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Department of Energy

Nevada Operations Office
P. O. Box 88518 %"#1.2.9.3
Las Vegas, NV 89193-8518
SEP 06 1989

Robert F. Pritchett
Technical Project Officer for Yucca Mountain Project
Reynolds Electrical &
Engineering Co., Inc.
P.O. Box 98521
Las Vegas, NV 89193-8521

' YUCCA MOUNTAIN PROJECT OFFICE (PROJECT OFFICE) QUALITY ASSURANCE (QA)
AUDIT 89-5 OF REYNOLDS ELECTRICAL & ENGINEERING CO., INC. (REECo) SUPPORT
OF THE YUCCA MOUNTAIN PROJECT (NN1-1989- 3416)

Please be advised that a team from the Project Office will conduct a QA audit
of the REECo Quality Assurance Program Plan and quality-related activities
starting on September 25, 1989. Please arrange facilities for a pre-audit
conference for appropriate personnel at your Las Vegas, Nevada facility
beginning at 10 a.m. on Monday, September 25, 1989. The post-audit conference
is tentatively scheduled for 10 a.m. on Friday, September 29, 1989.

The audit will focus on the following areas:

QA Program Elements

Organization

QA Program

Procurement Document Control
Instructions, Procedures, and Drawings
Document Control

Control of Purchased Items and Services
Identification and Control of Items
Control of Processes

Inspection

Test Control

Control of Measuring and Test Equipment
Handling, Shipping, and Storage
Inspection, Test, and Operating Status
Control of Non-Conforming Items
Corrective Action

Quality Assurance Records

Audits
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The audit team will consist of:

william H. Camp, Audit Team Leader/lLead Auditor, Science Applications
International Corporation (SAIC), Las Vegas, NV

Stephen P. Hans, Auditor, SAIC, Las Vegas, NV

Frederick J. Ruth, Auditor, SAIC, lLas Vegas, NV

Frank J. Kratzinger, Auditor, SAIC, Las Vegas, NV

Amelia I. Arceo, Auditor, SAIC, Las Vegas, NV

Neil D. Cox, Auditor, SAIC, Las Vegas, NV

Mario R. Diaz, auditor, U.S. Department of Energy/Yucca Mountain Project,
Las Vegas, NV

Catherine E. Hampton, Auditor-in-Training, U.S. Department of Energy/
Yucca Mountain Project, Las Vegas, NV

Observers from the State of Nevada, U.S. Nuclear Regulatory Commission,
U.S. Department of Energy/Headquarters, or other interested parties may
accompany the audit team.

If you have any questions, please contact James Blaylock of my staff at
(702) 794-7913, or Dale Hedges of SAIC at (702) 794-7239.

Qo Bl
Edwin L. Wilmbt, Acting Director
Quality Assurance Division

YMP:JB-5725 Yucca Mountain Project Office

Enclosure:
Audit Plan 89—-5
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Gilray, NRC, Las Vegas, NV

Kennedy, NRC, Washington,

Zimmerman, NWPO, Carson City, NV
Fox, REECo, Las Vegas, NV

Bahorich, SAIC, Las Vegas, NV

Fehr, SAIC, Las Vegas, NV, 517/T-12
Camp, SAIC, Las Vegas, NV, 517/T-06
Arceo, SAIC, Las Vegas, NV, 517,/T-06
Cox, SAIC, Las Vegas, NV, 517,/T-06
Hans, SAIC, Las Vegas, NV, 517/T-06
Ruth, SAIC, Las Vegas, NV, 517,/T-06
KRratzinger, SAIC, Las Vegas, NV, 517,/T-06
Scherr, SAIC, Las Vegas, NV, 517/T-06
Brogan, SAIC, Las Vegas, NV, 517,/T-12
Noland, W, Las Vegas, NV, 517/T-06
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YUCCA MOUNTAIN PROJECT QUALITY ASSURANCE AUDIT PLAN
AUDIT 89-5

SEPTEMBER 25 - 29, 1989

PURPOSE AND SCOPE

The purpose of this audit is to evaluate the Reynolds Electrical &
Engineering Co., Inc. (REECo) Quality Assurance Program Plan (QAPP),
and to verify any implementation of the Quality Assurance program
requirements as they relate to the Yucca Mountain Project.

The scope of the audit will be to verify that the REECo Quality Assurance
(QA) program meets the requirements of NNWSI/QAP-88-8, Revision 2, and
project administrative procedures, and to verify the adequacy of
implementation of the QA program. 1In addition, the Yucca Mountain
Project Office is attempting to consolidate the number of calibration
vendors who currently serve the project participants. REECo has been
requested to provide such services for mechanical types of calibrations
within their capabilities. These calibration services are to be
performed in accordance with the Quality Assurance requirements contained
within the project Quality Assurance Plan (QAP), NNWSI/88-9. The Project
Office will attempt to verify that the REECo calibration program does
meet the QA requirements of the QAP., Discrepancies identified during the
previous audits/surveillances that have not been closed will be added to
the scope of the audit to determine whether REECo has taken effective
corrective actions.

