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YUCCA MOUNTAIN FROJECT OFFICE

QUALITY ASSURANCE AUDIT PLAN

AUDIT 90-08

NOVEMBER 13 THROUGH NOVEMBER 19, 1990

1.0 PURPOSE AND SCOPE

The purpose of this audit is to evaluate the Science Applications
International Corporation (SAIC) QA Program as it applies to the Yucca

Mountain Project QA Program.

The scope of the audit will be to verify adeguacy of the SAIC QA Program
and the effectiveness of implementation.

In addition, implementation of

corrective actions(s) as provided in the response(g) to open Project
Office Standard Deficiency Reports (SDRs), as applicable, will be
evaluated and if found satisfactory, will be closed.

2.0 ORGANIZATION TO BE AUDITED

Science Applications International Corporation, Las Vegas, Nevada

3.0 AUDIT SCHEDULE

Pre-Audit Team/Observer Meeting
Pre-Audit Conference

Audit Activities

Post-Audit Conference
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8:15 a.m., November 13, 1990,
Las Vegas, Nevada

9:00 a.m., November 13, 199,0
Las Vegas, Nevada

10:00 a.m. to 4:00 p.m.,

" November 13, 1990,

Las Vegas, Nevada

8:00 a.m. to 4:00 p.m.,
November 14 to 16, 1990,
Las Vegas, Nevada

8:00 a.m. to 3:30 p.m.,
November 15, 1990,
Nevada Test Site, Mercury, Nevada

3:00 p.m., November 19, 1990,
Las Vegas, Nevada
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"~ 4.0 REQUIREMENTS TO BE AUDITED AND APPLICABLE REFERENCES

5.0

Technical and Management Support Services (T&MSS) Quaiity Assurance
Program Description (QAPD), Revision 3.

TeMSS Standard Practices (SPs), Operation Procedures (OPs), and Work

Instructions (WIs) as applicable to quality related activities

associated with the Yucca Mountain Project.

The conduct of the audit will be accomplished in accordance with the

Office of Civilian Radiocactive Waste Management (OCRWM) and Department

of Energy (DOE) Project Office documents listed below:

o QAAP 18.2, "Audit Program," Revision 1

o QARP 16.1, "Corrective Action Requests,”™ Revision 1

o QA Task Organization

0 Audit Observer Inquiry

o Policy for Participation of State, Tribal, and U.S. Nuclear
Regulatory Commission (NRC) Representative Observers on DOE Audits,
dated July 14, 1987

o High Level Waste (HIW) Division Procedure for Conducting Observation
DOE Audits of BEIW Repository (HLWR) Program QA Audits

ACTIVITIES TO BE AUDITED

The activities to be audited during the audit include:

Programmatic Elements

The following elements will be reviewed and evaluated:
Criteria Subject
1 Organization

2 Quality Assurance Program
4 Procurement
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Criteria Subject (Cont’d)

5 Instructions, Procedures, Plans and Drawings

6 - Document Control

7 Control of Purchased Items and Services

8 Identification and Control of Items, Samples, and Data

10 Inspection '

12 Control of Measuring and Test Equipment

13 . Handling, Storage, and Shipping

15 Control of Nonconforming

16 Corrective Action :

17 Quality Assurance Records

18 Audits : ~

19 Software Quality Assurance

20 Scientific Investigation Control

This audit will not address Criteria 3, 9, 11, and 14.
Technical Activities

Technical Specialists will review and evaluate the technical activities

related to the following:
0 Meteorological Monitoring Plan, Revision 1, June 5, 1989

o Radiological Monitoring Plan, Revision 0, May 25, 1988

AUDIT TEAM MEMBERS

Richard L. Maudlin - MACTEC, Las Vegas, Nevada, Audit Team Leader

A. Edward Cocoros - MACTEC, Las Vegas, Nevada, Auditor

Rerby L. Tyger - MACTEC, Las Vegas, Nevada, Auditor

Charles C. Warren - MACTEC, Las Vegas, Nevada, Auditor

Robert B. Constable - DOE, Las Vegas, Nevada, Auditor

Mario R. Diaz - DOE, Las Vegas, Nevada, Auditor

Catherine E. Hampton - DOE, Las Vegas, Nevada, Auditor

Albert C. Williams - DOE, Las Vegas, Nevada, Auditor

Thomas Rogers - CER Corporation, Arlington, Virginia
Auditor-In-Training

Sam Smith - = Weston, Arlington, Virginia, Auditor-In-

: Training '

