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United States Government Department: of Energy

Umemorandum

pate: JUL ~f %0
REPLY TO
ATTN oF: EM-343

SUBJECT: Qua]it& Assurance Audit of Vitrification Projects Division

7o: Distribution

On July 20-24, 1992, an independent audit team will conduct a quality
assurance (QA) audit (No. 92EA-VP-AU-01) of the Vitrification Projects
Division (EM-343). This audit will assess the overall adequacy, ]
implementation, and effectiveness of the EM-343 QA Program for the waste
acceptance activities related to high-level waste form production.

The attached Audit Scope and Planning Document describes the scope of the
audit, activities to be audited, audit team members, applicable
requirements, and the proposed audit schedule. Please notify appropriate
management personnel of the proposed audit schedule so they may participate
in the audit as appropriate and attend the pre and postaudit meetings. In
addition, the audit team will need facilities to conduct the pre and
postaudit meetings, to review the documentation, and to meet with audit
participants. Please provide work space for audit team members and make
N ) grovisions for access to personnel and facilities during the scheduled audit
ates. .

1f you have any questions or need additional information, please contact Jim

Conway at 301-903-7450.

Kenneth A. Chacey, Director
Vitrification Projects Division
SZngfice of Waste Management Projects
@ nvironmental Restoration

and Waste Management
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Distribution:

. Conway, EM-343

Erickson, EM-343

. Gutmann,. EM-343

Hennessey, EM-343
McIntosh, EM-343
Rawlings, EM-343
Stevens, EM-331
Vaughan, EM-20
Horton, RW-3
Lowder, MACTEC
Stockman, BDM
McClanahan, SAIC

. Smith, PDC/GTN
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Audit S & t Audit No. __ 92EA-UP—AU-001
cope i en

e P Planning Docum Scheduled Dates.1/ 20=7/24/92

I. Organization Being Audited EM Vitrification Pro  cts Division: (EM-343)

I1. Audit Scope and Activities to be Audited The audit will: (1) evaluate
the overall adequacy of, compliance to, and effectiveness of

jmplementation of the EM-343 High-Level Waste (HLW) QAR program;
(2) focus on the activities of the EM-343 organization (the Field
Offices will not be evaluated); (3) only evaluate those QA
criteria that are applicable to the EM-343 organization (i.e., the
audit will address sections 1, 2, 3, 4, 5/ 6, 7, 15, 16, 17, and
18 of the EM-343 OQAPD). rechnical adequacy of the EM-343 QA
Program will not be evaluated.

Follow-up

1. OCRWM QARD, RW-0214, Revision 4, and ICN 4.1.

2. OCRWM 5/8/92 draft Quality Assurance and Requirements
pescription (to be used as *look~-ahead" guidance).

3. EM-343 QAPD, DOE/EM/WO/02, Revision l.

4. EM-343 SPPs for Quality Assurance (revisions of applicable
SPpps in effect at the time work being audited was performed).

5. OCRWM Audit Report of EM-343, Audit No. BQ-91-003

lil. Requirements, including previous Evaluation Activities Of Same Or Simiiar Areas For

IV. Team Members V. Organizations To Be Notified
7. Colandrea, Audit Team Leader DOE/RW
¢ Braun, Auditor EM-20
C McFarland, Auditor EM-30
W Morrison, Auditor EM-343
P. Stuart, Auditor Support Contractors

V1. ControllingDocuments And Revisions

Includes the program-related controlling documents identified in
sppPs for QA), above. .

Prepared by: M . %Af/—\_‘ Date: 6/€A b

Audit Toam Leader

Approved by: T &NJM, Date: é/’ 7 / ‘.{L
) Quality Assurance &ogram Manager ]
N

ST G2A1C- 120591 vy



PRELININARY AUDIT SCHEDULE

Activity Date Time

Preaudit Meeting 07/20/92 8:00 a.m. - 9:00 a.m.
Conduct Audit 07/20/92 9:00 a.m. - 5:00 p.m.
Conduct Audit 07/21/92 8:00 a.m. - 5:00 p.m.
Conduct Audit 07/22/92 8:00 a.m. - 5:00 p.m.
Conduct Audit 07/23/92 " 8:00 a.m. - 5:00 p.m.
Prepare Audit Summary 07/24/92 8:00 a.m. - 12:00 p.m.

Postaudit Meeting 07/24/92 1:00 p.m. - 2:00 p.m.
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REPLY TO

atmv or: EM-343

sussecT: Quality Assurance Program Audit No. 92EA-VP-AU-001 of EM-343

7o: Distribution
You are requested to attend a pre-audit conference for the subject audit.
The conference will be held on July 20, 1992, at 8:00 a.m. in the fourth
floor conference room of the Trevion I building.
Items that will be covered include the following:
® Introduction of audit team members
e Introduction of EM-343 and contractor support personnel
® Audit Scope

® Audit team agenda

e Audit logistics including channels of communication and facilities
\/ available for use.

If you have any questions, please contact me at 903-7450.

s (. Comoas

ames T. Conway
Quality Assurance [Pyogram Manager
Vitrification Projects Division
Office of Waste Management
Environmental Restoration

and Waste Management
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EM-343 DAILY AUDIT TEAM AGENDA
AUDIT NO. 92EA-VP-AU-001

C

Rev. 1 Page 1 of 4
MONDAY TUESDAY WEDNESDAY THURSDAY FRIDAY
7/20/92 7/21/92 7122192 7/123/92 7/24/92
AUDIT
SUB-TEAM A
W. E. Morrison Commence Audit Criterion #2 Criterion #2 Criterion #2 « FOLLOW-UP
Contact & Phone # Contact & Phone # Contact & Phone # Contact & Phone #
K. A. Chacey, Div. Dir. J. T. Conway, QAPM T. W. Mclintosh O. Truskett
(903-7186)
Note: Note: Note: Note:
* C.R. McFarland « Pre Audit Conference QAPD Section 2 SPP 5.03 SPP 8.03
to Assist « Tour of Facilities (Optional)| SPP 3.01, 302, & 3.05 * | Also May Wantto Contact: | Also May Want to Contact:
Also May Want to Contact: |J. T. Conway T. W. McIntosh
T. W. Mcintosh O. Truskett T. S. Gutmann
T. 8. Gutmann J. E. Hennessey
J. E. Hennessey K. A. Chacey
Criterion #1
Contact & Phone # Contact & Phone # Contact & Phone # Contact & Phone #
K. A. Chacey, Div. Dir. T. W. Mcintosh O. Truskett O. Truskett
Note: Note: Note: Note:
** P, S. Stewart QAPD Section 1 SPP 4.01 ** SPP 8.02 SPP 10.03
to Assist May Also Want to Contact: | Also May Want to Contact: | Also May Want to Contact: | Also May Want to Contact:
J. T. Conway, QAPM T. W. Mclintosh K. A. Chacey T. W. Mclntosh
(903-7450) T. S. Gutmann Also Assist T. S. Gutmann
T. W. Mcintosh, WVDP/PM | J. E. Hennessey G. S. Braun with SPP 2.03 |J. E. Hennessey
(903-7189) O. Truskett Tech/PM K. A. Chacey
T. S. Gutmann, DWPF/PM | (903-7194)
(903-7187)
J. E. Hennessey, HWVP/PM
(903-7191)
+ SUMMARIZE RESULTS
+ POSTAUDIT
CONFERENCE

EM-343-Clndrs.Pres.-7/15/92
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EM-343 DAILY AUDIT TEAM AGENDA
AUDIT NO. 92EA-VP-AU-001

C

Rev. 1 Page 2 of 4
MONDAY TUESDAY WEDNESDAY THURSDAY FRIDAY
7/20/92 7121192 7122192 7123/92 7124192
AUDIT
SUB-TEAM B
G. S. Braun Commence Audit Criterion #6 Criterion #5 Criterion #3 « FOLLOW-UP
Contact & Phone # Contact & Phone # Contact & Phope # Contact & Phone #
K. A. Chacey, Div. Dir, J. E. Hennessey J. E. Hennessey O. Truskett
(903-7186)
Note: Note: Note: Note:
« Pre Audit Conferance QAPD Section 6 QAPD Section 5 SPP 4.14 **
« Tour of Facilities (Optional) SPP 2,01 ** Also May Want to Contact:

* . R. McFarland
to Assist

** W, E. Morrison
to Assist

Criterion #3

Contact & Phone #
O. Truskett, Tech/PM
(903-7194)
Note:

QAPD Section 3
SPP 4.08

Contact & Phone #
T. W. Mcintosh

Note:
SPP 6.05 *

T. W. Mclintosh

Contact & Phone #
T. W. Mcintosh

Note:
SPP 2,03 **

Also May Want to Contact:

Jetf Allison
(903-7193)

Contact & Phone #
O. Truskatt

Note:
SPP 4.15
T. W. Mcintosh, WVDP/PM
(903-7189)
T. S. Gutmann, DWPF/PM
(903-7187)
J. E. Hennessey, HWVP/PM
(903-7191)

EM-343-Cindrs.Pres.-7/15/92
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EM-343 DAILY AUDIT TEAM AGENDA
AUDIT NO. 92EA-VP-AU-001
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Rev. 1 Page 3 of 4
MONDAY TUESDAY WEDNESDAY THURSDAY FRIDAY
7/20/92 7/121/92 7/122/92 7/23/92 7/24/92
AUDIT
SUB-TEAM C
P. S. Stuart Commence Audit Criterion #7 Criterion #18 Criterion #18 « FOLLOW-UP
Contact & Phope # Contact & Phone # Contact & Phone # Contact & Phone #

K. A. Chacey, Div. Dir. T. W. Mcintosh T. S. Gutmann T. S. Gutmann
(903-7186)

Note: Note: Note: Note:
+ Pre Audit Conference QAPD Section 7 QAP-EM-1-2.1 SPP 4.02
» Tour of Facilties (Optional)

Criterion #4 Criterion #18
Contact & Phone # Contact & Phone # Contact & Phone # Contact & Phone #

J. E. Hennessey, HWVP/PM| J. E. Hennessey J. E. Hennessey T. S. Gutmann
(903-7191)

Note: Note: Note: Note:
QAPD Section 4 QAPD Section 18 SPP 3.03 & 3.04 SPP 4.04 & 4.13
SPP 4.12 Also Assist W. E. Morrison
Also May Want to Contact: | with SPP 4.01
T. W. Mcintosh, WVDP/PM
(903-7189)
T. S. Gutmann, DWPF/PM
(903-7187)
O. Truskett, Tach/PM
(903-7194)