ORGANIZATION TO BE AUDITED

Reynolds Electrical & Engineering Co., Inc.

AUDIT SCHEDULE

Pre-Audit Team/Observer Meeting -8:00 a.m., September 25, 1989,
Las Vegas, NV

Pre-Audit Conference 10:00 a.m., September 25, 1989,

Las Vegas, NV

Audit Activities 12:30 p.m. - 4:00 p.m.,
September 25, 1989, Las Vegas/
Mercury, NV

Audit Activities 8:00 a.m. - 4:00 p.m.,

September 26 - September 27,
1989, Las Vegas/Mercury, NV
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AUDIT SCHEDULE (CONTINUED)

Audit Activities 8:00 a.m. - 11:00 a.m.,

Post-Audit Conference

September 28, 1989, Las Vegas/
Mercury, NV

10:00 a.m., September 29, 1989,
Las Vegas, NV

REQUIREMENTS TO BE AUDITED AND APPLICABLE REFERENCES

NNWSI/QnP-88-9, Revision 2

NNWSI Administrative Procedures

7

REECo QAPP, 568-DOC-115, Revision

REECo Quality Procedures

The conduct of the audit will be gquided by the documents listed below:

(o]

o]

QAP-18-01, "Audit System for the Waste Management Project Office,"
Revision 3

QMP-16-03, "Standard Deficiency Reporting System," Revision 1
Quality Assurance Audit Task Organization
Audit Observer Inquiry

Policy for Participation of State, Tribal, and NRC Representatives as
Observers on Department of Energy (DOE) Audits, dtd. July 14, 1987

HLW Division Procedure for Conducting Observation Audits of DOE/HLWR
Program Quality Assurance Audits

Headquarters Observation of Project Office Quality Assurance Audits

ACTIVITIES TO BE AUDITED

The activities to be audited during the audit include the following:

Programmatic Elements:

All program elements identified in the REECo QAPP will be audited The
assessment of Section III will be confined to:

o Change Control
o Technical Assessment Review



-

6.0

7.0

Page 3 of 4

Technical Areas:

No technical work has been identified. Interviews will be performed with
technical personnel when warranted. .

AUDIT TEAM MEMBERS

William H. Camp, Audit Team Leader/Lead Auditor, Science Applications
International Corporation (SAIC), Las Vegas, NV

Stephen P. Hans, Auditor, SAIC, Las Vegas, NV

Frederick J. Ruth, Auvditor, SAIC, Las Vegas, NV

Frank J. Kratzinger, Auditor, SAIC, Las Vegas, NV

Neil D. Cox, Auditor, SAIC, Las Vegas, NV

Amelia I. Arceo, Auditor, SAIC, Las Vegas, NV

Mario R. Diaz, Auditor, U.S. Department of Energy/Yucca Mountain Project,
Las Vegas, NV

Catherine E. Hampton, Auditor-in-Training, U.S. Department of Energy/Yucca
Mountain Project, Las Vegas, NV

AUDIT CHECKLISTS, ANNEXES, AND ATTACHMENTS

Annex A - DOE Procedure on Protocol (July 1987)

Annex B - NRC Draft QA Procedure for Observing DOE/OGR/ELWR
Program Audits

Annex C - DOE/HQ/OGR Observation of YMP QA Audits (Draft)

Attachment 1 - YMP Quality Assurance Audit Task Organization

Attachment 2 - YMP Audit Observer Inquiry

Attachment 3 - Objectives for the Technical Phase of the Quality

Assurance Audit (as amended)
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Prepared By:

Prepared By:

Prepared By:

(o.M Co i

W. H, Camp, Lead Auditor

Dale Hedges, Verificati
Department Manager

Edwin L. Wilmot, Acting Director,
Quality Assurance Division,
Yucca Mountain Project Office
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Department of Energy
Washington, DC 20585

JUL 14 88

State and Tribal Representatives (List Attached)

At the last Quality Assurance Coordinating Group aeeting DOE, State,
Tribal and NRC representatives discussed the policy that should be used
vith regard to the participation of State, Tribal and MRC representatives
on DOE sudits. It appears that & general consensus was teached among the
meeting participants on & procedure for participating in the DOE QA
auditiog process. Details are in the attached draft policy stateaent.

We are pleased to favite your reviev of the enclosed draft policy

stateaent and would sppreciate knowing of any temaining concerns you may
have.