Byron T. Kesner . = MACTEC, Albuquerque, New Mexico, Technical

Specialist

'Diane Harrison-Giesler — DOE, Las Vegas, Nevada, Technical Specialist
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7.0 AUDIT CHECKLISTS, ANNEXES, AND ATTACHMENTS
90-08-01 QA Programmatic Checklist
90-08-02 Technical Checklist
Annex A  DOE Pr'ocedute on Protocol (July 1987)
Annex B NRC Draft QA Procedure for Observing DOE/OGR HILWR

Program Audits

Attachment 1 - YMP Quality Assurance Task Organization
Attachment 2 - YMP Audit Observer Inquiry

Prepared by: . Date: je.iz2-
rd L. Ma n
Audit Team Leader

Approved by: Date: (p /12 G
ames Bla k, Bran e 4
Quality Assurance Division
Yucca Mountain Project Office

v by, LG GIT L ower g
Donald G. , Director I

Office of Quality &Assurance
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\__/ Washington, OC 20585 \ __/
: SAIC/T&MSS
JUL 14 681
| JuL 201987
CCF RECEIVED
State and Tribal Representatives (List Attached)

At the last Quality Assurance Coordinating Group meeting DOE, Stats,
Tribal end KRC representatives discussed the policy that should be used
with regard to the participstion of State, Iribal and NRC representatives
on DOE sudits. It appears that a general consensus was reached among the
meeting participants oo & procedurs for participating in the DOR QA
suditing process. Details are in the attached draft policy statement.

We are pleased to invite your reviev of the enclosed draft policy
statemsent and would sppreciate knowing of any remaining concerns you may
have.

Sincerely,

L Lo

Stephen H. Kale

Associate Director for ’

Ceologic Repositories, Office of
Civilian Rsdicactive Waste Managesent

Eaclosure

Celebrating the U.S. Constitution Bicentennial — 1787-1987
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POLICY POR PAF ‘“IPATION OF STATE, TRIBAL AND " ~ REPRESENTATIVES
AS OMSERVERS ON DOR AUDITS \

-

The QA Masager of OCR will furnish to the State, Tribal and NRC
representstives & schedule of audits planned by DOR-HQ (OGR) and by the
DOE project offices. Because of frequent changes to the schedule, the
scheduls will be updsted at approximately mounthly fntervals and copies
furnished to the State, Tribal and NRC representatives.

OGR and the project offices will make every effort to send an sudit
potification at least 30 days prior to each QA gudit. The asudit
ootificstion will, vhenever possible, include an sudit plan end &
description of the scope of the sudit. Copies of OGR audit notifications
will be furnished to NRC sznd to all State and Tribal representatives;
copies of project audit notificstions will de furnished to NRC and to the
affected State and Tribal representatives. ‘

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

OGR = Carl Newton = (202) 586-5059
BWIP = Plerre Saget = (509) 942-7250
WPO - Jim Blaylock = (702) 295-1125
SRPO = Jerry Reese -~ (B806) 374-2320

State, Tribal and NRC representatives who wish to participate will make
every effort to contact the DOE representative st least two weeks prior to
the sudit so that arrangements for their participation can be made.

