III, "Audit Guide For Technical Specialists", prior to the QA
audit. This guide addresses the basics of the QA audit
process, the conduct of persornl during the QA audit, and
identifies applicable QA auditing d=m=ents.

U.S. DEPARTMENT OF ENERGY
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6.5 KlwD OF AIT ICII

6.5.1 Me a CA audit is coplete, the assigned lead Auditor prepares
a letter to the Director, ogX, that dentifies the QA audit
number, date(s) of the QA audit, the title or name of the
audited organization, and the name of eadc audit team neber
that participated in the QA audit.

6.5.2 A listing of each QA audit (Attachment IV, "Audit Participation
Record|) in which a Lead Auditor or auditor participates is
uaintained by the Director, OQA, and is updated upon receipt of
the letter(s) (see Section 6.5.1) documenting participation in
a QA audit.

6.5.3 A file for each Lead Auditor, auditor, and technical specialist
is established and maintained by the Director, oQA, and
contains copies of the individual's resume, documentation
relating to or supporting the individual's qualifications,
educational degree(s), training course certificates, training
attendance records, audit participation records and applicable
examination results.

6.5.4 The Director, OQW, mmnitors the performance of Lead Auditors
and auditors and reviews their qualifications annually. He/she
may extend the qualification, require retraining or
requalification. 'These evaluations shall be docwnented on
Attachment I.

6.6 ArranTnsDTVEr

6.6.1 The Director, OQA, develops and administers the examination for
a lead Auditor.

6.6.2 An independent organization may be delegated this
responsibility, however the Director, OQA, retains overall
responsibility to see that the examination and its
administration conform to this procedure.

6.6.3 Integrity of the examination is maintained by the Director,
OQN, or other responsible organization throh appropriate
confidentiality of files and, where applicable, proctoring of
examination.

6.6.4 The Director, OQA, retains a record of the objective evidence
of the examination contents.

6.6.5 The Director, OQA, maintains a list of personnel qualified as
lead Auditors.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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7.0 IU1ES

7. 1 DocLmentation generated as a result of this procedure is collected and
maintained in accordance with requirements specified in QAP 17. 1,
Pecords Management". At a miniimim, attacments I, II, III and IV are

considered QA Pecords.

8. 0 A

8.1 Attachment I - Qualification Record Auditor/Tead Auditor

8.2 Attacbment 1I - Auditor/lead Auditor Qualification Maintenance

8.3 Attacment III - Audit GAide for TeIdmical Specialists

8.4 Attadbnt IV - Audit Participation Record

8.5 Attachment V - QWAP Flowiart

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATmk*~ I (TICAL)