Siacerely,

Ll (e

Stephen B. Xale

Associate Director for

Geologic Repositories, Office of
Civilian Radioactive Vaste Management

Eaclosure
SAIC/T&MSS
MAY 27 1988
S, | COF RECEIVED
(e,
S’ Celebrating the U.S. Constitution Bicentennial — 1787.1987

ANNEX A
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PQLICY FOR \~jﬂICIPAIIOR OF STATE, TRIBAL ANy RC REPRESENTATIVES
AS OBSERVERS ON DOE AUDIT

The QA Manager of OGR will furnish to the State, Tribdal end NRC
representatives a schedule of audits planned by DOE=HQ (OGR) and by the
DOE project cffices. Because of frequent changes to the schedule, the
schedule vill be updated at approximately monthly intervals and coples
furnished to the State, Tribal and NRC represeatstives.

OGR and the project offices will make every effort tc send an sudit
votification at least 30 days prior to esch QA audit. The sudit
aotificaticn will, wvhensver possible, include an sudit plan and &
description of the scope of the sudit. Copies of OGR eudit sotificaticns
vill be furnished to NRC and to all State and Tridal representatives;
copies of project audit notifications will be furnished to NRC and to the
affected State and Tridal representativas.

State, Tribal and NRC representatives may request to participate in any
audit. Requasts need not be in writing. Telephone contacts to request
participation arss

OGR = Carl Newton =~ (202) 586-50%59
BWIP = Plerce Saget = (509) 942-7250
WMPO = Jim Blaylock = (702) 295-112%
SRPO = Jerry Resase =~ (806) 374-2320

State, Tribdal and NRC representatives who wish to participate will make
every effort to contact the DOE representative at least two weeks prior to
ths gudit so that arrangements for their participation csa be made.

When a request to participate is received by DO from a Stats, Tribal or
NRC represeantative, it is DOR's policy to sake every reasonadle effort to
bonor the request. When small audit teams are used by DOZ, and requests
for sany observers ars received, it may be necessary for DOX to liamit
participation (but in 8o event to less than one observer per
organizational entity, i.e., cne from the affected State, one from each
affected Tribe, and ons from MRC), eo that the euditing process will sot
be hampered by an excessive aumber of obssrvers. In instances vhere the
limit of one observer per affected party will still result in an ezcessive
observer to suditor ratio, DOR will contact the affected parties and seek
voluntary reductions. It is expected the parties will sske evezy
teasonable attempt to accommodate DOR's raquests.

"BEST AVAILABLE COPY”
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Observers oo DOE sudits will be under the authority of the aqudit teas
leader (or sub-tean leader {f che teas 1s divided during the audic).
Observers are eacouraged to participate fully by furoishing cheir
questions, observaticns and recommendatiocs to the audit team leader (or
sub-tean leader). Direct iateractions between observers and suditee
personnel vill generally be discouraged and {t may be necessary to exeapt
observers froa certain portions of an audit (such as procuresent actioas
that are in-process, classified material, or sensitive personnel |
records). The DOE policy is that every effort {s to be made to liamit such
exeaptions and to {oclude observers as full participants i{n al}l aspects of
the audit possidle.

The State, Tribal and NRC representatives who will be patticipating o &
QA audit are to be furnished a copy of the sudit checklist as scon as it
is available. A target date of ten days prior to the audit will be
atteapted, The State, Tribal and NRC representatives who receive audit
checklists are, of course, to keep their contents confidential and to not,
under any circumstances, divulge its contents to representatives of the
organization to be audited,

DOE encourages observers to receive formal QA auditor training and QA lead
auditor training, Every effort to accommodste State, Tribal and NRC
Tepresentatives in DOE sponsored training courses {s to be msde. There
are, hovever, no DOE requirements for observers to bave had such training.

DOE iovites observers to express concerns and recommendations on the
auditee's QA prograa to the sudit team leader for his consideraticn is
preparing the audit report. DOE also invites observations oo the conduct
of the audit and solicits recoamendations on bov we aight {aprove our
audit process. Observers will be afforded an opportunity to spesk at exit
meetings folloving each audit.  Regular opportunities are to be provided
to observers during the course of the sudit &3d at the quarterly QACG
meeting for State, Tribal and NRC representatives to discuss thetr
coanents and tecomaendations.

-2- *AreT AVAILABLE COPY
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HLW DIVISION PROCEDURE FOR CONDUCTING
OBSERVATION AUDITS OF DOE HIGH LEVEL WASTE
REPOSITORY PROGRAM QA AUDITS

1.0 PURPOSE

This procedure describes the High-Level Waste Management Divisfon's methodology
for conducting observation audits of quality assurance (QA) audits performed by
the Department of Energy (DOE). These audits may be performed on DOE, fts
contractors and subcontractors, {ts participating crganizations. and may
fnclude contractor audits of their subcontractors. For example, the staff may
observe a USGS audit of cne of thefr contractors.