+ SUMMARIZE RESULTS
« POST AUDIT.
CONEERENCE

EM-343-Clndrs.Pres.-7/15/92




C

EM-343 DAILY AUDIT TEAM AGENDA
AUDIT NO. 92EA-VP-AU-001

C

Rev. 1 Page 4 of 4
MONDAY TUESDAY WEDNESDAY THURSDAY FRIDAY
7/20/92 7/121/92 7122/92 7123192 7/24/92
AUDIT
SUB-TEAM D
C. R. McFarland Commence Audit Criterion #15 Criterion #16 Criterion #17 + FOLLOW-UP
Contact & Phope # Contact & Phone # Contact & Phone # Contact & Phone #
K. A. Chacey, Dw, Dir. J. E. Hennessey K. A. Chacey K. A. Chacey
(903-7186)
Note: Note: Note: Note:

» Pre Audit Conference SPP 5.01 SPP 5.07 SPP 7.01

« Tour of Facilities (Optional)| Also May Want to Contact: Also May Want to Contact:
J. T. Conway T. W. Mcintosh
T. S. Gutmann T. S. Gutmann
J. E. Hennessey O. Truskett
T. W. Mcintosh
Also Assist W, E. Morrison
with SPP 3.05

Criterion #15
Contact & Phone # Contact & Phone # Contact & Phone # Contact & Phone #
K. A. Chacey J. E. Hennessey J. E. Hennessey K. A. Chacey
Note: Note: Note: Note:

QAPD Section 15 QAPD Section 16 SPP 10,01 SPP 7.02
Also May Want to Contact: Also Assist G. S. Braun
K. A. Chacey with SPP 6.05
(903-7188)
T. W. Mcintosh, WVDP/PM
(903-7189)
T. S. Gutmann, DWPF/PM
(903-7187)

+ SUMMARIZE RESULTS
+ POST AUDIT.
CONFERENCE
+ DALY SUMMARY + DAILY SUMMARY, + DAILY SUMMARY + DAILY SUMMARY « DRAFT AUDIT REPORT

EM-343-Clndrs.Pres.-7/15/92




AUDIT PLANNING/PREPARATION GUIDLINES

Identify Audit Scope and Objectives:

sufficient thought should be given early in the audit planning process to
address the relevant technical objectives and schedule for the activities to
be audited. Further consideration must be given to complete quality
assurance programmatic coverage via the audit process, on an annual basis as
a minimum, and the planning process for each audit must include adequate
attention to previously identified problems and adverse trend results.

Select the Audit Team Members:
a. Observe independence requirements

b. Select members based upon specialized expertise as related to the type and
scope of the audit

c. Collect evidence of auditor(s) qualifications and lead auditor
certification (as appropriate) for the file

Establish and issue an audit plan that describes:

» Audit scope and objectives

« Who will be audited and by whom (organizational identities)

« Location of audit activities including schedule of daily activities and
affected organizations

+ Audit dates and times for pre-audit conference and post-audit conference

« Identify audit team leader and auditors, observers, and technical
specialists, as applicable

« Identify required reference documents and facilities needed in addition
to escort staff requirements (as appropriate)

Collect audit reference data for background to support development of the
audit checklist

Identify and make advance request to ensure auditee has necessary documents,
files, and reference materials on hand to support audit planning and conduct

Prepare audit team members and make assignments

Develop a schedule for audit planning to identify need dates for major steps
in the audit planning process to include but not limited to the above,
including:

« Identify audit scope and objectives

06/01/92 - REV. 2
Page 1 of 2



AUDIT PLANNING/PREPARATION GUIDELINES
(Continued)

Draft audit notification letter (attach Audit Plan and request facilities
and reference documents be made available for the audit term's use)

Draft audit plan .

Establish audit team (commensurate with audit scope and complexity)

Issue audit notice and plan

Draft audit plan

Collect/verify audit team member qualifications

Develop audit daily schedule identifying organizational contacts, phone
numbers and include special notes and technical areas, systems, documents,
equipment, etc., to be audited

Develop audit checklist

Approve audit checklist

Assemble audit notebooks

Conduct audit team briefing and document same

06/01/92 - REV. 2
Page 2 of 2



AUDIT TEAM BRIEFING GUIDELINES

-/ Prepare for Audit
1. Review audit scope, location, dates, and audit plan
2. Review and discuss type of audit; compliance/effectiveness/technical, etc.
3. Describe roles of:
e Audit Team Leader - Manages audit process
o Auditor - Investigates/records results
o Technical Specialist - Advises/audits/records results
o Observer - Does not ask audit questions of
organization being audited
4. Verify audit team member qualifications
5. Review audit team member assignments/sub-team arrangements
6. Review daily audit schedule and audit strategy
7. Review pre-audit and post-audit functions
8. Discuss previous audit findings and/or areas of specific concern for follow-up
h 9. Review auditor checklist areas of responsibility. Auditors are to:
\/
e Ask questions that cause auditee to describe how things are being done;
avoid yes/no questions
+ Record on checklist: a description of what was looked at (documents,
systems, equipment), record numbers where possible including results,
(whether positive or negative), and any DCAR nos. generated
s Record names of persons contacted and their organizational relationship
+ Get copies of problem documents for future reference
+ Follow-up previous audits, reviews, surveillances, results for evidence
of corrective action completion
e Use blank checklist forms to write in new questions as appropriate during
the audit
o Prepare daily audit summaries to support the audit team leader's daily
briefing to management of the audited organization
10. Identify that auditee will be requested to describe the present scope of work
- and percent completion or current status
o Identify audit logistics - access, escorts, transportation, admin support,
etc.
-
N4 06/01/92 - REV. 2

Page 1 of 2
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13.
14.
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AUDIT TEAM BRIEFING GUIDELINES
(Continued)

Discuss audit mechanics

e Audit Team caucus

o Audit Team consensus for development of daily audit summaries to be

presented to management of the organization being audited

Plans for audit summary preparations prior to post-audit conference
Development of the audit report (whom, how, when)

Discuss special concerns or questions from audit team personnel

All sign attendance sheet

Adjourn meeting

06/01/92 REV. 2
Page 2 of 2
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10.
11.
12.
13.
14.

PRE-AUDIT_CONFERENCE GUIDELINES

Introductory remarks by auditing and audited organization's management
Introductions - all members present (introduce audit team members)
Route Attendance Sheet

Distribute audit plan - discuss audit dates, times, post-audit conference,
audit scope and type

Have auditee brief audit team on present contract activities and general scope
and status of work relative to the audit

Request identification of organizations to be contacted during the audit in
accordance with the daily audit schedule and knowledgeable contacts for audit
team interface and escorts

Request appropriate number of copies of reference and quality assurance
documents be available in audit team caucus room

Inform auditee that audit team will be available on a daily basis to summarize
results of that days activities. Audit team will caucus each day prior to the
briefing

Request short familiarization tour of facilities prior to start of audit
activities

Open for questions and answers

Close Pre-audit Conference

Collect Attendance Sheet(s)

Caucus with audit team prior to start

Review audit team agenda with designated contacts ‘prior to start of audit to
confirm whom to interview and where they are located

06/01/92 REV. 2
Page 1 of 1
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10.
11.

12.
13.

POST-AUDIT CONFERENCE GUIDELINES

Route Attendance Sheet

Thank management for staff cooperation during the audit, if appropriate

Give a brief, overall summary - general observation of audit results
(positive and negative)

Describe how findings are categorized:

deviations, observations, and comments

Ask that auditee comments be held until after results are presented

Present positive points

Read findings of deviations, observations, and comments

Identify results of follow-up activities to previous audit(s), evaluations,
etc., if applicable

Open the meeting for brief comments and discussion regarding results

Indicate when the audit report will be issued

Indicate when the audit report response is due and to whom and where the

response is to be addressed.

Root cause of identified deficiencies

Indicate that the response is to identify:

Corrective action(s) proposed to correct the identified deficiencies and any

similar conditions

Corrective action(s) proposed or taken to prevent recurrence

Date(s) when the proposed action(s) were completed or a schedule for

completion of all proposed corrective actions

If no questions - collect Attendance Sheet(s)

Thank participants - close meeting

Page 1 of 1

06/01/92 REV. 2



onited States Government Department of Energ

memorandum

oare OCT 25 1991

\_/ aerLy
A

—/

TTN OF

SUBJECT

TO

TO RW-3

Report of the Office of Civilian Radiocactive Waste Management
(OCRWM) Quality Assurance (QA) Audit HQ-9+003 on the
Vitrification Projects Branch (EM-343)

Chief, Vitrification Projects Branch

Office of Waste Operations, EM=343

Reference: Memorandum from EM=-30 to Donald G. HofE;n dated
October 4, 1991, "Stop Work on the Vitrification Projects
Technical Review Groups"

Attached is the report for QA Audit HQ-91-003. The audit was
conducted by the OCRWM Headquarters QA Division at EM-343
facilities in Germantown, MD on August 26-30, 1991.

During the course of this audit, the audit team generated nine
Corrective Action Requests (CARs) documenting deficient
conditions and eight observations of areas where EM-343 might
improve their QA program.

Because of the collective severity of the deficiencies found
during the audit, EM-30 took the initiative to stop work by the
Vitrification Projects Technical Review Groups on October 4,
1991, (see referenced memorandum). RW=-3 believes that the
actions to be completed prior to lifting the stop work, as given
in the referenced memorandum, need to be supplemented to support
OCRWM needs. It is requested that EM=-343 provide a more
detailed list of prerequisite actions necessary to resume work.
This list should take into consideration approved responses to
open OCRWM CARs, as appropriate, previously issued to EM-343.

It is also requested that EM=-343 transmit to this office, for
the record, documented evidence that this "stop work" is being
controlled under the EM QA program (DCAR, etc.). Also, during
the period of the stop work, OCRWM OQA representatives shall:

© participate in all verification activities (e.g., audits,
surveillances and assessments) performed by EM=-343, and

© prior to lifting the stop work, verify completion of all
agreed to prerequisite actions.



Responses to the CARs (which were transmitted via separate
letter) are due by the date indicated in block ten of the CARs.
A response to this audit report is not necessary. The subject
audit is considered completed as of the date of this letter;
however, any open CARs will continue to be tracked until they
have been closed to the satisfaction of the audit team leader
and the Director, OQA.

If you have any questions, please contact Bob Clark or myself at
(202) 586-8858.