When & request to participate is received by DOE from a State, Tribal or
NRC representative, it is DOR's policy to make every reasonadle effort to
honor the requast. When small audit teams are used by DOE, and requests
for sany observers are received, it may be uecessary for DOR to liaic
participation (but 1o no event to less than one observer per
orgenizational entity, 1.e., cne from the affected State, ons from each
affected Tride, and one from NKRC), so that the suditing process will not
be hampered by an excessive number of observers. In instances wvhere the
1iait of one obsarver per affected party will still result in an excessive
observer to suditor ratio, DOR will contact the affected parties and seek
voluntary reductions. It is expected the parties will make every
reasonable attempt to accommodate DOR's requests.
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Observers ou DOl __dits vill be under the author £ the audit tean
leader (or sub-team leader if the team is divided during the audit),
~Observers are encouraged to participate fully by furnishing their
‘questions, obsarvaticns and recommendations to the audit team leader (or
sub-tean leader), Direct interactions between obscrvers and suditee
personnel will gecerally be discouraged and it may be necessary to exempt
observers from certain portions of an sudit (such as procuresent actions
that are in-process, classified material, or sensitive personnel

records). The DOE policy 1s that every effort s to be made to liait such
exezptions and to include cbservers as full participants in all aspects of
the sudit possible.

The State, Tribal and NRC representatives vho will be participating in a
QA audit are to be furnished a copy of the audit checklist as soon as it
{s available. A target date of ten days prior to the sudit will be
atteapted. The State, Tribal and NRC representatives who receive sudit
checklists are, of course, to keep their contents confidential and to not,
under any circumstances, divulge its coutents to representatives of the
orgsnization to be audited.

DOE encourages cbservers to receive formal QA auditor training and QA lead
auditor training. Every effort to accoamodate State, Tribal and NRC
representatives in DOE sponscred training courses is to be made. There
are, bovever, po DOE requireaents for observers to bave had such training.

‘DOE invites cbservers to express concerns and recomendations on the
auditee's QA program to the audit team leader for his consideration in
preparing the audit report, DOE also invitas observaticns on the conduct
of the audit and solicits recoamendations on how we aight fsprove our
audit process. Observers vill be afforded an opportunity to speak at exit
seetings following each audit. Regular opportunities gre to be provided
tc observers during the course of the sudit and at the quarterly QACG
seeting for State, Tribal and NRC representatives to discuss their
connents and recomnendatious.
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3.4 _/

é.1.6

s.z'z

5.3.1

s.‘.l

S.4.1

5.‘.1.1

3.4.1.2

Requiresents of WMPO QMP-18-0 Revision }
N

Is the audit tean lesder certified to develop and perfors

en asudit, report sudit findinge, and to follow—up and
evaluate corrective sctions?

Are conditions sdverse to quality evalusted and reported
on Standard Deficlency Reports (SDRs) per QMP~16-03?

Ate the requiresents of this section get?
Was & pre-sudit conference held per this gection?

Were pre-prepared sudit checklists used iz the coenduct of
the audit?

Is objective evidence examined and documented for
compliance with the checklist requirensnts?

Is each "not applicable” or “got sudited” entry on the
checklist explained? '

Is reference to specific deficiencies noted on the
checklist by docunenting the sequential nuaber of the SDR
tough draft (or ouaber of tha observation)?
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HLY DIVISION PROCEDURE FOR CONDUCTING
OBSERVATION AUDITS OF DOE HIGH LEVEL WASTE
REPOSITORY PROGRAM QA AUDITS

1.0 PURPOSE

This procedure descridbes the High=Level Vaste Management Division's sethodol
for conducting cbsarvation audits of quality assurance (QA) audits performed by
the Departmant of Energy (DOE). These audits may be performed on DOE, fts
contractors and subcontractors, {ts participating organfzations, and may

{nclude contractor audits of their subcontractors. For example, the staff may
observe & USGS audit of one of their contractors.