The primary objective of the Nuclear Regulatory Commissionts (NRC) observation
audit program s to gain confidence that the DOE is implementing a program
which meets the NRC's QA program requirements established {n 10 CFR 60,
Subpart G. This confidence is gained by assessing DOE's ability to fdentify
and correct problems through their audit program. Observation audits will be
the principal means for the staff to assess the {mplementatfon of the DOE
program prior to the start of extensive sfte characterizatfon activities.
Observation audits alsc enable the staff to provide guidance to the DOE on QA
program implementation and the overal) DOE audft program. The staff will
.follow-up on staff concerns with respect to the audit and/or deficfencies
fdentified by the audit team. This will assure the staff that corrective
action is being performed and QA programs are being properly fmplemented.

2.0 OBJECTIVE

The objective of this procedure {s to describe techniques for assessing the
overall effectiveness of a quality assurance program audit conducted in the DOE
program. Guidance on the following areas s provided:

(a) Qualifications required for the observers.

- {b) Responsibilities

(c) Criteria for selection of audits for observation

(d) Areas to be observed

(e) Protocol during the cbservation audit
Reporting requirements
Follow=up .

3.0 QUALIFICATIONS OF THE OBSERVERS

Personnel selected for observation audits shall have experience or training
commensurate with the scope, complexity, or special nature of the activities to
be audited (e.g., technical observers shall be selected based on their
education and experience in the technical area being audited). The observers
shall be selected based on the following qualifications: audfting and techntcal
experience, education, auditor training, communication skills, and knowledge of
QA, technical, and regulatory requirements. A1l observers shall meet the
requirements of ANSI/ASME NQA-1-1983 for auditor qualificatfons.

The training program for observers should address the following:

3.1 (a) The basfcs of the audit process

2




(b) Applicable requirements documents

(c) DOE/NRC protocol for observers

(d) Conduct of observers

Attendance and successful completion of an exam covering the topics above
should be completed prior to any staff member participating as an observer.

4.0 RESPONSIBILITIES

The following fdentifies the responsibilities of individuals involved in the
observation audit process:

4.1 Operations Branch Chief

(2)
(b)
(c)

Approval of cbservation audit schedule.
Reviewing and approving the final report.
Transmitting the final report to the DOE.

4.2 Functiona) Section Leaders (QA and technical sections)

(2)

(b)
(c)

(d)
(e)

Preparation of observation audit schedule in consultation with P/M
and technical branch (QA Section Leader only)

Selection of observers. -

Assuring that observers are fndoctrinated and trafned for the audit
observatfon. This information shall be documented and retatned.
Concurring on final report.

Revising observation audit procedure as needed.

4.3 Project Manager (HLOB)

(2)

(b)

Coordinating the arrangements for the cbservation, fncluding meeting
notices for the State, letters to DOE, coordinating with Tkg and QA
section to assure integration.

Acting as the principal spokesperson for the NRC during the audit.
P/M will rely on functional staff to explain observations or other
topics within thetr discipline.

Ensuring during the audft that all concerns, posftions, methods, etc.
are consistent with Commission and Office policfes.

Writing the transmittal letter to DOE.

Co-authoring report.

Integrating evaluations of technical section and QA section

‘observers, as necessary.

Leading observation audit team during the audit.

4.4 Observers

(2)

Evaluating the DOE audit program in accordance with this procedure,
reviewing pertinent background information (such as the DOE audit
plan, previously identified open items, the checkiist, the QA plan,
and any necessary technical procedures or documents).

Completing the checklist described in Attachment A,

Writing the report (for their area of responsibility).

Concurring on report.

Explaining NRC observatfons to DOE audit team, as necessary.
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Technica) staff members will be primarily responsible for evaluating the
effectiveness of the DOE audit team fn assessing the quality of the technical
work. QA staff will primarfly be responsible for evaluating the audit team's
assessment of the controls applied to work. Because these areas overlap, and
because individual team members may possess qualifications in areas outside of
their specific responsibilities, QA and technical staff should coordinate and
fntegrate their review of the DOt audit.

£.0 CRITERIA FOR SELECTION OF AUDITS FOR OBSERVATION .
The selection of audits for observation should be based on the following:

(a) The importance of the activity being audited (for example, critical
path activities which provide site characterization data which are
fmportant to public radiological health and safety and/or waste
{solation).

(b) The time since the last audit (NRC, DOE, WMPO, etc).

(c) The results of previous audits, observation audits, or other reviews
by NRC or DOE, particularly those which 1dentified major concerns.

The OCRWM Consolidated Audit Schedule should be used for determining which
audfts are planned by DOE.

6.0 AREAS TO BE OBSERVED

See Attachment A for fnstruction on the areas to be observed and the use of a
checklist to document results.

7.0 PROTOCOL DURING AUDIT

During the observation audit, the staff shall conduct themselves in a
professional and cooperative manner. Observers should coordinate with the DOE
audit team leader to assure that the effectiveness of the audit team 1s not
disrupted. Observers are encouraged to participate fully by furnishing their
questions, observations, and recommendations to the DOE audit team leader.
Efforts should be made by the observer to minimize direct questions of the
audited organizatfon. It may be necessary to exclude observers from certain
portions of the audit (such as procurement actfons that are {n-process, or
sensfitive personnel records). Observers should obtain a copy of the audit
checklfst as soon as it is available and should prevent pradisciosure of the
1i{st to the audited organization.