Donald G. Horton, Director

Office of Quality Assurance

Office of Civilian Radioactive
Waste Management

Attachments

S. Cowan, EM=-30
M. Frei, EM-34

J. Hennessey, EM=343

K. Chacey, EM-343

F.  Peters, RW=-2

C. Gertz, RW=-20

J. Roberts, RW-=30

R. Milner, RW=40

D. Spence, YMSCPO

S. W. Zimmerman, NWPO, Carson City, NV
K. Whipple, Lincoln County, NV

M. Baughman, Lincoln County, NV

J. Bingham, Clark County, NV

D. Bechtel, Clark County, NV
Englebrecht von Tiesenhasuen, Clark County, lLas-Vegas, NV
P. Seidler, SAIC

R. Campbell, Inyo County, CA

R. Michener, Inyo County, CA

G. Derby, Lander County, NV

C. Schank, Churchill County, NV

C. Jackson, Mineral County, NV

F. Sperry, White Pine County, NV

L. Vaughan, Esmeralda County, NV

K. Hooks, NRC, Washington, D.C.

J. Conway, NRC, Washington, D.C.

J. Buckley, NRC, Washington, D.C.

R. J. Brackett, TESS, HQ (RW-3) FORS

a
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U.S. DEPARTMENT OF ENERGY
OFFICE OF CIVILIAN RADIOACTIVE WASTE MANAGEMENT
OFFICE OF QUALITY ASSURANCE
AUDIT REPORT
OF
EM-343, VITRIFICATION PROJECTS BRANCH
AUDIT NO. HQ-91-003

AUGUST 26 THROUGH AUGUST 30, 1991
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EXECUTIVE SUMMARY

The audit tcam concluded that, in general, the quality assurance program for the Vitrification Projects
Branch, EM-343, was not being fully implemented and for this reason was determined to be "not
effective.” Two of the 11 criteria audited were found to be effective. Two criteria were found 10 be
indeterminate because insufficient work had been done to aliow an evaluation. Seven criteria were
found to be "pot effective” for the work done. Nine. Cormrective Action Requests resulted from this
audit. In addition, eight observations are presented to the auditee for consideration.

As a result of discussions among RW-3, EM-30 and EM-343 management, EM-30 has taken limited
stop work action. Because of the general lack of compliance with the quality assurance program. the
infrastructure needed to support the technical review activities is not adequate. Work on the technical

review actvities has been stopped until specified actions to ensure compliance with the quality
assurance program and establish the infrastructure needed to support the technical activities have been
taken. EMMShnagwdwkxpomWMappnwdofmcmmsofwmpleuonofpmeqmmm
actions to resume work in this area.
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Introduction

The Office of Civilian Radioactive Waste Management (OCRWM) performed a quality
assurance audit (number HQ-91-003) of the Vitrification Projects Branch (EM-343) of the
Waste Operations Division of the Office of Environmental Restoration and Waste
Management. The audit was conducted by an audit t=am from the Headquarters Quality
Assurance Division (HQAD) of the Office of Quality Assurance (OQA). The audit was
performed in accordance with Quality Assurance Administrative Procedure (QAAP) 18.2,
"Audit Program,” and the associated audit plan {reference letter from RW-3 to Associate
Director, EM-30, dated July 29, 1991, "Office of Givilian Radioactive Waste Management
(OCRWM) Quality Assurance (QA) Audit HQ-91-003 of the Vitification Projects Branch
(EM-343)").

Audit Scope

The audit evaluated compliance to and the effectiveness of the EM-343 QA program as
described in the Environmental Restoration and Waste Management (EM) Quality Assurance
Program Description (QAPD), DOE/EM/WO/01 and DOE/EM/WO/02 and their associated
Standard Practice Procedures (SPPs).

The adequacy of the QAFD was evaluated separately and was not included as a component
of this audit (Reference DOE letter from RW-3 to Chief, Vitrification Projects Branch, EM-
343, dared April 8, 1991, "Review of EM QAPD, Revision 0"). The adequacy of the SPPs
(n:visionO)wasnotmviewedindctailbccauscof!hcalmdyidcnﬁﬁedwcahlcssesintm:
EM QAPFD.

No previous audits of EM-343 had been performed by OCRWM. Although three
surveillances had been performed by OCRWM within the past two months, only one
suwemmmponhadbeenisuedandEM-NShzdnothadﬁmemmpondmthcn:pon.
The results of these surveillances (HQ-SR-91-011, HQ-SR-91-016, and HQ-SR-91-014) were
taken into account when auditing the following SPPs:

SPP 3.04, "Documentation of Surveillance and Review Personnel Qualifications” -
qualifications of review personnel only

SPP 4.05, "Administration of Technical Reviews"

SPP 4.06, "Conduct of Technical Reviews™

SFP 4.11, "Review of Waste Acceptance Process Technical Documents”

SFP 4.12, "Review of Program Execution Guidance Documents”

SPP 7.01, "Preparation, Transfer, and Receipt of Quality Records”

SPP 7.02, "Quality Records Management”

The following procedure was not included in the audit because it was determined that it had
been adequately covered during surveillance HQ-SR-91-014:

SPP 3.03, "Cenification of Quality Assurance Audit Personnel”
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The programmatic elements audited are identified below:

QA PROGRAM ELEMENTS

- Organization

- Quality Assurance Program

- Design Control (including software and scientific investigation)
- Procurement Document Control

- Instructions, Procedures, and Drawings
- Document Control

- Control of Purchased Items and Services
15 - Control of Nonconforming Items

16 - Corrective Action

17 - Quality Assurance Reports

18 - Audits

SO AW N e

The following programmatic elements were not reviewed during the audit because they are
not included within the scope of the EM quality assurance program and no work had been
done in these areas:

8 - Identification and Contol of Items

9 - Control of Processes

10 - Inspection

11 - Test Control

12 - Control of Measuring and Test Equipment
13 - Handling, Storage, and Shipping

14 - Inspection, Test, and Operating Status

The audit of implementation and statements of effectiveness were based on the issued
revisions of the QAPD and SPPs at the time of the audit.

The audit of technical areas was limited to a review of:
1. Qualifications of technical personnel

2. Understanding of procedural requirements as they pertain to the development and
qualification of waste forms.

Audit Team and Observers
The following is a list of audit team members and observers.

Audit Manager Robent W. Clark DOE, Washingion, D.C.
Audit Team Leader Norman C. Frank CER Corp., Arlington, VA
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Auditors R. Dennis Brown CER Corp., Atdington, VA
Robert G. Thomas CER Corp., Adingion, VA
Craig G. Walenga CER Corp., Adington, VA
Clyde D. Morell CER Corp., Ardington, VA
Thomas E. Rodgers CER Corp., Atdington, VA
Louis Wade WESTON, Washingion, DC
Observers John T. Buckley USNRC
James T. Conway USNRC
Frank E. Nash Duke Eng/TESS
Summary of Audit Results
4.1 Program Effectivencss

42

43

The audit t=am concluded that, in general the quality assurance program for EM-343
was not being fully implemented and for this reason was determined to be “not
effecive.” Two of the 11 criteria audited were found to be effective. Two criteria were
found to be indeterminate because insufficient work had been done to allow an
evaluation. Seven criteria were found to be "not effective” for the work done. Nine
Corrective Action Requests resulted from this audit. In addition, eight observations are
presented 1o the auditee for consideration.

Stop Work Action

As a result of discussions among RW-3, EM-30 and EM-343 management, EM-30 has
taken limited stop work action. Because of the general lack of compliance with the
quality assurance program, the infrastructure needed to support the technical review
activities is not adequate. Work on the technical review activities has been stopped
until specified actions to ensure compliance with the quality assurance program and
establish the infrastructure needed to support the technical review activities have been
taken. EM-343 has agreed to keep OCRWM apprised of the status of completion of
prerequisite actions to resume work in this area,

Programmatic Audit Activities

Details of programmatic audit activities are provided in Attachment 1. A list of
objective evidence reviewed during the audit is provided in Artachment 2.



5.0

6.0

Audit Repont
HQ-91-003
Page 6 of 47

4.4 Technical Actvities

The qualifications of review personnel were evaluated during the audit EM personnel’s
understanding of procedural requirements as they pertain to the development and
qualification of waste forms was also evaluated during the audit. The results are
included in this report.

4.5 Summary of Deficiencies

The audit team identified numerous deficiencies during the audit. These were
consolidated into nine CARs. A synopsis of the CARs and observations is presented in
Section 6.0. Information copies of the draft CARs are included in Attachment 3.

Of the nine CARSs written, three represented significant failures of the EM personnel 10
understand and implement the quality assurance program, one represented insufficient
definition of the quality assurance program, and five represented deficiencies in the
implemented portion of the quality assurance program.

Audit Meetings and Personnel Contacted

The preaudit conference was held at EM-343 offices in the Trevion I building in
Gemantown, MD on August 26, 1991. A daily debriefing and coordination meeting was
held with EM-343 management and staff. The postaudit conference was held in the Trevion
I building in Germantown, MD on August 30, 1991. A list of personnel involved in the
audit is included in Antachment 4.

Synopsis of Corrective Action Requests Issued and Observations Noted
6.1 Corrective Action Requests (CARs)

HQ-91-03 '/ Personnel demonstrated a general lack of compliance with the issued
Standard Practice Procedures.

HQ-91-036” The training program was inadequate and ineffective.

HQ-91-037 -~ No management assessments or internal QA program audits of EM-343
had been completed.

HQ-91-038 ~“The QARG-1 (SPP) did not: a) comply with the applicable SPPs or its
own charter, nor b) adequately review the draft revision 1 or draft
revision 0 SPPs.
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HQ-91-039 , EM-343 has not established and implemented a systematic method for
defining the work that is subject 10 the EM-343 QA program
requirements. SPP 2.05, "Selective Application of Quality Assurance
Activites,” was not issued at the time of the audit. No method existed
for the selective applicarion of QA actvities to EM-343 work.

HQ-91-040 -/'I'hc EM-343 Branch Chief had not designated a person to fill the HLW
Quality Assurance Program Manager position.

HQ-91-041 Deficiencies identified in Surveillance Report 91EA-VP-S-003, dated
6/14/91, were not documented on deviation reports. In addition, no
action had been taken to correct the identified deficiencies. The
deficiencies had been included in the Quality Improvement Log rather
than being documented on deviation repons. The surveillance report had
not been “accepted” by EM-343,

HQ-91-042 V‘uﬁ administrative suppornt contract for BDM does not require BDM to
perform work in accordance with the SPPs or the EM-343 QAPD.

HQ-91-043 EM-343 has not reviewed and accepted the West Valley or Richland
Office implementing procedures.

6.2 Observarions/Recommendations

-,

1. Sm‘alofthcensnngSPPs amoonccmdmthmpncsofan
administrative/program management nature that, although needed, do not have to
be included within the scope of the quality assurance program, yet are shown in
the EM QAPD requirements matrix as being necessary to satisfy DOE/RW-0214
(QARD). These procedures are fairly prescriptive, and any flexibility in their
implementation is forfeited by maintaining them as procedures that affect quality.
Because they are auditable, implementation and compliance problems are
inevitable. EM-343 should consider removing the following procedures from the
EM QAPD requirements matrix:

"SPP 601 "Official HLW Office Files" -
v/ SPP 6.02 "Preparation of Correspondence”
“'SPP 6.03 "Incoming Mail”
SPP 604 "Commitment Control"
/spp 9.Q! "Preparation and Maintenance of the Program Schedules”
~/SPP 9.02 "HLW Monthly Progress Reporing”
/SPP 9.03 "Preparation and Maintenance of the Work Breakdown Structures
(WBS)~



Audit Repont
HQ-91-003
Page 8 of 47

The procedures for corrective action, including the Deviation and Corrective
Action Repont (DCAR), quality improvements, and trending systems should be
evaluated for unnecessary overlap of system function and definition of
applicability. Consolidation of procedures with significant overiap is
recommended.