SHEET -OF
- ~~~~~~~~~~OFFICE OF CIVILIAN WBS NO.

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

NAME DATE:

EMPLOYER

QUALIFICATION CREDIT REQUIREMENTS CREDITS

EDUCATION - University/Degree/Date
* Undergraduate Level
* Graduate level

4 Credits Max.
EXPERIENCE - Company/Dates

* Technical (0-5 credits) and
* Nuclear Industry (0-1 credits) or

Q* uality Assurance (0-2 credits) or
* Auditing (0-4 credits)

9 Credits Max.

PROFESSIONAL ACCOMPLISHMENTS -Certificate/Date
* Professional Engineer

* Society
2 Credits Max.

MANAGEMENT -Justification

Justification

Evaluated by
Name and Title Date

2 Credits Max.

TOTAL CREDITS AWARDED

AUDIT COMMUNICATION SKILLS

Evaluated by
Name and Title Date

REV. 1/89
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ATTO:EMC I (cot'd)

SHEET 2 OF -
OFFICE OF CIVIUAN WBS NO_

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

* * e~~~~~~~~~~~~~~~~~~~~~~~~~~~i* si *i si *~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

AUDITOR TRAINING COURSES
(Course Title or Topic)

Date

Date

ON-THE-JOB TRAINING AND/OR ORIENTATION
Description

Evaluated by Date

Evaluated by Date

Evaluated by Date

AUDIT PARTICIPATION
ORGANIZATION LOCATION AUDITNO. DATES

EXAMINATION I I WRITTEN I ORAL PASSED I I YES 1 I NO DATE

ADMINISTERED BY DATE
Signature and Title

QUALIFICATION

I I AUDITOR
CERTIFIED BY

Director, OGA Date
LEAD AUDITOR

CERTIFIED BY
Director. OQA Date

ANNUAL EVALUATION: Certification is valid for a period of one year from latest date.

Signature

Date

REV. 1/89
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ATDADOU II (TiPICL)

SHEET - OF_
OFFICE OF CIVIUAN wBS NO.

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

PERIOD COVERED BY THIS RECORD

NAME FROM TO

TRAINING (Courses. Self study, Program documents read, etc.)

SUBJECT COVERED DATE

AUDIT PARTICIPATION

LOCATION AUDITOR OR AUDIT NO. DATE
LEAD AUDITOR II

CONCURRENCE DATE
Supenisor's Signature

REV. 1/89
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This docment is written on the basis of the current requirements of OCRM
QOR and QAPD, that relate to QA audits, aid QMAP 18.2, "Audit Program".
These requirements apply to the preparation, performance, reportirn, and
folla-up of Q( audits.

The purpose of this doS.ment is to provide sufficient information to
technical specialists so that they can effectively advise audit team members
and make cptium contributions to the QA audit. ¶he established methods and
requirements for QA audits are delineated in QAMP 18.2.

QA audits are unique opportunities to gain further urderstarding of
activities which are normally related to the technical specialist's work or
area of expertise. The management systems, procedures, work controls, and
other mechanisms which are included in the audit scope are frequently
unfamiliar because of the pressures of day-to-day prcblems in one' own
discipline. The QA audit experience provides an cpportunity to participate
in an orderly analysis of such systems. Therefore, time spent in
preparation for, and participation in a QA audit can be worthwhile and can
significantly improve the overall value of the QA audit.

You are urged to take sufficient time prior to the first meeting of the
audit team to become as familiar as possible with the information provided
herein. If you have questions about the audit process, talk to the audit
team leader before the QA audit.

II. ME AUD S

As an advisor to the audit team, you will be primarily concerned with the
preparation and performance of the audit. You may also participate in
writing the report as directed by the audit team leader. The audit follow-
up is the responsibility of the audit team leader.

The first audit function in which you may participate is the development of
the audit plan. This plan will identify the audit scope, which activities
are to be audited, the applicable documents to be audited against, the audit
schedule, and the written checklists to be utilized by the auditors.

One of the major activities in planning the audit will be a review of
deficiencies or prcblems reported during previous audits and surveillances
or past experience with the audited organization. The past audit records
and other related reports provide information pertaining to both past
prdblems for which corrective action has been inplemented and for open items
which have not yet been closed out.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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The audit team leader will conduct a pre-audit team meeting to discuss
details of the audit plan and establish individual responsibilities. A pre-
audit meeting will be cdue with the audit team and representatives of
the audited organization to outline the audit scope, the audit plan, and
other details of the audit. The pre-audit meeting will also introduce the
auditors and other participants to personnel of the audited organization
with vwhom the auditors will work. The proposed sequence of events for the
audit will be reviewed, and tentative plans for the post-audit meeting will
be made.

During the conduct of the audit, it may be advantageous to split the audit
team into several groups. The technical specialist of the audit team will
be in a group which includes the audit team leader or another auditor. mTis
will assist the technical specialist in concentrating on his/her specialized
areas.

The principal audit method is to verify compliance with the Quality
Assurance Program and other stated requirements. Cbjective evidence may
take the form of records such as, drawings, specifications, logs, data
sheets, test results, or other docsments which will assist the auditor in
drawing meanirgful conclusions in regard to effective iplementation of
applicable requirements. The audit team leader should be kept fully aware
of any needs for special information and should be advised if it is
necessary to talk to people or examine records outside the scope of the
audit as originally planned. Whenever deficiencies are identified during an
audit they should be pointed cut to the responsible members of the
organization being audited.

7he purpose of the post-audit meeting is to review the audit findings with
responsible management of the audited organization. This is essential so
that if there are any bisuaderstains based on insufficient or incorrect
information, they can be clarified. In adiition, the exit interview gives
the audited organization a good understanding of the overall findings so
that apropriate corrective action can be initiated as expeditiously as
possible - often even before the audit report is returned to the audited
organization for formal ac)kowledgement.

After the QA audit has been completed, the audit team usually meets one or
more times to develop the audit report. This report will be prepared in
accordance with QAAP 18. 2 and be signed by the audit team leader. It will
include a summary of the findings and a statement of effectiveness of the QA
Program audited. Deficiency Reports which identify deficiencies noted
during the audit, will be issued prior to the audit report in accordance
with QMAP 18.2 and are attached to the audit report for information
purposes. The audit report is to be issued by the audit team within 30 days
of completion of the audit.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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III. e aL Ce r

One subject of prime iportac is the matter of personal conduct of the
audit team metbers. Audits will have various degrees of personal
involvement on the part of the audit team and fmibers of the organization
being audited.

Conflicts of opinion are frequently unavoidable;. however, conflicts of
personalities can almost always be avoided by a skillful team member. The