A1l staff concerns should be communicated to the audit team leader in a clear
and timely manner. Observers shall indfcate the acceptable aress of the audit
program as well as express concerns, or recommendations to the DOE audit team
leader prior to leaving the site. Every attempt should be made to express
their concerns dafly to the DOE audit team leader. Whenever possible, the
observers should attend the entrance and exit meetings and audit team caucuses.
The observers should also express their concerns about the adequacy and
fmplementation of the audited organization's QA program to the audft team
leader prior to the exit meeting. Observer concerns about the conduct of the
audit should be addressed only to the audit team leader unless directed
otherwise by the audit team leader. The audit team leader should be given the
opportunity to respond to staff concerns. The observer should consider any new
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information provided to determire 1f concerns are sti)l valid. Efforts should
be made to reach agreement with the audit team leader on the nature of the
concern and where necessary, that appropriate corrective action will be taken.
AN ob;ervatiens should be based on facts and personal opinfons should be
avoided.

8.0 REPORTING REQUIREMENTS

A report shall be written upon completion of the audit and will be sent to the
Director, Office of Systems Integration and Regulations, Office of Civilfan
Radiocactive Waste Management, Department of Energy. The DOE Project Office
(WMPO), the State of Nevada, and the organfzatfon that conducted the audit
shall also receive a copy of the report. The report shall evaluate the overall
effectiveness of the DOE audit fn assessing the fmplementation of the QA
program. Needed improvements in the audit, which would make future audits
acceptable to the staff, should be fdentiffed. The areas addressed in the
checklist (Attachment A) should be included §n the report to the extent that
each was observed. In addition, each report shal) address the audft results.
Thg’report should address the positive as well as the negative aspects of the
audit.

The format of the report should fnclude the following headings:

8.1 Summary
(a) Objective of audit and audit observation
(b) Scope of audit
(c) Main conclusions on overall effectiveness of audit and major areas
needing improvement.

8.2 Introduction
(a) Cont;nts of report (observations, DOE findings, audit team members,
.‘c. °
(b) Date(s) of audit observation and the organfzation being observed
(c) General background information about the audited organization (e.g.,
their scope of work and importance to safety or waste fsolation.

8.3 Audit Purpose and Scope
(a) Based on DOE's and NRC's perspective
(b) QA criterfa and technical work audited

8.4 Audit Team-Members and 6bstrvers (name, title, and affilfation)

8.5 NRC Observations of the Audit Team
(a) Addresses each area described in the checklist (Attachment A) to the
extent that each was observed.
(b) C?nsl?signs should be based on facts. Subjective judgements should be
mininfzed.
(c) Supporting detatl (i.e., exampies) should be provided as necessary to
clearly support the observations.

8.6 Preliminary Results/Findings of Audit Team
(a) Attach a copy of the draft results or summarize the results.

8.7 Appendices may be attached which address specific observations such as:
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(a) Observations and oben ftems with respect to the audited
- organfzation's QA program ident{f{ed by the audit observer.

9.0 FOLLOW-UP

The staff may elect to observe follow-up audfts or surveillances by DOE which
are needed to verify that the audited organization s fmplementing the
hecessary corrective action. Likewise, follow-up audits by the staff may be
necessary to ensure that those recommendations for fmproving the DOE audit
program are being fmplemented. It 15 the responsibility of the observers to
track all staff concerns. A1) concerns shall be documented and subsequently
closed out upon satisfactory resolution of the concern. The actfons taken to
resolve the fssue shall be documented.

10.0 REFERENCES

ASME/ANS] NQA-1-1983

10 CFR Part 50 Appendix 8

OCRWM Consolidated Audit Schedule

DOE Memo on Observer Protecol (July 14, 1987)




ATTACHMENT A
AREAS TQ BE OBSERVED AND CHECKLIST COMPLETION

This attachment provides guidance on the areas to be addressed before or during
the observation audit. A checklist (attached) shall be used which documents
the area investigated and the results. The checklist 1s intended to be a guide
for the audit observers. Observers should rely on their professfonal judgement
tn decidin? which areas to emphasize or de-emphasize in the checkifst. The
staff should place a greater focus on performance of the audit team rather than
Just programmatic compliance. This means did the audft team verify that the
audited organization's QA program {1s producing quality products (4.e., reports,
data, test procedures) and the documentation necessary to defend that work ¢n
Ticensing. In addition, concerns should be put into perspective. For example,
does a missing signature have a negative effect on the effectiveness of the
audit? 1If not, the staff should clearly indicate that a noncompliance exists
but it did not result in reduced product quality. The product, fn this case,
{s an effective audit.
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. HLWM DIVISION OBSERVATION
AUDIT CHECKLIST

1. Observation Audit No:
2. Observer:

3. Date(s) of Audit:

4. Audited Organization:
§. Audit Conducted By:

PROCEDURE: The areas 1isted should be addressed efther before or during the
audit. When information used to support staff conclusfons fs obtatned by
verification of documented evidence, appropriate documents should be
referenced. However, in those instances where only verbal information car be
obtained, this shall be noted and the person contacted documented, so that
appropriate follow-up action can be taken to verify that supporting
documentation exists.