The primary objective of the Nuclear Regulatory Commission's (NRC) observation
audit program 1s to gain confidence that the DOE 1s implementing a progras
vhich meets the NRC's QA program requiresents established fa 10 CFR 60,
Subpart G. This confidence s gatned by assessing DOE's ability to fdentify
and correct problems through their audit program. Observation sudits will be
the principal means for the staff to assess the faplementation of the DOE
program prior to the start of extensive site characterfzatfon activitfes.
Observatfon audits also enable the staff to provide guidance to the DOE on QA
progran jmpiementation and the overall DOE audit program. The staff will
.follow=up on staff concerns with respect to the audit and/or deficiencles
{dentified By the audit tean. This will assure the staff that corrective
action is being perforaed and GA programs are being properly implemented.

2.0 OBJECTIVE

The objective of this procedurs (s to describe techniques for assessing the
overall effectivensss of a Quality assurance program audit conducted fa the DOE
progran. Gufdance on the following areas is provided:
3) Qualifications required for the observers.
b) Responsidbilities ,
e) Criteria for selection of audits for observation
Areas to be observed
Protocol during the ocdbservation audit
choﬂ.(u requiresents
Follow=wp .

3.0 QUALIFICATIONS DF THE OBSERVERS

Personnel selected for observation audits shall have experience or tralniag
comensurate with the scope, complexfity, or specfal nature of the activities to
be auvdited (e.9., technical observers shall be selected Dased on thefr
educatfon and experfence in the technical area being sudited). The cbservers
shall be selected based on the following qualifications: auditing and techatcrl
experience, education, auditor training, cozmunication skills, and knowledge of
QA, techntcal, and regulatory requiresents. A1l cdservers shall meet the
requirenents of ANSI/ASME NQA-1-1983 for auditor qualifications.

The training program for observers should address the following:
3.1 (a) The basics of the audit process

o a® O
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(b) Appltcadble requirements documents
(¢) OOE/NRC protocol for observers
(d) Conduct of observers

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

4.0 RESPONSIBILITIES

The following 1dentifies the responsibilities of Individuals favolved tn the
observatfon audit process: -

4.1 Operations Branch Chief

a) Approval of observation audit schedule.
b) Reviewing and approving the final report.
¢) Transmftting the final report to the DOE.

4.2 ;'u;ct;om SQ:tionfu;deu (?A cngd :.ochn;cal‘ucuons)

a) Preparation of observation audit schedule In consultation with P
and technical branch (QA Section Leader only) ™

(b) Selection of observers.

(c) Assuring that cbservers are {ndoctrinated and trained for the audit
cbsarvation. This Information shall be documented and retained.

(d) Concurring on final report.

(e) Ravising observation audit procedure as needed.

4.3 Project Manager (HLOB)

_ (a) Coordinating the arrangements for the observation, {acluding meeting
notices for the State, letters to DOE, coordinating with and QA
section 0 assure fntegration.

(v) N:ti:g 4s the principal spokesperson for the NRC during the audit.
P/M will rely on functional staff to explafa observations or other
topics withia their discipline. -

(c) Ensuring Guring the audit that all concerns, positions, methods, etc.
are congistent with Commission and Office polictaes.

d) Writing the transafttal latter to DOE.

e) Co-authoring ugort.

f) Integrating evaluatfons of technfcal section and QA section
observers, 43 mMcessary. ‘

(g) Leading cbservation audit team during the sudit.

4.4 Observers

(a) Evaluating the DOE audit program in accordance with this procedure,
revieving partinent background {nforsation (such as the DOE audit

plan, previously 1dentified open ftems, the checklist, the QA plan,
and any necessary technical procedures or documents).

b) Completing the checklist described {a Attachaent A.
Writing report (for their area of responsidility).
Concurring on report.
Explaining NRC cbservations to DOE audit team, as necessary.

2 *3£8T AVAILABLE COPY”
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Technfcal staff seabers will be prisarily responsidle for evaluating the
effectiveness of the DOE audit team 1n assessing the quality of the techafca)
work. QA staff will prisarily be responsible for evaluating the sudit tesa's
assessment of the controls applied to work. BeCause these areas overlap, and
because 1ndividua) tean aesbers may possess qualifications (a areas cutside of
thetr specific responsidilities, QA and technical staff should coordinate and
fntegrate their review of the DOE 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 befng audited (for example, critical
path activities which provide site characterization data vhich are
:-pgrttnt)to public radiological health and safety and/or wvaste

solatfon).