point to remember is that an audit evaluates the performance of others. To
varying degrees, differences of opinion are almost always factors in the
auditor-auditee relationship. Consequently, it is ifreative that an
auditor be fully aware of the sensitivity of his/her position. The
following guidelines are provided to minimize the impact of personal
involvements in the audit process.

1. The audit plan and checklist should be used as a guide; however it
should not restrict the audit investigation. Departure from the audit
checklist should be discussed with the audit team leader.

2. Be dkjective and listen carefully to responses. Remeaber that the
audited organization will normally ndIstand its system better than
you.

3. Avoid personal accuations in audit related conversations with the
audited organization.

4. Arguments with irdiv s from the audited organization should be
avoided. If you feel you are correct, accurately document the finding.
Next, summarize the audited organization's opinion and acquire
cncurrence on their position.

5. Tntatively classify each finding at the time it is found. The
reason(s) which proapted the classification should be carefully noted
for future reference.

6. Record names, titles, places, etc. of individuals you contact during the
audit. Material which will be required to support findings should be
reproduced, if possible, or its' identity carefully recorded.

7. A finding which is deemed severe enough to warrant inmediate action
should be brought to the attention of the audit team leader.

U.S. DEPARTMENT OF ENERGY
WASHINGTONi D.C.
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IV. R

These references provide nore detailed inforaticn relative to QA audits and
s"ild be oonsulted for answers to specific questicns. The audit team
leader can direct you to the referenze which addresses yaow question.

1. 10 CFR 50 - Appendix B - Quality Assurance Criteria for Nuclear
Power Plants and Fuel Reprocessing Plants

2. 10 CFR 60 - Subpart G - Quality Assurance

3. 10 CER 71 - Subpart H - Quality Assurance

4. 10 CFR 72 - Subpart G - Quality Assurance

5. ANSI/ASME NQA-1 - 1986, Quality Assurance Program Requirements for
Nulear Facilities

6. DOE 5700.6 - Quality Assurance

7. DE,/IW-0005 - Mission Plan

8. DOE/RW-0215 - Quality Assurance Program Desciption for the Civilian
Radioactive Waste Management Proga

9. ME,/I-0214 - Quality Assurance ei s for the Civilian
Radioactive Waste Management Progam

10. QAAP 18.1, Certification of Audit Personnel

31. QWP 16.1, orrective Action

12. QWP 18.2, Audit Program

*latest applicable revision

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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SHEET- OF
OFFICE OF CIVIUAN WBS NO

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

NAME DATE

EMPLOYER

AUDIT NO. DATE(S) OF AUDIT AUDITED ORGANIZATION |*AA

*LIST FUNCTION PERFORMED DURING AUDIT: A AUDITOR, U LEAD AUDITOR

REV. 1/89
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CERTIFICATION OF AUDIT PERSONNEL

6.1.16.1.2 Director, OQA

6.6.5 Director, ODA
Lead

6.3.1 Auditor

ItI I Auditor
-. ~ 11uanoiaat

PATCPATE IN ADTAS
AUDITRIN TRINING

6.1.4 Lead Auditor

DOCUMENT PARTICIPATION I

6.1.4 1 Lead Auditor

EVALUATE AUDITOR-IN-TRAINING
PERFORMANCE AND REVIEW RELATED
DOCUMENTATION

6.Z1 | Director, ODA

EVALUATE AND DOCUMENT
ORAL AND WRITTEN SKILLS6.5

6.3.1 Auditor

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AUDITORILEAD AUDITOR PROFICIENCY MAINTENANCE

6.32 DIrector, 03A

DOCUMENT ACTIVITES PERFORMED
I TO MAINTAIN PROFICIENCY

U.S. DEPARTMENT OF ENERGY
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QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE

TITLE: AUDIT PROGRAPS

Procedure No.: Revision: Date:
QAP 18.2 0 3/27/89 1 of 26

Director, OC Date: Dir cto OQA Dat
./,f /''-z C/ P-P

1.0

The purpose of this procedure is to establish the responsibilities and
methods for plannirg, conducting, and documentin a formal, conprehensive
quality assurance audit program Conducted by the Office of Civilian
Radioactive Waste anagement (OaM), Office of Quality Assurance (OQA).

2.0 S

MIsds procedure applies to all O0RM internal and external quality assurance
audits -cniucted by O0EM or in its behalf.

3.0 RENCS AMD LI7NITlS

3.1 REI

3.1.1 "Quality Assurance =Reqirements for the Civilian Radioactive
Waste Management Program", (QAR) DME/W-0214, 1988.

3.1.2 "Quality Assurance Program Description, for the Civilian
Radioactive Waste Management Program", (QAPD) DOE/W-0215,
1988.

3.2 F

3.2.1 The definitions of standard terms may be found in the Glossary
contained in reference 3.1.1.

3.2.2 Auditor - An irinividual who is qualified and certified to
participate in any portion of a QA audit.

3.2.3 Fin - An audit finding is any deficiency in an item or
activity, attribute, documentation, or procedure that renders
the quality of an item or activity unacceptable or
indeterminate. Audit findings are documented on Deficiency
Reports (DRs).

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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3.2.4 Lead Auditor - An individual who is certified to organize,
perform, and direct a QA audit; report audit findings; and
evaluate related corrective actions. The Lead Auditor may be
referred to as the Audit Team Leader (ATL).

3.2.5 C ytion - The recognition by the audit team of a weakness
in a quality assurance program that, if left uncorrected, could
result in a condition adverse to quality.

3.2.6 ob6 re - An individual who is not an active participant in
the audit process. An observer may be involved with the audit
to observe how the audit is conducted, or to became familiar
with the auditee's organization and activities. An observer
must accompany a qualified auditor during the performance of an

audit.

3.2.7 Technical Specialist - An iridividual assigned to provide advice
to the audit team in preparing for arxVor performing a QA audit
when the scope, ccaplexity, a/or special nature of the
activities to be audited warrant a technical specialist to
assure an adequate audit.

4.0

4.1 ASSOUME DSKEXRIS. OCfM

The Associate Directors, OCE, or designees are responsible for:

4.1.1 Peviewing and concurring with audit schedules;

4.1.2 Providing techical staff as technical specialists to
participate in selected quality assurance audits, as
requested; and

4.1.3 Reviewing audit reports for information or responses.

4.2 DIREcoRM. OFFICE OF C=XATMY ASSMRaKE (O2A)

The Director, OQA, or designee is responsible for all aspects of the
QA audit program including:

4.2.1 Preparing and maintaining this QAAP;

4.2.2 Scheduling of all audits;

4.2.3 Contacting States, Tribes and the MC, as necessary;

4.2.4 Developing audit plans and checklists;

4.2.5 Approving audit plans and checklists;

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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4.2.6 Assuring that auditors and lead Auditors are properly trained,
qualified, and certified;

4.2.7 Issuing audit reports;

4.2.8 Approving audit response evaluations and proposed corrective
action;

4.2.9 Verifying implementation of corrective action; and

4.2.10 Closing audit files.

4.3 1EA-D ADDUIC (ADIT -MEZM rAENER)

The Lead Auditor (Audit Team Leader) is responsible for:

4.3. 1 Audit planning and preparation activities;

4.3.2 Orienting other team members and doservers;

4.3.3 Developing audit plans, dhecklists, and audit notification
dosueants;

4.3.4 Assuring that audit team members are idependent of direct
responsibility with the activity being audited;

4.3.5 Coordinating audit plardnig sessions, itineraries, and
logistics;

4.3.6 Ccriucting daily team briefings with the audited organization;

4.3.7 Conducting pre-audit and post-audit meetings;

4.3.8 Preparing the audit report;