The observation audit number shall be placed on each successive checklist
sheet. In addition, upon completion of the respective checklist, the NRC
observer shall sign and date each checklist sheet {n the space provided.
Lastly, for those areas not covered or not applicable (NA) the auditor shall
d::uignt this and provide justification in the "RESULTS® section of the
checklist. , .

The following checklist has been organized in relative order of {mportance. .
This will emphasize audit performance rather than procedural compltance.

Staff should not be limited to only those questions on the Yist, but should
pursue any others which will assist in achieving the objective of the
observation audit.



REQUIREMENT

NNVS ) /808/9
XvVitl Section 1.1

NQA=-1-1903
Supp, 105-)
Section &

MNRC Review Plan
Section 18.2

HQA-1-1983
Supp. 25-3
Section 2.1

10 CFR 50 App.BD
xvin

NQA-1-1983
Supp, 18S-1
Ssction §

NQA=-1-1983
Supp, 23-)3
Section 2.1

OBSERVATION AUDIT No. .

INVESTICATING CUIDELINE

). Selection of Aress to be Audjted

(o) Wore ait 18 criteris ond associated
requirements of Appendix 8 oxemined?
I* not, was an scceptadle rationsle
provided?

(b) What was the scope of importent to
sefety or weste isolation sceivitios
boing suvdited? Was the sudit
of importent to safety or weste
isolation wvork sufficient to
sssess the overall effectivensss of
the QA program?

{c) Was the checkiist comprehensive In its
coversge of Appendix B QA requirements?
I not, wvas an acceptsbie rationsie
provided?

1. Yising of Audig

(s) Was the audit scheduled besesed on
the stetus and ssfory importence of
the activities being performed?

1. Dxsminetion of Vechnicel Products

{s) vere techniceil specistists pare of
the sudit team?

{d) Were the technicel specisiists
knowledgeadile In the srees Deing
sudited ().0,, geochemists for
geochemistry)?

(c) Mere technical checklists utilized
during the suvdit?

(d) Did the quelity assursnce sudit
tosm members perform an integrated
reviev (0.9, were probleas Identified
by technicsi teams members oxamined to
dotermine IFf a qusiity sssursnce progrem
doficliency ceused thom)? Atlso, were QA

EVIDENCE EXAMINED

P ram deficiencies exsmined to de
th':? teormine

r effect on technice! products?

Signsture/Date

page 1t Oof 6 .
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REQUIREMENT

NQA-1-19083
Supp. 18S8-1
Section &

QMP-16-03
Section 5.2.1.2

OBSERVATION AUDIT

INVESTICATING CUIDELINE

(®) 'n the exsminstion of technicsi products,

= ware calculstions checked

= did the technical procedures
reflect standesrd industry
prasctice

- for exotic techniques, wess »
peer review conducted

- was sufficient informstion
recorded in the lad notedook
to reconstruct the test or
roproduce the date by an
tndependent investigator

- wore technice! procedures
consistent with test plens
or technicet plans

= wore oll technice!) comments,
by technicat reviswvers,

¢d snd resolved

= wore the resolutions vaiid

= wos the work classifled
correctly ss isportsnt to
safoty or waste isolstion
(i.0., have quality leveils
been p riy assigned)
Note:
clessifies msjor activities
for participeting
orgsnizetions. Specifle
sctivities, however, clesslified

the sudited orgsnizseion

s 1d be reviewved,

= wvore nonconformances
appropristely dispositioned

tr) were software QA controls sudited
for conformence to sppropriste
criteria? Whet were the criterin?

V. Conduot of the Audit

(=) Yere the suditors persistent
snd thorough iIn their investigetions?

{b) Wes the neture of the Pindings
significent or trivis) (o,0., tack of
sn Inspection/survellisnce progrem or
tack of one signeture from s large
sample)?

Ro.___

EVIDENCE EXAMINED

Signature/Date

RESULTS

pags 2 o 6




REQUIREMENRT
NNWS | /8089

XVIt) Section 1.4
10 CFR 50 App. B
xvi

NRC kieview Plan
Seceion 10.8

NQA-1-1983
3"”. 'Qs-‘
Section &

NGA-1-1983
Supp. 10S-1
Section &

mPr-18-01
Figure 2

OBSERVATION AUDIT No.__ __

INVESTIGATING CUIDELINE EVIDENCE EXAMINED

{c) Did the suditors resch »
conclusion based on facts?