Deficiencies identified during audits of the Savannah River Operations Office are
not being promptly corrected. The response to DCARs issued as a result of a
February 1991 audit was only recently received. Several DCARs from the June
1990 audit remain open. 'Iheauditteunrecognimnmconsidcrzblceﬁonby
EM has been made to obtain responses from Savannah River, but the audit team
also recognizes that the responsibility rests with EM-343 for timeliness and for
adequacy of responses.

The audit team was informed that the EM-343 working files are to contain a
complete set of the working documents. However, the audit team identified
numerous instances where complete working files were not present. Examples
are:

* persomnel qualification and centification records for the WVDP technical
review groups

* complete working files for such areas as complete DCARs and completed
audit checklists

* training and qualification records for some audit team members.

The audit team recognizes that EM is now in the process of completing the
working files.

The qualifications of two technical specialists used on audit 91EA-WV-AU-001
were reviewed. While their overall qualifications were excellent, a concem exists
that the two technical specialists were not qualified for the areas of review that
they were assigned. One technical specialist was assigned to sections 1, 2, 16,
andlSofmeWstVallcyQAPthilethcottwrwctnﬁnlspecialistwas
assigned to sections 3, S, 6, 10, 17, and 19. Since the audit repornt was deficient
in addressing exactly what was audited, and the completed checklists of these two
technical specialists were not available to the audit team, this concern could not
be resolved. EM-343 should ensure that the qualifications of future technical
specialists match the expertise needed to review areas assigned. It is further
recommended that technical specialists be used to review the adequacy of work
products and work performed.

The PEGD provides requirements to be met by the Operations Offices’ QAPDs.
The guide sheets (review plans) for the EM-343 reviews of Operations Office
QAPDs do not list the PEGD as one of the base documents to be used during the
review.
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7. A trend analysis of DCARs has not been performed. There are approximately 40
DCARs that could be analyzed for rends. The audit team recognizes that a new
system to track and analyze DCARs is now being developed.

8.  There is no objective evidence that the Richland Operations Office has been
sending quarterly "QA and Safety Status Reports” to EM-30 as required by the
PEGD.

Regquired Actions

Responses to the CARs were requested in 2 separate memorandum that formally transmited
the CARs to EM-30. Responses will be evaluated and followup action will be performed in
accordance with QAAP 16.1, "Corrective Action.”

Responses to the recommendations are not required, but appropriate management antention
and action should be taken.

List of Anachments

Attachment 1: Audit Details

Auachment 2: List of Objective Evidence Reviewed During the Audit
Anmachment 3: Information Copy of Draft CARs

Amachment 4: Personnel Involved in the Audit



Audit Repon

HQ-91-003

Page 10 of 47
ATTACHMENT 1

Audit ﬁaﬁls

The following is a summary of programmatic activity covered during the audit. A list of objectve
evidence reviewed during this audit and the full document idemtification number, revision staws, and
title for Standard Practice Procedures (SPPs) referenced below are given in Arachmen: 2.

1.0

Organization

The evaluation of Criterion 1 was based on personnel intsrviews and a review of the current
organizational structure. The areas evaluated included:

. Organizational Responsibilities and Authority

. External and Intemnal Interfaces

d Differing Staff Opinions and Allegations (SPP 10.03)

. Control of Unsatisfactory Conditions (Stop Work Orders) (SPP 5.03)

The organization as depicted in the QAPD does not accurately describe lines of
responsibilities and authority for the implementation of Standard Practice Procedures nor does
it accurately describe the interfaces with other organizations, for example, EM-1, EM-20,
EM-30, RW, WAC, MSC. This concem had been previously addressed in the formal
comment review of the DOE/EM/WO/02 (QAPD) Rev.0.

The SPPs use titles for the "performer” that have not been defined within the EM-343
organization. Examples include: SPP Coordinator, Manager (Project or EM-3437) Approver,
and Organizational Director (there is no "Director” in EM-343). As a consequence, personnel
interviewed were unsure who was to perform the specified actions.

Deficiencies identified were included in Corrective Action Request HQ-91-035 and HQ-91-
040. )

An evaluation of SPP 10.03, "Differing Staff Opinions and Allegations,” concluded that

personnel are aware of the procedure and have been indoctrinated, however, to date no
differing opinions or allegations have been identified.

An evaluation of SPP 5.03, "Control of Unsatisfactory Conditions (Stop Work Order),”
concluded that to date, stop work authority had not been exercised. In addition, the
evaluation revealed that no indoctrination or training had been presented 1o EM-343

personnel on SPP 5.03.
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Based on the facts that organizational interfaces are not clearly defined and performers
identified in SPPs have not been defined, Criterion 1 is found to be not effective in its

implementation.
Quality Assurance Program

The evaluarion of Criterion 2 was based on personnel interviews and review of objective
evidence. The evaluation included:

o QA Program Documentation.

o Indoctrination and Training of Personnel

o Qualification and Certification of Personnel

o Surveillance and Assessments

o Review and Reporting of QA Program Stats

The evaluation identified the following deficiencies that were included in Corrective Action
Requests resuiting from the audit.

1.

Indoctrination and training ( CAR HQ-91-036)

i There were provisions for ensuring that people performing quality-affecting
activities are indoctrinated/trained prior to performing the activity.

. Of the 43 SPPs issued to implement the QA Program, only 16 have been
identified as requiring indoctrination/training.

. Lesson plans were not approved by the QA Specialist or the manager (Branch
Chief) as required by procedure.

. Personnel were not indoctrinatedfirained on procedures for which they have
responsibility to implement.

No annual assessments have been performed to date (CAR HQ-91-037). o~

2w
Deviations identified in EM-343 Surveillance Report 91EA-VP-S-003 were not *¥ o
documented on deviation reponts (CAR HQ-91-041).

The audit team evaluated the qualifications of the reviewers. Deficiencies were
identified and included in CAR HQ-91-036. The evaluation of audit and surveillance
personnel qualificarions had been previously addressed in Surveillance Report HQ-SR-
91-014 and resulted in the issuance of CAR HQ-91-034. However, the reviewers
qualifications were not evaluated during the surveillance.
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The following SPPs could not be audited due to insufficient activities occurring to
demonstrate implementation:

SFP 8.01, "Coordination of Reviews and Evaluation by Outside Organizations"
SPP 9.01, "Preparation and Maintenance of the Program Schedules”

SPP 9.02, "HLW Monthly Progress Reporting"

SPP 9.03, "Preparation and Maintenance of the Work Breakdown Structure”
SPP 10.01, "Identification and Analysis - Trends”

Bwedmmenmcmusinstmofptmdmalnoncomplimidcmiﬁed during the audit,
Criterion 2 has been found to be not effective in its implementation.

Design Control
The impiementation of SPPs related w0 design control were reviewed as follows:

SPP 4.05, "Administration of Technical Reviews"”, Rev. 0; and
SPP 4.06, "Conduct of Technical Reviews”, Rev. 0

The audit team conducted interviews with the WVDP Program Manager and the Tech. Rev.
Manager regarding the implementation of the SPPs.

The audit team reviewed the statement of work for both the WVDP Waste Form Compliance
Plan (WCP) #1 and the WVDP Waste Form Qualification Report (WQR) #3. In addition, the
Technical Review Group charter was reviewed for the WVDP WCP#1. The Review Log for
the TRG Waste Acceptance Activities and the WVDP WQR TRG Log Sheet were also
reviewed. The TRG Review and Comment Records were reviewed. In all cases, it appeared
that the implementation of the two TRGs had been conducted in accordance with the
conmrolling SPPs. The audit team considered that adequate review criteria existed between
the statement of work and the TRG charnter to support 2 meaningful review.,

It was not possible to verify the qualifications and experience of the TRG review team due to
mmmmoummMMymﬁnedbychRGExmﬁchmmyn
Argonne National Laboratory. EM-343 personnel could not locate duplicate copies of these
records in the working files for the subject TRGs.

Based on discussions held with the Assistant Program Manager for WVDP, it was determined
that the EM-343 level of activity regarding facilities, software, and scientific investigation
was in its beginning stages and did not yet warrant review. Consequently, the effectiveness
of the implementation of Criterion 3 is not determinate.

Procurement Document Control
EM-343 has two types of procurement documents. The Program Execution Guidance

Document (PEGD) is used to transmit EM-343 technical and QA requirements to West
Valley, Hanford, and Savannah River Operations Offices. It was already identified in an
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earljer surveillance that EM-343 was not reviewing the PEGD in accordance with Standard
Practice Procedure (SPP) 4.12. The PEGD (FY1991) was found o be inadequate because the
requirements of DOE/RW-0214 were not included in the PEGD.

The other procurement vehicle is a contract. EM-343 has a direct SUpporn services contract
with BDM Corporation. The BDM/SAIC support team was under the direct supervision of
EM-343 personnel. The audit team could not verify that support team personnel were
contractually required to work to the QAPD or the SPPs. CAR HQ-91-042 was wrinen for
this deficiency.

Thconlymh:racﬁvitywvicwedundcrmisuﬁcﬁonwasthcworkperfomcdbymc
persomnel. It was determined that PDC personnel are receiving contractual direction from the
Richland Operations Office and technical direction from EM-343,

Based on the above, procurement document control was found o be not effective in its
implementation.

Instructions, Procedures, and Drawings

The audit team reviewed the working files of seven revision 0 SPPs. The files were available
at the PDC-Germantown offices. Each working file was neatly maintained and contained a
copy of the original DWTM-HLW version of the respective SPP, an instruction file index for
the working file, an approved-original section, an instruction coordination log section, a
memo to file, a reviewer comment and disposition section, and a reference material section.
For cach of the seven working files, the instruction file index sheet was not completed, there
was no approved original SPP in the working file, the coordinarion log had not been
completed, and the reviewer comment and disposition forms were in various stages of
completeness with no one form fully completed. These working files are to be maintained by
the SPP Coordinator, who was identified as PDC. Numerous violations of SPP 2.01
requirements were noted in reviewing the incomplets working files. These procedural
noncompliance problems have been addressed in CAR HQ-91-03S.

The audit team was informed that though the SPPs were issued in February 1990 the entire
process of procedural development and review was done prior to the approval of SPP 2.01,
which accounts for the incompleteness of the working files. It appeared to the audit team
that the completeness of the revision 0 SPP working files was a low priority to the SPP
Coordinator as draft revision 1 SPPs have already been written and reviewed.

Criteria for the review of the SPPs were not found though an after-the-fact informal review
of the SPPs against the DOE/RW-0214, QARD, Rev. 2, Requirements Marrix was performed.