4.3.9 Evaluating audit responses and closing out the audit;

4.3.10 Verifying corrective action inplementation; and

4.3.11 Closing the audit file.

4.4 ADI TM MEMBERS

The audit team members are responsible for:

4.4.1 Preparing for their participation in the audit;

4.4.2 Attending all meetings as requested by the audit team
leader;

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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4.4.3 orxucting portions of the audit as signed;

4.4.4 Completing assigned portions of the audit checklist; ard

4.4.5 Writing portions of the audit report.

4.5 XVENICAL SPB=ThST

lhe Technical Specialist is responsible for:

4.*5.1 Praviding technical guidance to the audit team members when
auditing specific areas which require technical expertise.

5.0 GENERAL

5.1 Audits are performed on a regular basis to verify that requirements
of the FRGROM are being met.

5.2 Audit schedules are prepared on a fiscal year basis and updated on a
quarterly basis.

5.3 The attacments to this procedure contain additional information
including schedule forms, sample notification letters, and guidance
to assist the auditors in performing eandngful audits.

6.0

6.1 E

6.1.1 The Director, OQA, develcps an audit schedule on a fiscal year
basis (Attachment I, "OCRM Q& Audit Schedule"t). The audit
schedule identifies the following:

a) 0rganizations to be audited;

b) Iccation;

c) Date;

d) Scope;

e) Audit team leader;

f) Audit team members; and

g) State, Irdian Tribe, or NVR contacts, as applicable.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

I



- I
OCRWM QA Procedure NO.: Revision: rage;
ADMINISTRATIVE f
PROCEDURE QMP 18.2 0 5 o 26

6.1.2 The audit schedule is updated quarterly as a minimm,
conc~rred with by the Associate Directors and approved by the
Director, OMa.

6.1.3 After approval, the audit schedule is t ted to the
Director, OCRM, and each o zatin ard contractor on the
audit schedule.

6.1.4 Written reqmests, with justifications for changes to the audit
schedule, are sent to the Director, OQA, by the organization or
vxLractor reqiesting the change. The request and justific-
ation is reviewed by the Director, OQN, with changes made to
the audit schedule as appropriate. The request and the
Director, OQA, aoceptamc/rejection are filed as QA records.

6.2 ADDIT rT7M SIE2XCTIC

6.2.1 The Director, OQ&, selects the lead Auditor and audit team
ebers.

6.2.2 7he Lead Auditor assembles the audit team, camprised of team
members who collectively have the appropriate technical
expertise cmrensurate with the scope and complexity of the
activities to be audited. Members of the audit team shall be
independent of all direct responsibility for the activity to
be audited.

6.3 FFBlTXi J

6.3.1 The lead Auditor assures that the audit team is prepared prior
to initiating the audit by conucting o or more team
orientation sessions to brief the team rembers on:

a) the sscpe of the audit;

b) logistics;

c) audit team responsibilities;

d) checklist preparation and completion; and

e) audit team etiquette and corduct.

6.3.2 A visit to the site of the planned audit and meetings with the
organization to be audited may be considered to further define
the scope and corduct of the audit.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.4 1XYlTlCMCKo

6.4.1 The Lead Auditor prepares the audit notification memorandum
(internal, Attachment II) or letter (external, Attachment III)

a miniznm 30 calendar days prior to the scheduled audit date.

6.4.2 The audit notification mimrazdlum or letter for internal
audits is approved by the Director, OQA, and for external
audits by the appropriate Division Directors. Copies of the
audit notification are sent to the Director, OCOM, each
affected Associate Director, Division Director, the State, NRC
and Indian Tribes, as appropriate.

6.5 ADI= PVlW

6.5.1 An audit plan, (Attachment IV) developed by the lead Auditor,
identifies the folloinAg:

a) Audit scope;

b) Audit team leader and members;

c) D~romunts covered by the audit;

d) Reqpirements to be audited;

e) Activities to be audited; and

f) Preliminary audit schedule.

6.5.2 The audit plan may be attached to the audit notification
menorardin or letter.

6.6 XX)IT

The read Auditor ensures that audit checklists (Attachment V) are
developed. The technical portions of the audit checklist should be
developed based on input by the technical specialist(s). The
ccmposite audit checklist is acoqeted by the Lead Auditor and
approved for use by the Director, OQA. The approved audit checklist
should be distributed to the audit team members at least seven days
prior to the audit.

6.7 Me xaNCE

6.7.1 The Lead Auditor arranges for the pre-audit meeting with key
personn-el within the ozganization to be audited. Meeting
attendance is doo.mented using Attachment VI, "Attendance
Record". The purpose of the meeting is to:

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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a) Meet the participants, including observers;

b) Obtain information on the organization and status of work
being done;

c) Discuss the audit's purpose, sope, and requirements and
provide information on how the audit will be co-ducted,
observer protocol, which activities and areas are to be
audited, and who will cOver eaci area;

d) Arrange for contacts and escorts when needed;

e) Arrarge for ti to meet with key people;

f) Establish the agenda for the audit;

g) Answer any questions about the audit; and

h) Schedule the post-audit meeting.

6.7.2 During the audit, team members will:

a) Examine and evaluate objective evidence to determine
if requirements are being met;

b) Maintain a list of personel contacted;

c) Immediately report any corditions requiring prcmpt
corrective action to the lead Auditor, who notifies the
management of the audited organization and provides
written d, as necessary;

d) Obtain permission and/or escort before viewing records in
a file or before entering a limited ac ess work area;

e) Record results on a working copy of the checklist;

f) Avoid duplicating effort by combining checks on different
requirements whenever possible (e.g., when checking a
purchase order file for approvals, also check the
certifications);

g) Adequately identify samples so that the audit could be re-
traced and the same samples obtained, and record the
details of any ninccmpllane;

h) Make a copy of roncczplying documents for audit backup
mterial;

U.S. DEPARTMENT OF ENERGY
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i) When decking a document for more than one attribute or
requirement, record the results so that it is clear which
r ayir~nt or attribute is not in coupliance;

j) Increase the sample size if results are inconclusive;
and

k) Examine objective evidence to the extent necessary, not to
be limited by the checklist if a problem or discrepancy is
discovered during the audit (add it to the checklist notes
and include it in the audit report).

6.7.3 When a problem is identified outside of the responsibility of
the organization being audited, the audit team menber notifies
the Lead Auditor for further action.

6.7.4 Audit team members shall complete all of their assigned
portions of the checklist. Results of the examination are
noted on the checklist as satisfactory, unsatisfactory, or not
applicable. Dwcumentation that supports the notation is
recorded in the omment section of the checklist. The reasons
for noting the "not applicable" .block will also be recorded
(such as, not enough tirp to complete activity, no activity in
the area). For each unsatisfactory notation, a corresponding
Deficiency Report (Attachment VII) shall be referenced, or an
explanation of the unsatisfactory condition identified.

6.7.5 At the end of each audit day the audit team meets with