(d) Did the euvditors do resesrch to
dotermine If the finding s a
syston discrepancy or an
isotated flaw? '

{e) DId the suditor verify evidence
for root ceause snsiysis bofore
closing out past findings?

{r) vere conditions requiring prompt
corrective sction reported immediately
to mensgement of the audited
orgsnizetion?

{9) Yes odjective evidence examined
to the depth necesssry to
detoraine If the 18 criteris elements
sre beling (mplesented effectively?

(1) Was on eppropriste mix of technicel
snd progremmetic swditing performed
based on the sres being audited?

{J) Reviev the sudit checklist for the

rouovlnz:

= ecan the swdit de reconstruoted
ctrom the evidence recorded on
the checklist

e did the checklist document
the persons contected of ref,
the documents reviewed

- was the sample size recorded

« wes the suditor and the sudit
number identified

« were the requirements (isced

= were conclusions/results
recorded

Signatura/Date

RESULYS

page 3 of &
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REQUIREMENT

10 CFR 50 App. 8

NQA-1-1983
sm. 25-3

NQA-1=-198)3
Supp. 18S-?
Section 3.1

NQA-1-1903
Supp, 28-%
Sesction 2.9

NQA=-1-1983
Sm. 23‘3
Section 2.1

QMP-10-01
Section 5.3

OBSERVATION AUDIT No.__

INVESTICATING GUIDELIRE EVIDERCE EXAMINED

V. Qusljficetion of the Auditors

(a) Nuclesr ilcensing experience

b) Muclesr GA experience

c) Yesrs of experience

d) Training In suditing techniques

o) Technics) expertise in sres
being auvdited

(f) Conforssnce with NQA-1 for
sudiztors snd fesd suditors

Vi. Audig Teew Propefetion

(a) Did the sudit plen Incliude:

auwdit scepe

{remsnts

it persomnel
sctivities to bes avdited
orgsnizetions to be notifled
appilioadle documents
schedule
procedure of checklist to be used

(bd) Were checkiist questions, vhich
can be snswered during s desk
sudit, completed prior to the
conduct of the sudit?

(c) Wes the sudit tesam hknowiedgesdle
in the following:
= the sudited orgsnizstion's
pollcies and procedures
- cgl!e-bu industry standsrds
« the eppllosdle regulstions
= the epplicadie NURECs
on peer review and oid date

{d) Csn "technicsi™ checkiist questions
be ansvered by "non-technicel®
persennel wvho (sck expertise In
the given subject mecter?

{e) Old the sudit teem attend the
presudit conference snd is this
documented?

() Was the spplicsdie sudicing procedure
proporly used by the sudit tesm?

Signature/Date

RESULTS

pege § of ©
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REQUIREMENY

NQA=-1-1903
App. 1BA-1,
Section 8.1}

NNWS) /08-9
Ssction Xviii, 1.6

NNWS1/88-9
Section XVill, 1.6

DOE Memo on ObDserver
Protocol
(July W, 1987)

m—t-:ggs‘
mcion 3.3

QMP-18-01
Section 5.08.10,

RQA-1-1983
Supp, 18S-1
Section 3.2

INVESTIGATING CUIDELINE

OBSERVATION AUDIT No.__

EVIDENCE EXAMINED

Vii. Conduct of Entrence/Exit Meeting

Wes the and objective of
the sudit clesrly discussed?

Were the sudit resuits clesriy
commmiceted to the audited
organizetion?

01d the suditor obtein » commitment
from the sudited orgenizetion te
eveluste noted discrepencies and to
respond?

Weore the sudited orgenizetion snd

observers afforded the opportunity
to present additions! Informstion

or mashe comments?

vire, Avdis Teswm Coordinetion

(c)

.
(s)

Did the lesd svditor coordinete
the sudit tesm and (ntegrste
individusl findings, trends, ete,

Did the suwdit report reflect whet
wes discussed by the suvdit tesm?
This witt be verified st & later
date since steff observation sudit
reports should be completed before
the sudit tesm Issves their sudit
repore,

f*" dalty (r"'.:ldl..”m’lllﬂ
o t tesm csucuses
i

Audis_Teew_independence

Weore sudit personnel independent
of sny direct responsibility for
performence of the sctivities which
they will sudie?

Signsture/Date

RESULTS

page 5 of 6§
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REQU! RMNT.

o122,
Section 3.2

MNQA=-1-198)
Supp, 10S-1
Section 3.2

OBSERVATION AUDIT No.

INVESTIGATING GUIDELINE

(d) g:r internal sudits, were personne!

ving direct responsidility
for performing the sctivities beling
sudited involved in the selection of
the sudit tesm?

Did sudit personnel have sufficlent
suthority end orgsnizetionst
fresdom to meke the sudit process
aseningful and effective?

EVIDENCE EXAMINED

Signature/Dete

RESULTS
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1.

2.

3.

S.