The audit team did not find evidence in the working files that any EM-343 staff member was
involved in the formal review process for the revision 0 and draft revision 1 SPPs audited.
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A check for the establishment of any quality records packages showed that only the issued
SPPshavebemsctupasqualityrccordswhﬂeumrcmainingqualitymcordsrcquindbySPP
2.01 have not been created due to the incompleteness of the working files.

The audit team evaluated the preparation of the 47 draft SPPs of which most were
modifications to the revision 0 SPPs. SPP 2.01 revision 0 was used to determine compliance.
The same SPPs selected for the revision 0 review were selected for the revision 1 review
along with SPP 2.05. The working files of these SPPs were presented to the audit team. The
working files were similar in nature in that they contained something called a "document
traveller” which replaced the SPP coordination log that had been used previously for revision
0 SPP working files. In general, the document traveller contained or could contain the
information required by SPP 2.01 for each SPP. The document traveller identified the author
of the SPP or SPP revision and had the signamres or initials of the reviewers. It was noted
that for four SPPs of the eight evaluated, the author of the SPP was also listed as a reviewer.

The audit team did not find evidence that any EM-343 staff member was involved in the
formal review process of the draft SPPs reviewed.

No reviewer comments or resolutions of the comments were present in the working files.
Though SPP 2.01 revision O requires the maintenance of reviewer comments and comment
resolutions, the SPP Coordinator stated that reviewer comments were no longer being kept
although some {an unknown quantity] completed forms may still be available in Oak Ridge.
After a review of the draft SPP 2.01 revision 1, the auditors noted that the SPP Coordinator
was not complying with the existing SPP 2.01 revision 0 but was basically implemenring the
unapproved process described in draft SPP 2.01 revision 1.

While discussing the adequacy of these reviews, the PDC SPP Coordinator and suppon
personnel informed the audit team that SPPs were also reviewed by 2 QARG and the
documentation of their review comments and comment resolutions would show a thorough
review. The audit team anempted to establish if the QARG review represented a quality
assurance program review or was actually a management function that was performed outside
of the quality assurance program because the EM-343 QAPD and the SPPs did not address
this review group. The EM-343 Branch Chief informed the audit team that the QARG
review of the SPP was done to meet the review. requirements of the SPPs. The audit team
was first told that the QARG review was not performed to comply with any SPP but was
done in accordance with a charter. Later, SPPs 4.05 and 4.06 were identified as the
applicable SPPs for the QARG. The charter and review documentation were provided to the
audit team. It was noted that two members of the QARG-1 (SPP) were not members of the
core group listed in the chaner.

The adequacy of the QARG-1 (SPP) review was assessed based on the documentation
provided in a March 5, 1991 letter from M.H. Campbell to W.J. Kehew that contained the
agenda for the QARG-1 (SPP) meeting, review criteria, and the SPP review assignments.
The results are included in CAR HQ-91-038.
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To evaluate the adequacy of the QARG-1 (SPP) review, the audit team reviewed the draft
SPP 2.01 revision 1 and draft SPP 2.05, revision O that had been reviewed by the QARG-1
(SPP) for compliance with DOE/RW-0214, QARD. The results are included in CAR HQ-91-
038.

Based on the numerous instances of procedural noncompliance and inadequate reviews
identified during the audit, Criterion 5 has been found to be not effective in its
implemenation.

Document Control

The audit team antempted to verify that the requirements contained within the EM QAPD for
Document Contro! were adequately reflected within the SPPs to ensure adequate
implementation. Several instances were identified in which QAPD requirements were not
contained within the SPPs, thus jeopardizing their implementation. No objective evidence
could be found that the following QAPD requirements had been satisfied:

The QA Program Manager and the QA Specialists have reviewed the document control
system and have confirmed its readiness to function prior to implementation (Para.
6.1.1).

Controlled documents have been reviewed for adequacy by the QA Program Manager
(Para. 6.1.3).

The Branch Chief has established an appropriate review schedule for the accepted
controlled document (Para. 6.1.3).

The QA Program Manager participates in and monitors the execution of the document
control system (Para. 6.1.5).

These results are not included in a CAR but are expected to be addressed in the next revision
o the SPPs. The SPPs will be revised 1o also address changes to the QAPD necessitated by
upgrading to meet Revision 4 of the QARD and to address deficiencies identified in the HQ
review of the EM QAPD.

SFP 2.03, "Quality Assurance Program Description Preparation, Maintenance, and Control"”,
Rev. 0

The audit team interviewed the PDC Program Manager and a BDM QA Suppon person
regarding the implementation of SPP 2.03.

The audit team reviewed the working file for the preparation of the EM QAPD
DOE/EM/WO/02, Rev. 0 which is currently in effect. The development of the QAPD
appeared to comply with the requirements contained within the SPP. The establishment of
formal review and acceptance criteria was not as formalized as it could have been. The
Quality Assurance Review Group (QARG) used the review matrix for the NRC Standard
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Review Plan and the 0214 Document for their review criteria. The EM-343 intemal
reviewers used an internal letter from the Branch Chief which basically stated to review the
document relative to their areas of responsibility. Although the criteria provided could have
been more specific, they are considered to have met the intent of the SPP. An opporumity
exists for management to establish more definitive review and acceptance requirements for
the upcoming Rev. 1 to the EM QAPD.

The audit team reviewed the Review and Comment Records as well as the annotated drafts.
In all cases, comments appeared to have been adequately resolved. Mandatory comments
were initialed by each reviewer indicating acceptance of the resolution.

The audit team reviewed the control and distribution of the EM QAPD. A distribution list,
approved by the PDC Program Manager, was in effect. The list had been most recently
revised on  8/26/91 to reflect two recent additions. The Document Transmittal/Receipt forms
were randomly compared against the Distribution List to verify accuracy. No problems were
noted. Two sets of EM-343 QAPDs were randomly pulled and verified to be accurately
refiected on the Distribution List and the Transmittal/Receipt Forms.

SPP 2.04, "Control of the Standard Practice Procedures Manual”™, Rev. 0

The audit team interviewed the PDC Program Manager and a BDM QA Support person
regarding the implementation and requirements of SPP 2.04.

PDC is responsible to EM-343 to perform document control responsibilities on their behalf.
A PDC Oak Ridge person has been designated as the SPP Coordinator. She maintains the
SPP Distribution List, which is approved by the PDC Program Manager. The latest
Distribution List was issued 8/26/91 to reflect several current additions. The list appeared o
be accurate and was in compliance with the requirements of the SPP. The audit team
randomly sampled several individuals to verify distribution was as stated. No revisions have
been made to any of the SPPs to date.

The Transminal/Receipt Memorandums were reviewed to verify acknowledgement. In all but
one case, which was still within the allowable 10 day time frame, the forms had been
retumed and were available for review.

The audit team verified that PDC Oak Ridge SPP Coordinator had received training on SPP
2.04,

SPP 2.05, "Selective Application of QA Activities”, Rev. 0
This SPP existed in a draft form but had not yet been issued. As a result, no mechanism was

in existence to support the implementation of the QAPD requirement [Paragraph 2.7.1.(1)] for
the selective application of QA controls. This is included in CAR HQ-91-039.
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SFP 6.01, "Official HLW Office Files", Rev. 0

The audit team interviewed the EM-343 Branch Chief Secretary and a BDM QA Suppon
person relative 1o the implementation and requirements of SPP 2.01. Both individuals
demonstrated adequate knowledge of the procedure.

EM-343 Branch Chief has designated in writing his secretary as File Administrator. File
numbers have been assigned to the HLW Office Files in accordance with DOE Order 1324.3
and Anachment A of the SPP. Alierations, additions, and deletions are tracked and reflected
in periodic revisions to the file index. It was verified that the File Administrator had
received training on SPP 6.01.

SPP 6.02, "Preparation of Cormrespondence”, Rev. 0

The audit team interviewed the EM-343 Branch Chief Secretary regarding the implementation
and associated requirements of SPP 6.02. The Secretary was adequately familiar with the
SPP requirements.

EM-343 outgoing correspondence is prepared within the guidelines of DOE Order 1325.1A
and SPP 6.02, Anachment A. The following three letters were reviewed for compliance to
the guidelines:

EM-343 to0 the Secretary dated 8/16/91

EM-343 to Murial Scarborough, PR-23, dated 8/16/91

EM-343 10 Corinne Macaluso, RW-331, dated 7/3091
The above comespondence was found to comply with procedural requirements.
SPP 6.03, “Incoming Mail", Rev. 0
The implementation of SPP 6.03 was not verified because: 1) this SPP is scheduled for
cancellation in the next revision, and 2) the process described is not necessary to be
contained within the scope of the QA Program.
SPP 6.04, "Commitment Control®, Rev. 0

The audit team interviewed the EM-343 Branch Chief Secretary relative to the
implementation of SPP 6.04. She was adequately familiar with the requirements of the SPP.

Several instances of procedural noncompliance were identified. These deficiencies are
supporting elements for CAR HQ-91-035, which addresses the issue of procedural
noncompliance.

The audit team verified that the Secretary had received training on SPP 6.04.
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The audit team noted that SPP 6.01, SPP 6.02, SPP 6.03, and SPP 6.04, although necessary
from an administrative standpoint, are not required to be included within the scope of the QA
program.

SPP 6.05, "Controlled Documents”, Rev. 0

The audit team interviewed PDC Program Manager and a BDM QA Suppon person
regarding the implementation of SPP 6.05.

PDC, in the role of a direct support contractor to EM-343, performs the document control
functions.

Controlled Document Master Lists have been developed and are maintained by PDC for each
individual assignee. A sample of these lists was selected for the three EM-343 Program
Mmgasandvaiﬁedmbeacanmmgaﬂingﬂwwmﬂeddoammmcymnuybadin
their possession.

The audit team verified that the BDM SPP Coordinator and a BDM QA Support person had
received training on SPP 6.05.

Although minor instances of noncompliance were noted with several administrative SPPs,
controlled documents were found to be current and no obsolete/superseded procedures were
found. Criterion 6 is considered to be effectively implemented.

Control of Purchased Items and Services

EM-343 oversees the quality affecting activities at the Operations Offices by reviewing their
QAPDs and implementing procedures and by conducting QA audits and surveillance. The
audit team evaluated activities in the QAPD and relevant implementing procedures. The log
of review activities was current but did indicate several unreviewed documents. The auditors
observed that EM-343 was using the QARG to perform the QAPD review required by SPP
4.10. However, these reviews were not performed in accordance with SPP 4.10. The
Operations Office QAPDs did not include the requirements of the EM-343 QARD. The
review plans did adequately address DOE Order 5700.6B, ASME NQA-1, and DOE/RW-
0214. In addition, there was no evidence of DOE Project Managers approving review plans
and review team compositions for Hanford and West Valley.

The auditors also reviewed the EM-343 review of Savannah River's QA implementing
procedures. The review appears to have been adequate.