personnel of the audited organization to discuss progress,
problems, and findings. Deficiency Reports should be written
daily to prepare for the post-audit meeting.

6.7.6 Prior to the post-audit meeting, the audit team shall meet in
private to review and document all audit results, Deficiency
Reports and review the audit checklist(s) for ompleteness
and ocqrehension.

6.8 }FSAUHT MEEX:

6.8.1 The Lead Auditor corducts a post-audit meeting with the
management of the audited organization to present the results
of the audit, solicit feedback, and discuss response
-requirements. All audit team participants normally attend the
meeting. Meeting attendance is documented using Attachment VI,
"Attendance Record".

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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6.9 AD i

6.9.1 An audit report (Attadment VIII) will be prepared and
distctted within 30 calendar days after the post-audit
meeting, uner the guidazc of the Lead Auditor. The audit
report will include:

a) intrduction, cvering:

The purpose and scope of the audit;

The basis for the audit (e.g., references);

The identification of the audit team members, observers
and personnel contacted durin audit activities (usually an

The period covered by the audit; and

A statement docmenting the examination of noncnformance
reports, surveillance reports, deficiency reports,
corrective action reports and previous audit reports.

b) Summary of Results, covering:

A statement of the effectiveness and adequacy of the QA
progm as defined in the audit scope;

A summary of applicable technical and/or management
a= ts

A summary of the applicable highlights of the audit
findings and observations - referencing any
Audit Finding/OJervation Sheets which provide mare detail
on each deficiency; and

The areas of concern which may be docrmented in the
summary.

c) Need for a Response, covering:

The corrective action steps to be taken; and

7he initial response due date.

d) Coue providing statements that:

The audit is considered closed upIn issuance of the audit

report;

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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Tracking is performed iniependartly for each deficiency;
and

Establishes an initial response date.

6.9.2 Ihe Lead Auditor prepares an Executive Sumnary and addresses it
to et of the audited organization. The execuive sum-
mary includes:

a) A brief sunmmy of the audit scope;

b) Conclusions, areas of concern, and general comments;

c) Statements from the management/tedmical representatives,
as applicable, and

d) A brief description of the identified deficiencies, as
applicable.

6.9.3 As a mitnimm, the following will receive a copy of the audit
report:

a) Director, OCRWM;

b) Cognizant Associate Director, OCMM;

c) Director, OQA;

d) Affected Division Directors;

e) Audit Team Members;

f) External interest groups, as appropriate (e.g., State and
local governments).

6.10 AQ=Di RESoSsE AND EVAIJJTI=N

6. 10.1 The audited organization is required to respond to the audit
report and audit Deficiency Reports within thirty (30)
calendar days after receipt of the audit report.

6.10.2 Deficiency Reports shall be processed in accordance with QAAP
16.1, "Corrective Action".

6.10.3 If a response is not received within the required time,
progressively stronger action shall be taken as follows:

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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a) A phone call frau the Lead Auditor to the audited
organization will be initiated and documeted if the
response is not received within thirty-seven (37) calendar
days of the audit report trsmitta date;

b) A letter is written if the telephone effort is unsuccessful
and the response is not received within forty-seven (47)
calendar days of the audit report transmittal date;

c) If the response to the letter is not received within the
allotted time frame, the situation will be elevated to the
Director, OQM, for action;

d) If all actions are unsuccessful, consideration will be
given to initiate stop work action in accordance with QAAP
16.2, "Stop Work".

6.10.4 Once the response is received, the Lead Auditor and team
members evaluate the response for acceptability in accordance
with QMAP 16.1 "Corrective Action". Mhe response evaluations
may be dispositioned as: accepted, accepted with
modifications, or rejected.

6.10.5 If the response to a specific Deficiency Report includes
* satisfactory documentation to provide verification of
corrective action implementation, then the finding may be
closed.

6.10.6 Mien the response to a Deficiency Report is acceptable, but
requires verification prior to closeout, the finding remains
open, subject to verification.

6.10.7 Mhe Lead Auditor prepares a response letter from the Director,
OQA, to the audited organization within thirty (30) calendar
days of receipt of the audit response. The letter advises them
of the results of the evaluation and discusses any additional
information that may be required.

6.l EmUTO-p AM Cm

6.11.1 Deficiency Reports resulting fram audits shall be processed in
accordance with QAAP 16.1, "Corrective Action", and the Lead
Auditor shall monitor status until closure. As each
Deficiency Report is verified, the Lead Auditor prepares a
rnulrznd1um or letter to close the Deficiency Report. The
Director, OQA, signs the closeout memorandru or letter and
assures that the closeout blocks on the Deficiency Reports are
properly ccompleted.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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7.0

Dcumentation generated as a result of this procedure is collected and
raintained in accordance with r ir specified in QAAP 17.1, "Records
Management." At a minirzim, attad ts I, II, II, IV, V, VI, VII aid VIII
are considered Q. records.

8.0 E

8.1 Attachment I - OCEM QA Audit Sdiedale

8.2 Attadiment II - Internal Ait Notification Menlorarnd

8.3 Attaciment IIn - Ecternal Audit Notification Letter

8.4 Atta c IV - Audit Plan Format

8.5 Attacdment V - Quality Assuranc Qieclist

8.6 Attacfment VI - Attendanz Pecord

8.7 Attaaiment VII - Deficierny Peport

8.8 Attacdment vim - Quality Assurax= e Audit Paport

8.9 Attachment IX - QAP Flowcart

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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DIENtEM ASAUIT II CAIN4PD)

United States Government INTERNAL AUDIT NOTIFICATION NEORNDW(Department of Energy

memorandum
DATE

REPLY TO
AliN OF.

Notice of Intaxnal CA Audit No. 8_-I-_
SUBJECt:.

(Subject office, division or brarch to be audited)

TO. prqriate Associate Director/Division Direct=/Branci Chief

Ref:
(Previously issued audit sdbedule and! date of is)

An internal audit of Ha OaM arnd
(Office, division or branch to be audited)

activities associated with
(Element to be audited, e.g., document onrtrol)

will be c andteu __
(Date of audit)

The pnrpose of this audit is to

spe of this audit will cover

The primary reference doments for requiremmts that pertain to this area are:

* ANSI/ASME NP-l, "Quality Assurance Proram Requirements for Nulear
Facilities"

* DE/R-0214, "Quality Assuranc Reui s for the Civilian Radioactive
Waste Nanagemn PraiO

* Quality Assurance Adnistrative Pro reb , QmP_,"
(Title)

(Other proclure or doments as apprcpriate)

The audt will be performed by ___ ___ ___ ___of ____ ___ ___ r__ ___

(Persg As) (cozltant name or 0C~4
and other O0 personnel as required.

Please inform the appropriate members of your staff of this scheduled audit. A
specific interview schedule will be established with the persons involved about
a week before the audit. Questions regarding this audit should be directed to

of the Office of Quality Assurance. The preaudit