)

. %

AKRER
R 'C ’
\_2 OBSERVATION OF WMPO QUALITY\_iuaance AUDITS

Audit No.

Audited Organigation
aad Location

Date o{ Audit

Observer

General Observation Areas
“

Was the conteat of the Audit Plan and Checklist adequate?

Did the audit team have adequate kanowledge of the sudited organigation
(.e., scope of work, procedures, policies, ete.)?

a) If sppropriate, were technical aress as well as QA programmatic
ateas audited? b) Was the extent end depth of zeviav of the
technical areas adequate? ¢) Were the technfeal specialists
knovledgeable in the sreas beling sudited?

Were known problen areas identified froa previous sudits davestigated?

Was the scope of the sudit clearly presented to the audited organigation?

e o .« . ese -

Were the sudit results clearly comaunicated to the sudited organicgation?

Did ghe suditor obtain comaitments from the audited organization to
correct noted discrepancies?

If applicablé, were all 18 criteris of 10CFR50, Appendix B covered?

ole



9.

10,

11.

12.

13.

14.

Was the purpof..ér objectlve of the audit clefi-i presented?
Were the auditors kaowledgeable about the docunents they were auditing to?

What was the nature of the findings (1.e., siguificant, trivial, ete.)?

Were conclusions reached on a solid foundation of facts with cbjective
evidence to back them up?

Did the Lead Auditor take charge and run the gudit?

Were daily or appropriately frequent caucuses held?



. Reguirements of WMPO qup-18- . Revieton 3
1. Sect. 3.4 Ie the qudit teag leader certified to davelop and
. 40 audit, report audit findings, end to follow—up end

evaluate corrective actions?

2. Sect. 4.1.6 Are conditions adverse to

Quality evaluated gnd tepo
on Standard Deficiency Rep

rted
orts (SDRs) per QMP~16-03?

3.  Sect. 5.2.2 Are the requirements of this section met?

4. Sect. 5.3.1 Vas & pre-qudite couference

beld per thig section?

5« Sect. S5.6.1 Were pre-prepared audit checklists

used in the conduct of
the sudic?

6. Sect. $.4.1 Is objective evidence exanin

ed and documented for
compliance with the checklis

t requiresents?

7. Sect. 50‘0101 1s sach .wt ‘”u“

bia‘ or “not sudited” entry oa the
checkliet explained?

8. Sect. 5.4.1.2 Is reference to specific deficlencies noted on the

checklist by documenting the Sequential sunber of the SPR
tough draft (or aumber of the observation)? :

“BEST AVAILABLE COPY”



ATTACHMENT 1
YMPO QUALITY ASSURANCE AUDIT TASK ORGANIZATION

YMPO

PROJECT MANAGER

YMPO
PROJECT QUALITY MANAGER

AUDIT MANAGER
AUDIT TEAM LEADER/LEAD AUDITOR (1)

AUDITORS (2)

(1) o Responsible for the overall planning, conduct, and reporting of audits.
o Reports to manager of audits on administrative and operational matters.
o 1s in charge of the audit team from activation to deactivation.

o Directs the activities of assigned auditors in accordance with the
audit plan and associated checklists.

(2) o Develops programmatic checklists to NNWSI program requirements.
o Performs the programmatic phase of the audit to approved checklists.

o Initiates observations, recommendations, and standard deficiency
reports (SDRs) as required.

o Authenticates SDRs co-authored by technical specialists.



ATTACHMENT 2

] o "~ ™ YUCCA MOUNTAIN PROJECT =’
_AUDIT OBSERVER INQUIRY

N-QA-084
4/89

Audit No.

Log No.

Name

YMP Requirement Reference

Organization

Question/Concem

Observer's Acknowledgement

Cleared for Submittal to YMP Participant

] incorporated in YMP Audit Checklist...Ref

Lead Auditor / Lead Technical Specialist

Audit Team Leader




ATTACHMENT 3

OBJECTIVES FOR THE TECHNICAL PHASE OF THE QUALITY ASSURANCE AUDIT

In order to provide a unified approach to the conduct of the technical phase
of a2 Quality Assurance audit, the following questions are provided. The
intention is to have these questions serve as the basis for the questions
developed in the technical checklist (XX-2).

1]

o

Were there sufficient technical procedures for the activity under review?

Were the procedures in place technically adequate for the intended
application?

Did the prime or critical methodologies employed consider existing/accepted
approaches and technologies?

Where controversial methodologies were employed was an adequate peer review
performed? ~

Was the background/credentials of .hose individuals engaged in the task
activity appropriate to the desired/intended outcome of the activity?

Was the level of effort/rigor employed commensurate with the stated
objectives of the task/activity?

Where concerns exist as to the efficacy of an activity is a further
technical review indicated?

wWhere the interim analysis or interpretation of data supports reported
results is the analysis/interpretation appropriate for the proposed
activity/task?

Were the design calculations, design methods, and design analyses employed
for an activity appropriate to the maturity of the design?