Based on the ineffective audit program (see Section 18.0) and the QAPD review
irregularities, it can be concluded that Criterion 7 was not effective in its implementation.
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Control of Nonconforming Items

EM-343 uses audits and surveillance 1o identify nonconforming items and conditions. They
use a Deviation and Corrective Action Report (DCAR) form to document these
nonconformances. PDC has recently developed a database for EM-343 to track the stams of
all DCARs and other nonconformances. The database is scheduled to be completed and
ready for formal use on September 15, 1991.

The audit team reviewed files for eleven DCARS issued in the last two years. Most of the
files were incomplete as the original records were being swred at PDC in Oak Ridge.
However, based on records available for review, enough evidence existed to conclude that
EM-343 was properly implementing the DCAR system. Criterion 15 is considered to be
effectively implemented.

Corrective Action

EM-343 uses the DCAR form to document the corrective action activities required for
nonconformances that are significantly adverse 1o quality. For the eleven DCARS reviewed
the audit, there was not sufficient records to adequately review and evaluate the criterion.
The lack of documentation in the working files made Criterion 16 not determinate.

Quality Assurance Records

Surveillance Report HQ-SR-91-016 covered the quality records system. Corrective Action
Request HQ-91-033 issued as a result of this surveillance stated, "A Vitrification Projects
Branch quality records system has not been established and implemented, and objective
evidence does not exist that an effective quality records system has been implemented for or
by any contractor that is required 10 comply with procedures SPP 7.01 and SPP 7.02."

Based on this surveillance, Criterion 17 was found to be not effective in its implementation.
Audits

SFP 4.02, "Administration of Quality Assurance Audits", Rev. 0, and SPP 4.03, "Conduct of
Quality Assurance Audits”, Rev. 0

The audit team assessed the implementation of SPPs 4.02 and 4.03. The third and fourth
quarter 1991 evaluation plans were reviewed to verify the scheduling of audits. Audits were
scheduled.

The audit team requested the working files for any conducted intemnal audits and was
informed that EM-343 has not performed any internal audits. A CAR HQ-91-037 was
written to address this condition.
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Only three intemal audits have been completed: two audits of Savannah River (SR) and one
audit of West Valley (WV). The audit team chose to review the latest SR audit working file
and the only West Valley audit working file. The certifications and qualifications of the lead
auditors and auditors were not addressed as this area had been reviewed in surveillance HQ-
SR-91-003.

Both audit working files contained an audit notification letter, audit plans, copies of the
checklists that were to be used, and the audit report. The SPPs do not require the keeping of
completed checklists as quality records.

Without the completed checklists as pant of a quality records package, both audit reports were
reviewed to assess the quality of the audit by evaluating the way the audit was conducted, the
evidence reviewed, the assigned reviewers, and the overall conclusions made by the team.
Both audit reports lack details as 10 what was reviewed, the depth and details of the areas
reviewed, identification of the auditors to the areas reviewed, and the results of each of the
arcas audited. What was present was a description of only the negative findings and negative
observations and effectiveness statemens along with the usual informarion about the scope,
anendees, and preaudit and postaudit conferences. This is contrary to SPP 4.03 Auachment
B. This deficiency is included in CAR HQ-91-035.

The completed checklists were requested for the West Valley audit that was completed in
June 1991. Only four completed checklists could be found in the working files. The four
completed checklists were reviewed for completeness and content. The four checklists
reflected various levels of completzness from very good to poor with the checklist of one
previously qualified lead auditor being evaluated as poor because the documented
information, in most cases, failed to identify who was interviewed and the details as to what
was reviewed. The checklist also identified weaknesses that were not found to have been
addressed in either the audit checklist or the audit report.

A review of the qualifications of two technical specialists was conducted. The two technical
specialists had excellent technical qualifications; however, based on the audit pian and the
audit report, it appeared that the technical specialists were either unneeded or were used in
areas where they were not qualified or experienced to review. Completed checklists for these
two technical specialists were not available for review and the audit report, as previously
noted, was deficient in providing any details to suppon or dismiss this concemn. An
observation was written to address this concemn.

No quality records had been created for the audits that have been performed.
SPP 4.13, "Participation in Evaluarion Activities Led by External Organization”, Rev. 0

The audit team interviewed an EM-343 QA Specialist and a PDC QA Specialist relative to
the implementation of SPP 4.13 and the associated requirements.



ATTACHMENT 1 Audit Repont
HQ-91-003
Page 21 of 47

EM-343 has participated in only one audit led by an external organization under the SPP 4.13
procedure. The EM-343 QA Specialist was onginally scheduled 10 be the pamncipant.
However, just prior to the audit performance, 2 BDM person was substituted to act as EM-
343's represenative on the audit. ANL Audit # QA-91-07 was conducted 5/29-31/91. EM-
343 took credit for this activity through the participation of the BDM person under Audit #
91-EA-AN-AU-001 of the Chemical Technology Division.

Both the EM-343 QA Specialist and the BDM person had received training on SPP 4.13,
which was included in training modules 1, 2, & 3.

The audit team was unable to evaluate the BDM person's qualifications and experience in
order to assess adequacy relative to the audit performed. These records were retained at
PDC's Oak Ridge Office where he is normally assigned. However, based on interview, he

appeared to be adequately experienced and qualified to participate on the audit

An Audit Summary Report was not completed as required by SPP 4.13 requirements.
However, the BDM person did file a Trip Repont dated 5/31/91, which provided his
assessment of the audit. This report is considered to adequately meet the intent of the Audit
Summary Report since it contains the same type of information.

An Extemal Evaluation Participation Record , Pants 1 & 2, had been completed and was
conrained in the audit working file. A quality records package for Audit # 91-EA-AN-AU-
001 had not been prepared at the time of this audit.

Intemal audits have not been performed, the audit reports do not contain the information
required by the procedure and are insufficient to stand alone, and corrective action from
Savannah River has not been received in what the audit team considers a timely manner.
Based on this Criterion 18 is found to be not effective in its implementation.
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ATTACHMENT 2

List of Objective Evidence Reviewed During the Audit

EM OQuality Assurance Program Descriptions (QAPDs)

DOE/EM/WO/01, QAPD for High-level Waste Processing
DOE/EM/WO0/02, QAPD for High-Level Waste Form Development and Qualification

Standard Practice Procedures

SPP 1.01,

SPP 2.01,
SPP 2.03,

SFP 2.04,
SPP 2.05,
SPP 3.01,

SFP 3.02,

SPP 3.03,
SPP 3.04,

SFP 3.05,
SFP 4.01,
SPP 4.02,
SPP 4.03,
SFPP 4.04,
SFP 4.05,
SPP 4.08,
SPP 4.09,
SPP 4.10,

SFP 4.11,
SFP 4.12,
SPP 4.13,

SPP 5.01,
SPP 5.02,
SPP 5.03,
SPP 5.04,
SPP 5.05,

"Index of High-Level Waste Standard Practice Procedures for Quality Assurance”
Revision 0

"Standard Practice Procedures”, Revision 0 and draft Revision 1

"Quality gsmnmce Program Description Preparation Maintenance, and Control”,
"Control of the Standard Practice Procedures Manual”, Revision 0

"Selective Application of QA Activities Manual”, Draft Revision 0

"Preparation and Maintenance of Plans for Personnel Training, Indoctrination, and
Orientation”, Revision 0

"Preparation and Conduct of Personnel Training, Indoctrination, and Orientation”,
Revision 0

"Cenification of Quality Assurance Audit Personnel”, Revision 0

"Documentation of Surveillance and Review Personnel Qualifications”,

Revision 0

"Administration of Personnel Certification and Qualification Records”, Revision 0
"Planning and Scheduling of Evaluation Activities”, Revision 0

"Administration of Quality Assurance Audits”, Revision 0

"Conduct of Quality Assurance Audits”, Revision 0

Administration and Conduct of Surveillance”, Revision 0

Administration of Technical Reviews", Revision 0

Administration of Peer Reviews", Revision 0

Conduct of Peer Reviews”, Revision 0

"Review of Operations Offices Quality Assurance Program Descriptions and
Procedures”, Revision 0

"Review of Waste Acceprance Process Technical Documents”, Revision 0
"Review of Program Execution Guidance Documents”, Revision 0

"Participation in Evaluation Activities Lead by External Organizations”,

Revision 0

"Deviation Reporting and Disposition”, Revision 0

"Management Action Request”, Revision 0

"Control of Unsatisfactory Conditions (Stop Work Order)”, Revision 0
"Disposition of Deviations Identified By Outside Organizations”, Revision 0
"Review of Unusual Occurrences”, Revision 0
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SPP 5.06,

SFP 6.01,
SFP 6.02,
SFP 6.03,
SPP 6.04,
SPP 6.05,
SPP 7.01,
SFP 7.02,
SFP 8.01,
SPP 8.02,

SFP 8.03,
SPP 9.01,
SPP 9.02,
SPP 9.03,
SFP 10.01,

SFP 10.02,
SFP 10.03,

Working Files For:
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"Control and Disposition of Deviations and Recommendations for Improvement
by Outside Organizations”, Revision 0

“Official HLW Office Files”, Revision 0

"Preparation of Correspondence”, Revision 0

"Incoming Mail", Revision 0

"Commitment Control”, Revision 0

"Controlled Documents”, Revision 0

"Preparation, Transfer, and Receipt of Quality Records”, Revision 0
"Quality Records Management”, Revision 0

"Coordination of Reviews and Evaluations by Outside Organizations", Revision 0
"Quality Assurance Program Evaluation and Assessment of Adequacy and
Effectiveness”, Revision 0

"Review and Reporting of Quality Assurance Program Progress and Status”,
Revision 0

"Preparation and Maintenance of the Program Schedules”, Revision 0
"HLW Monthly Progress Reponing”, Revision 0

"Preparation and Maintenance of the Work Breakdown Structures (WBS)",
Revision 0

"ldentification and Analysis of Adverse Quality Trends and Problems",
Revision 0

"Planning and Conduct of Quality Improvement”, Revision 0

"Differing Staff Opinions and Allegations”, Revision 0

SPP 4.01, Revision 1, (Draft)
SPP 4.02, Revision 1, (Draft)
SPP 4.03, Revision 1, (Drzft)
SPP 7.01, Revision 1, (Draft)
SPP 7.02, Revision 1, (Draft)
SPP 2.01, Revision 1, (Draft)
SPP 2.05, Revision 0, (Draft)
SPP 4.05, Revision 1, (Draft)
SPP 4.06, Revision 1, (Draft)
SPP 4.01, Revision 0

SPP 4.02, Revision 0

SPP 4.03, Revision 0

SFP 7.01, Revision 0

SPP 7.02, Revision 0

SPP 2.01, Revision 0

Audit 91EA-SR-AU-001
Audit 91EA-WV-AU-001
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Organizational Charts

» Waste Acceptance Participants Organizational Charnt Fig. 1.2.11(see QAPD).