éb; The time since the last audit (NRC, DOE, WPO, ete).

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

The OCRWM Consolidated Audit Schedule should be used for deternining which
audits are planned by DOE.

6.0 AREAS TO BE OBSERVED

See Attachment A for instruction on the areds to be observed and the use of 2
checklist to document results.

7.0 PROTOCOL DURING AUDIT

During the observation audit, the staff shall conduct theaselves in a
professiona) and cooparative sanner. Observers should coordinate with the DOE
audit teaa 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 nade by the observar to ainfaize direct questions of the
audited organization. It may be necessary to exclude obsarvers from certain
portions of the audit (such as procuresent actions that are {a-process, er
sensitive personnel records). servers should obtain & copy of the audit
checklist as soon as it 1s avatlable and should prevent predisclosure of the
11st to the audited organization.

A1l staff concerns should be communicated to the audit teaa leader ia a clear
and tinely manner. Observers shall {ndicate the acceptadle areas of the sudit
grogrn as well gs express concerns, or recommendations to the DOE auvdit tean
eader prior to leaving the site. fury sttespt should be sade to express
their concerns dafly to the DOE audit teas leader. Whenever possidble, the
observars should attend the entrance and exit meetings and audit team cavcuses.
The observers should also express their concerns about the adequacy and
{aplenentation of the audited organfzation's QA program to the audit tsaa
leader prior to the exit meeting. Obsarver conceras about the conduct of the
avdit 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 observar should constder any new

3 «3EST AVAILABLE COPY"
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information provided to determtne §f concerns are still valtd. Effores should
be sade to reach agresment with the Sudit team leader on the nature of the
concern snd where necessary, that dppropriste corrective action will be taken.
Au’:t:;uruuom should be based on facts and personal opinfons shoyld be

avo .

8.0 REPORTING REQUIREMENTS

A report shall be written upon completion of the audit and will be sent to the
Dfrector, Office of Systems Integration and Regulations, Office of Ciyvfifan
Radfoactive Waste Managesent, Departament of Energy. The DOE Project Office
(WMPO), the State of Nevada, and the organfzation that conducted the sudit
shall also recedve a copy of the report. The report shall evaluate the overall
effectiveness of the DOE audit n dssessing the faplementation of the ('
program. Needed faprovements 1n the audit, which vould make future audits
acceptable to the staff, should be fdentified. The areas addressed fn the
checklist (Attachment A) should be inciuded In the report to the extent that
each was observed. In additfon, each report shall address the audit results.

T::"uport should address the positive s well as the negative aspects of the -
. t.

The foraat of the report should fnclude the following headings:

8.1 Sumaary
8) Objective of audit and avdit observation
b) Scope of audit

¢) Matn conclusfons on overall effectiveness of audit and B JOr areas
needing improvement.

8.2 Introduction

(a) Contents of report (observations, DOE findings, audit tean Seabers,
ote.

(b) Date(s) of audit cbservation and the organization being observed
(c) General background Information sbout the audited organfzatien (e.g.,
their scope of work and fmportance to safety or waste tsolation,

8.3 Audit Purpose and Scope
?; Based on DOE's and NRC's perspective
b) QA critarfa and tachafcsl wo sudited

8.4 Audit Tean Members and Observers (nane, title, and affiliation)

8.5 NRC Observations of the Audit Team
(8) Addresses each srea described 1 the checklfst (Attachaent A) to the
extent that each was observed.

(d) C:n:h;s::us should be based on facts. Subjective Judgesents should be
afninized.

(c) Supporting detafl (1.e., examples) should be provided as necessary to
clearly support the observatfons.

8.6 Preliatnary Results/Findings of Audit Tean
(a) Attach a copy of the draft results or summarize the resylts.

8.7 Appendices may be attached which address specific observations such as:

‘ *BEST AVAILABLE COPY"
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(a) Observations and open ftems with respect to the audited
organfzation's QA program fdentified by the audit odbserver.