(Team leader/oerber or other)
and postaudit conferences are scheduled for _

(Dotes, tins and places)
(as agpriate). Also please notify cognizant management and other
acprcriate personnel so they are available to attend the preaudit and
postaudit meetins as necessary.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATCamEN III (EMWLE)

EEL AD= CPFCN

ent of Energy
Washington, DC 20585

(addressee)

(title)

(contractor name)

(address)

(city, state, zip code)

Dear ar_ __

Representatives of the Oa, Office of Quality Assurance (OQX) will conduct an
audit (No. Q-E-_) of your quality assuranae prFIaN activities on _ _

as agreed during a telephlne conversation between of your
organization ari andof 0Q. on _

The attached audit plan describes the audit scope, the activities to be audited,
the req~iirements, applicable docments, personnel cxmructlrg the audit, other
audit participants, and the proposed schedule.

Please ensure that adequate facilities are available for comdiucting preaudit and
postaudit meetings, and facilities for the audit team and other participants to
cus and review documents.

Additionally, please ensure that copies of the documents identified below are
available for the auditor's use during the audit.

(QA, manual, plan, procedures, technical domcsmnts, etc.)

Please notify cognizant managemnt and other appropriate personnel of the
proposed audit schedules so that they are available to participate in the audit,
and to attend the preaudit and postaudit meetings as necessary.

If you require any additional informaticn, please contact
(audit team leader)

at or at
(audit team member)

Sincerely,

, Director
Office of Quality Assurance
Office of Civilian Radioactive
Waste Management

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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A¶TIACHE IV

Excample of
Audit Plan Format

Audit Nimber:
Organization:
Location of Audit:.
Dates of Audit:

Audit Team Members:

AUDIT SCOPE

Activities/Contracts/Tlasks to be Audited:

Requirements/Criteria to be Audited:

Governing EDocn nts:

PRE mIUM AUDIT SCHEDE:

Pre-audit Meeting:

Conduct of Audit:

Daily Tem Debriefing Time and Location:

Post-audit Meeting Date, Time and Location:

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.



C. C 1
C

OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASGMT, D.C.

SHEET _ OF

MWDITISURWILANCEMNSPECTION

NO.

I * a~~~--

ORGANIZATION EVALUATED

I I EXTERNAL

1 INTERNALDATE(S) OF EVALUATION

I I AUDIT

I I SURVEILLANCE

I I INSPECTION

PREPARED BY -

CONCURRED BY

APPROVED BY_-

DATE

DATE

DATE __

irn

a-f

E-C

CONTROLLING DOCUMENT (Title, Nurber, Revision) ACTMTY EVALUATED

ITEM REMARKS
NO. CHARACTERISTIC TO BE EVALUATED Record objective evidence reviewed, nethod RESULTS

of verification, personnel contactd

*INDICATE RESULTS: SATISFACTORY (SAT), UNSATISFACTORY (UNSAT), NOT APPLICABLE (N/A)
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OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

SHEET - OF _
WBS NO.

~~ li 14 kI ',t t : f* i 0II

I

I
I

Il

AUDIT
SURVEILLANCE
TRAINING

SUBJECT I
I
I

Il

TEAM BRIEFING
PRE-CONFERENCE
POST-CONFERENCE

AUDIT-SURVEILLANCE LEADER/INSTRUCTOR(S)

DATE-
Signature
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _C L A S S L E N G T H
Signature

BRIEF SUMMARY OF MATERIAL COVERED

NAME OF ATTENDEE/ORGANIZATION POSITION/TITLE/PHONE NUMBER

REV. 1/89

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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SHEET COF

OFFICE OF CCAU WS NO. (14
RADIOACTIVE WASTE MANAGEMENT DR. NO. (2}

U.S. DEPARTMENT OF ENERGY REVIION NO. (3)

WASHINGTON, D.C.

I I I I SIGNIFICANT (12)~~~~~~~ aI ` 14 ' 4111 1:1 I1

AUDIT/SURVEILLANCE (4) | RESPONSIBLE ORGANIZATION (5) REFERENCE DOCUMENTS 6)

REQUIREMENTS (7n

DESCRIPTION OF CONDITION (8)

RECOMMENDED ACTIONS TO CORRECT CONDtTION (9)

ORIGINATOR (10) .BRANCH/DIVtSION/OFFICE (11 1)

Signature Date
YES NO CAR NO. (14)

I 1 [ 1 SIGNIFICANT (12)
1 1 1 1 REPETITIVE (13)

(15) (16 (17)
RESPONSE DUV OOA DIRECTOR, OGA

Signature Date Signature Date
REMEDIAL ACTIONS (18)

EXTENT (19)

PLANNED COMPLETION (20) RESPONSIBLE MANAGER (21) PROJECT MANAGER/ASSOCIATE DIR. (22)

Signature Date Signature Date
RESPONSE I I ACCEPT OQA SIGNATURE (24) DIRECTOR, OQA (25)
(23)

*1 I REJECT Signature Date Signature Date
COMPLETION DATE (26) RESPONSIBLE MANAGER (27) _ PROJECT MANAGER/ASSOCIATE DIR. (28)

Signature Date Signature Date
OQA VERIFICATION (29) OQA (30) DIRECTOR, OOA (31)

I SATISFACTORY_

^ I UNSATISFACTORY Signature Date Signature Date

DOCUMENT JUSTIFICATION FOR REJECTION ON CONTINUATION SHEET REV. 1189

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AT~aiEM VII (xrt'Id)

OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

SHEET OF
WBS NO.

111I4 1 ,1filtil'if mo m ti m m

DR. NO. REVISION NO. DATE

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATOaNEMEN VIII (EUKPE)

Cdlk ASSURANC AUDIaT FOU;C
(Suggested Format)

Audit No.

oroanization Audited:

pates of Audit:

Audit Team Members:

1.0 .oM of Audit.
Describe the sce (including sudc things as "verified by
review of objective evidence that
has an effectively dooua=*ted and iplemented Quality Assurace Program

* SI') *

2.0 Personnel
W. Doe 1,2,3 Proiect 1=attended preaudit meeting
J. Smith 2 2=o2ntact during audit
G. Jones 3 Tic 3=atterxled podtaudit meetirg
A. Wade 1,2,3 OA Mager

3.0 Executive Summnary of Audit Results
As a result of the audit, _ Deficiency Reports were issued for the
criteria audited.

3.1 Describe positive points as well as probA leatic areas. The sunmary
should be brief, and should identify major and minor cocrns or
prblems.

3.2 Summarize and discuss audit findings here. Reference Deficiency
Report numbers.

3.3 Describe any comments or recrdatians here.

4.0 Definitions
Include any definitions that would enhance and facilitate understanding
of the audit report.

5.0 Effectiveness
Include a statement on the effectiveness of the quality assurance program
elements audited. The statement should reflect whether the QC program is
meaningful as applicable to the scope of work and whether it is
effectively implemented.

Issued: Date:

(Audit Team leader)

Approved: _____________ Date:

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AUDIT SCHEDULING

6.1.1
6.1.2

OCRWM/Program
OQA Director

Associate Directors
OGA Director6.1.2

6.1.3 +

. TRANSMIT SCHEDULE TO
AFFECTED ORGANIZATIONS

AND DIRECTOR. OCRWM

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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AUDIT PREPARATION

6.2.1 OQA Director

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.



U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.



ADMINISTRATIVE
PROCEDURE QAAP 18.2

IX (cxr±'d)

AUDIT REPORTING, RESPONSE, AN1D FOLLOW-UP
6A AI Audit Team Leader

6.9.2 ; Audit Team Leader

PEAEEXECUTIVE
SUMMARY|

6.9.2 Audit Team Leader

EXECUTIVES. D OFUEM
6.10.1 j AditedorganizNtTon 6.10.

RESPOND TOPR
AUDlIT liREPRT _ bRE

r ~~~~~~~~~~~~~~~~~~~~~6.10.3

6.10. AuditTeam

|EVALUATE REPONSEye
PER afw 16.1 -

8.10.7 Audit Team Leader

PREPARE EVALUATION
1STATUS LETTER TO

RESPONDING ORGANIZATrION

/RESPONSE\ 6.10S5

iSFACTORY,? rLS

\ / ~~~~~~~~~~~~6.11.1

6.10.5 /\6.11.
. ~~~~~~6.10.6 / \

CDVR4RIFIErD

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.



OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

QUALITY ASSURANCE ADMINISTRATIVE PROCEDURE

TITLE:
SURVEIIZANCE POMM

Procedure No.: Revision: Date: Page:
QAAP 1, 3 0 3/27/89 1 of 16

Director, O 7 _ 1,Dte- i Director, Od5<* We:

1.0

This procedure presribes the Office of Civilian Radioactive Waste
Management (0M) responsibilities and methods for scheduling, planning,
orxuctirq, doo meting and closing out surveillances.

2.0 C