* DOE EM Headquaners Organizational Chan - Fig. 1.0.1(see QAPD)

« DOE Waste Opcmnons Organizational Char - Fig. 1.0.2(see QAPD)

« Participants in High-Level Waste Processing Organizational Charts - Fig. 2.2.1-2

QA Planning

FY 90-92 Long Range Plan and Schedule

FY 89 4th Quarter Evaluation Plan and Schedule
FY 90 1st Quarter Evaluation Plan and Schedule
FY 91 2nd Quarter Evaluation Plan and Schedule
FY 91 3rd Quarter Evaluation Plan and Schedule
FY 91 4th Quarter Evaluation Plan and Schedule

Management Repons
» Management Assessment of EM-343 by PTSO (Draft) dated March 5, 1991

Monthlvy QA Pro Status Repors

« EM-HLW, SR-HLWD and WSRC, dated May 14, 1991
* EM-343 HLW, dated June 25, 1991
« SR-HLWD, EM-HLW and WSRC, dated July 30, 1991

QA Program Reviews
» Lener dated July 30, 1991 from K. Chacey directing the implementation of SPPs effective
October 31, 1990.

 Lener dated May 07, 1991 from K. Chacey acceptance of the HLW Form Producers
Quality Assurance Program Interface Arrangements.

» Lener dated February 13, 1991 from W.J. Kehew addressing the review of the West
Valley Demonstration Project QA Program. -

* Leuer dated July 30, 1991 from K. Chacey delegating authority to T. Mclntosh, V. Trice
and T. Gutmann. .

» Lener dated April 8, 1991 from D. Hornon transmitting formal comments on
DOE/EM/WO/02 (QAPD)

o Lener dated October 23, 1990 from S. Cowan, conditionally accepting the SR/HLWD and
WSRC Quality Assurance Program Descriptions.
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Training Antendance Rosters

Lesson Plans 03.901024.01 and HLW-9002

Orientation to the QA Audit, dated 5/24-25/90

QAMT Orientation to the SPPs, dated 10/16-18/50

EM-343 QA Orientation, dated 10/29/90

QA Oriemtation, dated 10/15/90

QAMT Orientation to the SPPs, dated 12/1290

Needs Assessment Worksheets for K. Chacey, T. Gutmann, T. Mcintosh, V. Trice and J.

Hennessey

» Training Course Critique for QAMT Orientation to SPPs (Lesson HLW 9002) dated
10/18590

« TI&O Status report for supporting contractor personnel, dated April 26, 1991.

* TI&O Staws of EM-343 and Supporting Contractor Personnel (BDM/GER-RES 16027-91
1o KA Chacey dated June 26, 1991)

¢ Description of SPP Training Modules #1, 2 & 3.

* QARG reviewer training records
- QARG reviewer S. Marra (qualification records)

- QARG reviewer D. Ryder

- QARG reviewer R. Stockman

- QARG reviewer M. Campbell

- QARG reviewer B. Kehew

- QARG reviewer J. Hummel

- QARG reviewer J. Smith

- Lesson plan for course #HL'W 9101

- Lesson plan for course #QARG 9001

Procurement Documents

* Fiscal Year 1991 Program Execution Guidance Document (PEGD).
* BDM/SAIC contractor supporn contract.

Control of Purchased Materials and Services

* EM-343 review documentation for the Hanford/Richland site Quality Assurance Program
Description.

* EM-343 review documentation for the West Valley QAPD,
« EM-343 review documentation for the Savannah River site implementing procedures.

Technical Review Group Documentation

* Statement of Work for the TRG Evaluation of the WVDP Waste Form Compliance Plan,
Rev. 0, dated 5/2290
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Statement of Work for the TRG Evaluation of the WVDP Waste Qualification Repon.
Rev. 1, dated 5/11/90

TRG Charter for the WVDP Waste Form Compliance Plan, Rev. 0, dated 5/22/50

Review Log for the TRG Waste Acceptance Activities

West Valley/WQR TRG Log Sheet

Nonconforming Items/Corrective Action

DCAR Nos. 91EA-SR-AU-001-003
91EA-SR-AU-001-005
91EA-SR-AU-001-009
QA90-EM-30-01-01
QAS0-EM-30-01-06
90EA-SR-S-003-01
90EA-SR-S-003-(2
91EA-SR-S-001-01
91EA-SR-S-001-02
91EA-WV-AU-001-03
91EA-WV-AU-001-05

Management Action Request #MAR-001, 5/9/91

Surveillances Reports

e 90EA-SR-S-002
90EA-SR-S-003
91EA-VP-S-003
91EA-SR-S-004
91EA-VP-5-006

Audit-Related Documents

o Audit 91EA-WV-AU-001 checklists for Lefman, Crawford, Stockman, and Ryder.
¢ Qualification Records for J. Flaherty, SAIC and MLH. Campbell, WHC

Audit Reports

Audit Report #90-15-03-1006 (extemal)
Audit Repornt #91-15-03-1012 (external)
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Audit Report #91EA-AN-AU-001 (intemal, BDM participated only)
Audit Report #91EA-WV-AU-001 (internal)
Audit Report #91EA-SR-AU-001 (intemal)

Record Files

EM-343 Quality Records File located at the EM-343 offices

Correspondence

« MH. Campbell to Mr. W.J. Kehew, March 5, 1991 Subject: QARG-1 SPP Review
+ EM-343 Memorandum to Corinne Macaluso, RW-331, dated 6/3091

¢ EM-343 Memorandum to the Secretary dated 8/16/91

o EM-343 Memorandum to Murial Scarborough, PR-23, dated 8/16/91

e Assignment Lener - BDM/GER-KIM-11480-91 dated August 23, 1991

Miscellaneous

Commiment Summary Log dated 827/91

WGWA Chaner dated July 18, 1990

Position description for a Quality Assurance Specialist - not dated (Position Announcement)
QARG Charter

Quarterly QA Starus Report for Hanford site

Quantedy QA Status Report for Savannah River site

Quality Improvement Log

Commitment Tracking & Reporting Log
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Office of civilian Radioactive Waste Management (OCRWM)
Quality Assurance (Qa) Surveillance HQ-SR-91-011 on the
Vitrification Projects Branch (EM=-343)

Chief, vitrification Project Branch
Office of Waste Operations, EM-343

Attached is the report of Surveillance OCRWM HQ-SR-91-011
conducted of EM-343's activities at Germantown, Md. on
July 17 and 19, 1991.

This surveillance was conducted to verify the process being
used to review technical and Programmatic documents. The
surveillance focused on SPP 4.11, Review of Waste Acceptance
Process Technical Documents and Spp 4.12, Review of Program
Execution Guidance Documents.

Three deficiencies were identified and addressed in
Corrective Action Reports (CARs) number HQ-SR-91~-026, 028 and
030 which will be issued separately. Copies are attached to
the report for your information.

Observations included in thisg report do not require a written
response; however, will be investigated further during
subsequent OCRWM verification activities.

If you have any questions, Please contact Bob Clark of this

office at (202) sS86-8858.
.. Cco ¢ .

Donald G. Horton, Director
Office of Quality Assurance

Attachments
ce:

J. Bartlett, RW=-1
J. Arpia, RW-3.1
J. Lytle, EM=-30
F. Bearham, CER
M. Meyer, CER
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OFFICE QF QUALITY ASSURANCE
Surveillance Number: Dates of Surveillance:
HQ-SR-91-011 July 17 and 19, 1991
Surveilled Organizations: Surveillance Team:
Office of Environmental Restoration and Fred Bearham, Lead (CER)

Waste Management, Vitrification Projects

Branch (EM-343) \
Location of Sm'vcﬂla_nce:

Marc Meyer, QA & Technical (CER)

U.S. Depantment of Energy, 12800 Middlebrook Road, Germmantown, MD 20874

Scope of Surveillance:

This surveillance was limited to EM-343 activities associated with the acceptance of high-level nuclear
waste that will be produced at DOE's Hanford, Savannah River and West Valley Project Offices. It
focused on the adequacy of technical reviews (EM-343 Procedure SPP 4.11) and reviews of EM-343
documents providing programmatic direction to sub-tier organizations (EM-343 Procedure SPP 4.12).
Refer t0 Anachment I for personnel contacted and Attachment II for requirements and related
documents that formed a basis for surveillance checklist questions.
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1.0  EXECUTIVE SUMMARY
1.1 BACKGROURD

The surveillance team evaluated the adequacy of technical reviews of waste
acceptance process documents and programiatic requirements being imposed by
EM-343 (Vitrification Projects Branch) on sub-tier organizations. The
objective was to verify:

a) That technical reviews were identifying errors and omissions in technical
documents prior to their issuance for use. Surveillance checklist
questions were based on EM-343 Procedures SPP 4.11, Review of Wasre
Acceptance Process Technical Documents; SPP 3.04, Documentarion of
Surveillance and Review Personnel Qualificarions; SPP 4.01, Planning and
Scheduling of Evaluation Activities; and SPP 7.01, Preparation, Transfer,
and Receipt of Quality Records. It also contained a few questions based
on DOE/EM/W0/02, Quality Assurance Program Description for High-Level Waste
Form Development and Qualification, and NQA-1, Quality Assurance Program
Requirements for Nuclear Facilities.

During the surveillance, the surveillance team learned two other technical
review procedures were being implemented in lieu of SPP 4.11. Accordingly,
the surveillance team redirected its efforts to focus on requirements in
SPP 4.05, Administration of Technical Reviews, SPP 4.06, Conduct of
Technical Reviews; and DOE/RW-0214, Quality Assurance Requirements
Document.

b) That reviews of Program Execution Guidance Documents (PEGDs) were being
reviewed in accordance with the requirements of Procedure SPP 4.12, Review
of Program Execution Guidance Documents. Surveillance checklists were based
on SPP 4.12 and DOE/EM/W0/02.

1.2 FINDINGS

The surveillance team identified five (5) deficiencies during the
surveillance. These deficiencies were documented in CARs (Corrective Action
Requests) HQ-91-026 through 030. In addition, the surveillance team identified
four (4) apparent weaknesses in the QA Program that warrant managenent
consideration. These as addressed in Section 3.0, Observations.

The deficiencies pertained to indoctrination of personnel (HQ-91-026),
technical oversight responsibilities (HQ-91-027), traceability of review
records to documents reviewed (HQ-91-028), working to unapproved documents
(HQ-91-029) and non-compliance with established procedures (HQ-91-030).
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The four (4) apparent weaknesses in the QA Program that warrant management
attention in order to prevent future deficiencies are identified as
observations in Section 3.0 of this report. They concern records; audits and
surveillances; technical review procedures: data in WQRs; and waste form
canisters.

The surveillance team was unable to verify the adequacy of technical reviews
due to a lack of documentation at DOE's Germantown offices. At the
surveillance team’s request, documentation of two reviews was expressed mailed
from Argomme National Laboratories to Germantown. The docunentation was
incomplete. This fact alone, however, was cause for concern and the subject
of both a deficiency (CAR HQ-91-033) and observation regarding the
availability of objective evidence during audits and surveillances.