9.0 FOLLOW-UP

The staff aay elect to observe follow=up audits or surveillances by DOE which
are needed to verify that the audited or,aniuuon fs faplesenting the
Recessary corrective actfon. Likewise, follow=up audits by the staff aay be
necessary to ensure that those recommendations for faproving the DOE audit
program are being faplesented. It ts the responsidility of the cbservers to
track all staff concerns. A1) concerns shall be documented and subsaquently

closed out upon satisfactory resolution of the concern. The action
resolve the fssue shall be documented. ons taken to

10.0 REFERENCES

ASME/ANST NQA-1-198)

10 CFR Part SO Appendix B .

OCRWM Consolidated Audit Schedule

DOE Memo on Observer Protocol (July 14, 1987)

iy
Fy
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ATTACHMENT A
AREAS TO BE OBSERVED AND CRECKLIST COMPLETION

This attachaent provides guidance on the areas to be addressed befors or

the observation audit. A checklfst (attached) shall be used which docmo:::m
the area fnvestigated and the results. The checkl{st fs intended to be o guide
for the audit observers. Observers should rely on thefr professional Judgenent
() decmng vhich areas to esphasize or de-emphasize 1a the checklist., The
staff should place & greater focus on perforsance of the audit team rather than
Just programatic compliance. This means did the Sudit teaa verify that the
sudited organization's QA program fs producing quality products (1.0., reports,
data, test procedures) and the documentation necessary to defend that work fa
licensing. In addition, concerns should be put {nto perspective. For example,
does & afssing sfgnature have & m?at!n effect on the effectiveness of the
audit? If not, the staff should clearly ndicate that a noncomplfance exfsts
but 1t did not result fn reduced product quality. The product, {n this case,
is an effective audit, : -
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HLWM DIVISION OBSERVATION
AUDIT CHECKLIST

N

1. Observatfon Audit No:
2. Observer:

3. Date(s) of Avdit:

Q.' Audited Organfzation:
8. Audit Conducted By:

PROCEDURE: The areas 1isted should be addressed efther befors or during the
sudit. When information used to support staff conclusions 1s odtatned
verification of documented evidence, appropriste documents should be
referenced. However, in those instances where only verbal inforsation can be
obtatned, 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 aumber shall be placed on esch successive checklist
shest.  In addition, upon coapletion of the respective checkifst, tha NRC
observer shall sfgn and date each checklifst sheet ia the space provided.
Lastly, for those areas not covered or not applicable (NA) the auditor shall
docn.-:nt this and provide Justificatfon fn the "RESULTS® section of the
checklist.

The following checklist has been organized in relative order of faportance.
This will eaphasize audit perforsance rather than procedural cosplfance.

Staff should not be Jimited to only those questions on the 1ist, but should

pursue any othars which will assist {n achfeviag the ocbjective of the
observation audit.
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“q OBSERVATION OF WMPO QUALITY  SURANCE AUDITS
— Audit No.

Audited Organization
and Llocation

Date o{ Audit

Observer

General Observation Areas

Was the content of the Audit Plan and Checklist adequate?

Did the audit team have adequate knowledge of the audited orgunizition
(s.e., scope of work, procedures, policies, ete.)?

a) If appropriate, vere technical areas as well as Q4 prograsaatic
areas audited? b) Was the extent and depth of reviev of the
technical areas adequate? ¢) Were the technicsl specialists
knovledgeable in the areas being audited?

Were known problen areas identified from previous audits iovestigated?

Vas the scope of the audit clearly preseated to the audited organization?

Ware the sudit results clearly comnunicated to the sudited orgsnization?

Did the auditor obdtalm eonnitnentl'tton the audfted organization to
correct noted discrepancies?

. 8.~ 1If applicablé, were all 18 criteria of 10CFRSO, Appendix B covered?
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