Ahis procedure aplies to all internal and external surveillances conducted
by 0C=i or in its behalf.

3.0 REERNaCS AND L&FIjNTI

3.1 E

3.1.1 "Quality Assurance Pequrements for the Civilian Radioactive
Waste Management Program", (QAR) MOE/RW-0214, 1988.

3.1.2 "Quality Assurance Program Description for the Civilian
Radioactive Waste Management Program", (QAPD) DOE/RR-0215,
1988.

3.2 DEFIR

3.2.1 The definitions of standard terms may be found in the QA
Glossary contained in reference 3.1.1.

3.2.2 Deficiency Revort: A document used to report deficiencies in
activities or items discovered by OCRM personnel or support
perscnnel, and to record corrective actions.

3.2.3 Surveill : he act of monitoring or observing to verify
whether an item or activity conforms to specified requdrements.
Surveillance will incltde witness, verification, observation or
evaluation of a test, laboratory activity, drilling activity,
construction activity or special procedure and review of
associated documentation, as appropriate. Surveillance may be
limited to review of documentation.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C
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3.2.4 Surveillance Deficiew: A deficiency identified during a
surveillance that shos a lack of cpmpliance with specified
requirements or a failure to effectively develop, dooument or
implement cm or more applicable elements of the quality
assurane program being surveied.

4.0 M rK l1

4.1 ASSOCT D; .0

7he Associate Directors, OCEM, or designees are responsible for:

4.1.1 Providing technical personnel to participate in surveillances,
as requested; and

4.1.2 Reviewing surveillance reports for adequate responses and/or
information.

4.2 E

Zhe Surveillance Team leader is responsible for:

4.2.1 Coructing pre-surveillance and post-surveillance meetings, as
necessary;

4.2.2 Concurring with and approving surveillanje checklists, when
utilized;

4.2.3 Preparing surveillance reports, evaluating surveillance
responses, and closing out surveillance reports;

4.2.4 Notifying the organization to be surveilled either verbally or
in writing;

4.2.5 Monitoring and tracking the status of open
surveillance/deficiency reports; and

4.2.6 Verifying 0rrective-action inplenientation.

4.3 TEUKITLANC T7EM FFSEL-

Surveillance Team personnel are responsible for:

4.3.1 Surveillance-preparation activities;

4.3.2 Being adequately prepared for participation in the
surveillance;

4.3.3 Preparing surveillance checklists, as appropriate; and

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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4.3.4 Conuctin the surveillance.

4.4 DMEOMM. OFFC : C OF OMllrY ASaRADS (OLC)

The Director, OQA, or designee is responsible for the overall quality
assurance (QA) euxveillarc program including:

4.4. 1 Preparing and maintaining this QMP;

4.4.2 Develcpir overall surveillance sdheduling;

4.4.3 Notfying all affected organizations of postponed arn/or
resdiedu1led surveillances;

4.4 4 Abpointing iednbers to individual surveillance teams;

4.4.5 Designating a team leader, vhe more than one person is
perfomnim~ the surveillamc;

4.4.6 Assuring that surveillance personnel have experience or
training Gtm1.nsurate with the surveillance assignment;

4.4.7 Approvi g surveillance reports;

4.4.8 Verifying implementation of corrective action; and

4.4.9 Closing surveillance files.

5.0 GENERAL

5.1 QA surveillances are to be used to:

5.1.1 Monitor work in process;

5.1.2 Document compliance or noncompliance with requirements and
pr ;

5.1.3 Identify actual and potential deficiencies and deviations
prcvptly;

5.1.4 Praoote prompt corrective action by cognizant management
responsible for performirg the work;

5.1.5 Provide management information on activities under
surveillance; and

5.1.6 Verify timely implementation of corrective action.

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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5.2 A surveillance team may consist of one or more persons, as deemed
necessary. Wiere only one person performs the surveillance, that
individual shall assume the responsibilities of the surveillance-team
leader.

5.3 Surveillances shall be performed by personnel who are knowledgeable in
and not directly responsible for the activities under surveillance.

5.4 Scheduled surveillances may be supplemented by urnannoured, unscheduled
surveillances, as deemed necessary.

5.5 Annual, overall, surveillance scbeduling shall be ac~omplished on a
fiscal-year basis and updated quarterly, as a minimum.

5.6 Assigned surveillance personnel are responsible for all aspects of
surveillance, including the preparation of surveillance attributes or
checklists, conduct of the surveillance, reporting, surveillance
response and evaluation, follow-up and close out.

5.7 Surveillance petsonnrel shall have apropriate training prior to
participation in any surveillance activities.

6.0 1

6.1 Schedulin

6.1.1 The Director, OQA, shall develop an overall surveillance
schedule specifying surveillance coverage of known activities.
The schedule shall identify the proposed surveillance personnel,
the organization to be surveilled, the location, the date and
the activity(ies) to be surveilled. The Director, OQA, should
solicit input fram cognizant personnel when developing the
surveillance schedule.

6.1.2 Surveillances may be based on one or more of the following
corditions:

a) The iqiortance of the quality activity to safety or waste
isolation, as well as the extent of on-going quality
activities;

b) The identification of adverse trends as identified in
accordance with QMP 2.9, "QA Program Status Reporting";

c) A request or notification from the Director, OCEM, or
Associate Directors, OCEM, that a test, laboratory
activity, drilling activity, construction activity, special
procedure, or inspection, is ready for witness,
verification, observation, evaluation; or

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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d) A process or activity is in jeopardy, due to deficiencies
or inconformance in any or all quality assuraet program-
elements.

6.1.3 Subsequent to develcpnent, copies of the overall surveillance
schedule are sent to the followirg, for informaticn:

a) Director, OCFM;

b) Associate Directors, OCEM; and

c) Assigned surveillance personnel.

6.2 P

6.2.1 7he surveillance team personnel shall prepare for the conduct
of assigned surveillances by familiarizing themselves with the
following:

a) the organization to be surveilled;

b) location of the surveillance;

c) date(s) of the surveillance;

d) activities/items to be surveilled;

e) reqpirements/criteria governing the ite/activity to be
surveilled;

f) the need for a pre or post surveillance meeting;

g) asurvpriate documentation from previous deficiencies,
surveillancs or audits; and

h) any special circumstances that require specific
consideration (i.e. clearances, contacts for working
space, facility lay-out).

6.2.2 mhe surveillance team may choose to develop a specific
checklist or utilize the procedure that governs the
item/activity to be surveilled. Mhen a checklist is developed
(Attadcment I) it must be =omrred with and approved by the
surveillance team leader.

6.2.3 Prior to performing the surveillance, the surveillance team
shall be briefed by the surveillance team leader on:

a) Scope of the surveillance;

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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b) Surveillance team responsibilities; and

c) Logistics and surveillance team protocol and conduct.

6.2.4 The surveillance team leader shall notify the organization to be
surveilled either verbally or in writing.

6.3 FEWURWOKE

6.3.1 Upon arrival at the surveillance location, the surveillance team
leader my conduct a brief pre-surveillance meeting to introduce
team members, identify the scope of the surveillance, meet
counterparts, tour the facility as appropriate, and determine
the status of the activity(ies) to be surveilled. As
appropriate, meeting attendance shall be documented using
Attadcment II, "Attendance Record".

6.3.2 The surveillance team shall use the surveillance checklist (or a
copy of the applicable procedure) to guide the surveillance and
documient results of witnessing or monitoring tests, laboratory
activities, design review, drilling activities, construction
activities, or to document objective evidence of records of the
activities reviewed. If a problem or deficiency is discovered
outside the scope of the surveillance, objective evidence should
be examined to the extent necessary, adding it to the checklist
and including it in the surveillance report. In conducting the
surveillance, the follwing techniques should be used, as
appropriate:

a) Review, on a step-by-step basis, applicable requirements
with personrel being interviewed;

b) Ctserve a sequence of events to determine if the activity
is being performed as required; and

c) Evaluate documentation to determine if the activity was, or
is being, performed in accordance with procedures.

6.3.3 Evaluation of each characteristic/attribute shall be documented.
When a procedure is utilized in lieu of a checklist, a marked-

up copy shall became a record.

6.3.4 Surveillance team personnel should meet briefly with appropriate
manageenft staff of the surveilled organization at the
conclusion of the surveillance to discuss, as appropriate:

a) Deficiency Reports (ER);

b) Problems noted during the surveillance;

U.S. DEPARTMENT OF ENERGY
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c) Any corrective actions taken during the conduct of the
surveillance;

d) Positive aspects and4or cAments or recanmendations for
i;provements; and

e) Time limitations for responding to Deficiency Reports.

6.4 i

6.4.1 7he surveillance team leader shall prepare a Quality Assurance
surveillance Report using the suggested format described in
Attachment III. Any deficiency reports shall be cited in the
surveillance report and shall be attached.

6.4.2 The surveillance report shall describe results of the
witnessing or monitoring of activities in brief, concise
statements, as to whether the requirements associated with the
activities being surveilled were complied with.

6.4.3 The surveillance report shall be signed by the surveillance
team leader and forwarded to the Director, OQA, for review and
approval.

6.4.4 As a minimun, the Director, OQA, will distribute copies of the
approved surveillance report as follows:

a) organization surveilled;

b) Director, OCREM;

c) Affected Associate Directors;

d) Project Manager, Yucca Mountain Project Office; and

e) Surveillance-team members.

6.5 'laaCE ; ACfINC INCISE

6.5.1 Ihe organization surveilled shall be requested to respond to
the surveillance report within 15 working days of receipt, to
document their responses aid the anticipated corrective action
completion dates on the Deficiency Reports, as applicable.

6.6 snMIJR V K CElOEEur

6.6.1 Deficiency Reports resultirv from surveillances shall be
processed in accordance with QWP 16.1, "Corrective Action",
for disposition and tracking prposes aid surveillanc team
personnel shall mnitor their status until closure.

U.S. DEPARTMENT OF ENERGY
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6.6.2 upon receipt of responses from the surveilled organization, the
surveillance team leader shall evaluate acceptability of the
responses in accordance with QWAP 16.1, "Corrective Action".

6.6.3 Ihe surveillance team leader shall notify the surveilled
organization, in writing, when responses are not received
within 20 working days of their receipt of the initial report.
This notification shall include a request for justification for
the delay.

6.6.4 If responses are not received within 45 calendar days of the
original date, the surveillance team leader shall notify the
Director, OQA, for action.

6.6.5 The surveillance report shall remain active until all
Deficiency Reports are closed out. After all corrective
actions have been satisfactorily completed for all Deficiency
Reports, the surveillance team leader shall prepare a
n arnnllum closing the surveillance. A copy of the mmorandum
shall be provided to the surveilled organization.

7.0 a

Documentation generated as a result of this procedure is collected and
maintained in accordance with requirements specified in QMP 17.1, 'Qa
Records Management". 7he attachments in Section 8.0 reflect the muinibm=
records required, as appropriate.

8.0 AT4rIS

8.1 Attachment I - Quality Assurance Checklist

8.2 Attachment II - Attendance Record

8.3 Attachment III - Surveillance Report

8.4 Attachment IV - QCAp FloBchart

U.S. DEPARTMENT OF ENERGY
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RADIOACTIVE WASTE MANAGEMENT
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AUDIT/SURVEILLAMCEJ1NSPECTION4
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I~~~~~~~~I**

I -- I IIM
ORGANIZATION EVALUATED

I
I EXTERNAL

I INTERNALDATE(S) OF EVALUATION

I I AUDIT

I I SURVEILLANCE

I I INSPECTION

PREPARED BY -

CONCURRED BY

APPROVED BY_

DATE

DATE

DATE
C

irn

0 -4
C~0

0-Il

FO

CONTROLLING DOCUMENT (Title, Number, Revision) ACTMTY EVALUATED

ITEM REMARKS
NO. CHARACTERISTIC TO BE EVALUATED Record objective evidence reviewed, method RESULTS

of verification, pesonnel contacted

INDICATE RESULTS: SATISFACTORY (SAT). UNSATISFACTORY (UNSAT), NOT APPLICABLE (NWA)

I
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IV>0
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I0

0
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OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

SHEET OF
WaS NO.

t ,I'II, *q 40 1f

1 I1 -I- -- -

I I
I
I

AUDIT
SURVEILLANCE
TRAINING

SUBJECT
I

I

TEAM BRIEFING
PRE-CONFERENCE
POST-CONFERENCE

AUDIT-SURVEILLANCE LEADERINSTRUCTOR(S)

DATE
Signature

CLASS LENGTH
Signature

BRIEF SUMMARY OF MATERIAL COVERED

NAME OF ATTENDEE/ORGANIZATION POSITION/TITLE/PHONE NUMBER

REV. 1/89
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ATENMUM 3aI (Sainple)

SEPAYIM ~ OF ENEMY

OF=IC OF QLM= ASSURANCE
QUALITY ASSACE SUrVEILLANCE R

1.0 Surveillaawe Number

2.0 Date(s) of Surveillance
3.0 Organization & Location

4.0 Surveillance Team embers:

5.0 Personnel Contacted:

6.0 Scope: Describe document(s)
activities monitored.

Describe or list the
or item suiveilled.

evaluated, test(s) witnessed, and

7.0 Reguirements: requirments governing the activity

8.0 Results: Describe results of testirg witnessirn and mInitorirg
activities. A brief sWmary may be given here, includig any
imnediate corrective actions taken.

9.0 Attach Deficietcy Reports (if applicable)

Prepared by:

Apved by:

Surveillance Team Leader Dte

Director, 0XQ Date
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STRIBUTE

: ~~~~~~~~~~~~~~~SCHEDULE
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SURVEILANCE PREPARATION AND NOTIFICATION

6.2.1 Surveillance Team

PREPARE FOR
CONDUCT OF
SURVEILLANCE

6.2.2 Surveillance Team

PREPARE SURVEIL-
LANCE CHECKLIST
(AS NECESSARY)

6.2.2 ' Team Leader

APPROVE
CHECKLIST

6Z3 Team Leader

BRIEFTEAM
MEMBERS

6.2.4 Team Leader

NOTIFY THE ORGANIZATION
TO BE SURVEILLED, EITHER
VERBALLY OR IN WRITING

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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SURVEILLANCE PERFORMANCE

63.1 Team Leader

CONDUCT
PRE-SURVEILLANCE
MEETING
(AS APPROPRIATE)

63.2
6.3.3 1 Surveillance Team

CONDUCT
SURVEILLANCE USING
CHECKLIST/PROCEDURE

i: 1�
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