.0 CORRECTIVE ACTION REQUESTS 7
- O‘I'.ucoﬂf"ﬂbl'-i 7o rcr”“‘l' “’1‘1 ‘

~

2.1  INTRODUCTION ey é\.\‘\ - 8q obe d

Copies of CARs HQ-91-026, 028 and 030 are included in Attachment VI of this
report. A summary of each is contained below with reference to other
Subsections that provide additional details pertaining to the deficiencies.

2.2 CAR HQ-91-026

NQA-1 requires that personnel receive indoctrination on key Program documents,
quality assurance principles, and job responsibilities as they relate to
particular functions. This requirement did not appear in the EM-343 QAPD or
implementing procedures. To varying degrees, EM-343 project mAnagers were
unfamiliar with key technical documents, NKNQA-1 requirements, and
responsibilities associated with approving project office documents. For
additional details, see Attachment VI.

2.3  CAR HQ-91-028

EM-343 procedures require that review comments be recorded on a RCR Form and
the status of reviews be tracked in a Review Log. Review comments and Review
Log entries were not traceable to documents reviewed. For additional details,
see Attachment VI.

2.4 CAR HQ-91-030

SPP 4.12 requires that the review of PEGDs be performed, evaluated, documented
and distributed in a controlled sequence by assigned personnel. The only
available evidence of a review was a "buck" slip and margin notes. No evidence
of evaluation or distribution of comments was available and no personnel were
assigned as QA Specialists or Evaluators. For additional details, see
Attachment VI.



HQ-SR-91-011 SURVEILLANCE REPORT 3

\/ 3.0 o0 '/ s

3.1 INTRODUCTION

The follovwing observations are not deficiencies and, other than brief mention
in Subsection 1.2, are not discussed elsewhere in this report. Each
observation represents a programmatic weakness warranting further
consideration by management.

3.2 RECORDS SYSTEM

The surveillance team is concerned that EM-343's reliance on off-site
contractors to conduct technical reviews, perform audits and surveillances
of these reviews, and store records off-site will make it unreasonably
difficult to verify the adequacy of such reviews, audits and surveillances.
Because Germantown persommel have not been participating in these activities,
interviews must be conducted by telephone or at various locations across the
United States. However, since records are at Argonne National Laboratory
(ANL), to conduct such interviews, copies of records must first be made
available to both the interviewees and interviewers. Alternately, all
interested parties must meet at ANL's records facility. This surveillance
team did not verify the adequacy of the QA records syster but notes this
concern as it may affect capability to get records into the system.

\_/ Based on an interview with the EM-343 Branch Chief, EM-343 Project Managers,
consistent with the EM-343 QAPD Policy Statement, are responsible for
achieving, maintaining and ensuring technical quality. The surveillance team
found that the Savannah River and West Valley Project Mangers did not have
enough objective evidence to know whether or ensure that quality is being
achieved and maintained. Project managers did not have copies of key
documents associated with Technical Review Group (TRG) reviews of Waste Form
Compliance Plans and Qualification Reports. Missing documents included
documents reviewed, review comments, responses to comments and qualifications
of reviewers. Records of TRG reviews are maintained by Argonne National
Laboratory at its Argonne, IL., facilities. It is recommended that the EM-
343 project managers obtain and maintain copies of key technical documents,
related documentation of technical reviews, etc.

3.3  SURVEILLANCES AND AUDITS

The surveillance team is concerned about the adequacy of audits and

>** w){ surveillances of technical reviews performed by EM-343. The surveillance team
o ® \ reviewed the results of Audit 90EA-AU-001 at ANL during January 17-19, 1990
- Xr’)\*’ - and Surveillance 90EA-SR-5-002/003 at ANL during September 24-27, 1990.
VA Specific concerns are as follows:



HQ-SR-91-011 SURVEILLANCE REPORT 4

3

a) Iraceabjlity Records of Audit 90EA-AU-001 did not identify what was
audited. For example, there was no way of determining whether the audit
team audited technical reviews of the WCP, WQR Package No. 1, both reviews,
or some other reviews. This information may exist in backup documentation
but it was not available for review by the surveillance team.

b) Technical Specialists Though both Audit 90EA-AU-001 and Surveillance S0EA-
SR-5-002/003 were of technical reviews, technical specialists did not
participate in either of the activities. Identified findings pertained to
procedural matters rather than the adequacy of the technical reviews.
There was no assurance that the verification team had the necessary
qualifications to determined effectiveness (e.g. whether review procedures
are adequate and meaningful technical reviews are being conducted).

.4  TECHRICAL REVIEW PROCEDURES

The surveillance team is concerned that EM-343's two principal technical
review procedures may be inadequate. These two Procedures are SPP 4.06,
Conduct of Technical Reviews, and 4.11, Review of Waste Acceptance Process
Technical Documents. SPP 4.06 is supported by a closely related procedure,
SPP 4.05, Administration of Technical Reviews.

SPP 4.11 is being used to review project office SARs (Safecy Analysis
Reporcs). These reviews fall outside the scope of the OCRWM Program and do
not need to meet QARD requirements. SPP 4.06 is being used to review WCPs and
WQRs. These reviews fall within the scope of the OCRWM Program and must meet
QARD requirements.

Specific concerns are as follows:

a) Applicability Though Page F-16 of the EM QAPD shows that both SPP 4.06
and SPP 4.11 are used to satisfy requirements in the OCRWM QARD for
technical reviews, only SPP 4.06 is being used. The surveillance team
found no guidance in either pProcedure that would indicate when one should
be used versus the other. The Branch Chief did indicate that he plans to
consolidate both into one procedure.

l L u'fb) Background Information NQA-1 Supplement 6S-1, Subsection 3.1, requires
o

‘Do;ub‘lw
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that reviewers "have access to pertinent background data or information
% upon which to base their approval®. Because the surveillance team did not
interview reviewers or examine the documents they reviewed, they were unable

’
il W f to verify that the reviewers had access to background information. Though

source documents cited in WCPs and WQRs were not available at EM-343's
(ﬁ Germantown offices, they may have been available to off-site reviewers
used by EM-343. This should be verified during future audits and
surveillances. Also, SPPs should be revised to make use of such

) information as a stated versus unstated requirement.
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Review Criteris SPP 4.06 does not say what reviewers sghould be looking
for when they review technical docunents other than "applicability,
correctness, adequacy and completeness®. This is already required by NQA-
1 and does not explain how this Trequirement will be satisfied by
reviewers, SPP 4.06 does not require that reviewers or the review
coordinator identify specific review criteria prior to initiating a
review. This review criteria should include verification that source
documents be reviewed to verify that they are applicable and information
from the documents is correctly translated into the document being
reviewed. It does not require that Teviewers verify that sources of input

Review Teams Page 8 of SPP 4.05 lists the composition of a group of five
core members on review teams, called the TRG (Technical Review Group) core
group. A note at the bottom of the Page says, "The [TRG] Chairman has the
authority to change the above list [of core group nembers] as needed to
provide the necessary technical expertise.” However page 3 says, the
"Review Coordinator approves appointment of TRGC core group membership."

To date, the TRG Chairman has been an off-site contractor and the Review
Coordinator a EM-343 project mangger. The review of the Savannah River
WCP had a core group of four versus five members. Their expertise was in
waste form technology, repository engineering, HIW process controls, and
statistics. SPP 4.05 requires expertise in waste form technology,
repository engineering, HIW process controls, mechanical design, and
metallurgy. It is not clear why expertise in statistics (versus
mechanical design and metallurgy) was necessary, who authorized this
change, and whether they had such authority. This needs to be
investigated further during forthcoming audits or surveillances, )

DATA IN WASTE FORM QUALIFICATION REPORTS (WQRs)

Work is moving forward at Savammah River and West Valley based on unapproved
Waste Form Compliance Plans. Additionally, preparation of the Waste Form
Compliance Plans themselves were initiated based on unapproved QA programs.
Finally, none of the following WQR Packages, issued for EM-343 review, have
been approved by EM-343: ’

mmmnmﬁﬁuﬂmm

Savannah River 1 Review completed 12/18/89
. - 2 Review completed 10/26/89
" 3 Review in progress
" " 4 Review completed 12/21/90
West Valley 1 Review completed 08/20/90
- - 2 Review in progress
" " 3 Revievw in progress
" " 4 Review completed 08/20/90

For the most part, the above WQR Packages were developed while working to
an unapproved QA Program and unapproved Waste Form Compliance Plan. Thus R
WQRs contain unqualified data. Nothing in the WQRs indicate this and
there are no plans for qualifying this data prior to or during production
of high-level waste. During discussions with the EM-343 Branch Chief, the
surveillance team was told this is an unscheduled activity because,
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at present, there is no budget for qualifying unqualified data. Specific
recomeendations are as follows:

a) Rules should be established for determining what constitutes
qualified versus unqualified data. Procedures need to say how
unqualified data is to be identified and tracked until requalified.
Procedures and the EM-343 QAPD should state, at what point in the
waste acceptance process, unqualified data must be qualified. Waste
forms cannot be qualified using unqualified data.

b) Iechnical Reviews Procedures should require that reviewers verify
that unqualified data is at least “best available® data, that
unqualified data is not used when qualified data is avail-able, and
that technical documents do not identify unqualified data as qualified
data.

c) Approvals If and when EM-343 approves the above WQRs, approval
letters should state whether the approval is conditional or
unconditional, what must be done to obtain unconditional approval, and
what restrictions are in force until such approval is obtained.

WASTE FORM CANISTERS

Waste form canigters were designed, qualification tests completed, and
manufacturing started prior to approval of Savammah River’s QA Program and
WCP. Manufacturing is temporarily on hold pending resolution of findings
resulting from a EM-343 audit. Once Procurement documents are revised and
material traceability is established, manufacturing will resume. The
surveillance team recommends that manufacturing not resume untii:

a) Approvals Savannah River addresses Items 1 and 2 in EM-343'sg
conditional acceptance of the Sa River QAPDs (see Attachment
III). The Savamnah River WCP “sho have received at least EM-343
approval prior to restarting manufacturing.

b) Readiness Review EM-343 should conduct a readiness review prior to
allowing the resumption of canister manufacturing.

¢) Ungualified Dats If canister drawings, specifications, and
qualification test reports contain unqualified data, a plan should be
developed for replacing this data with qualified data. High-level
waste should not be placed in canisters prior to updating or replacing
all canister documents that contain unqualified data.
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SURVEILLANCE DETAILS

The morning of Wednesday, July 17, began with an entrance meeting with the
EM-343 Branch Chief and his staff. During the meeting the Branch Chief
provided the surveillance team with an overview of his organization and
the status of Program activities. A list of meeting attendees is
contained in Attachment IV.

After the meeting, Marc Meyer spent the balance of the morning discussing
the status of technical activities at Savannah River with EM-343'g
Savannah River Project Manager. During this interview, it was determined
that SPP 4.06, rather than SPP 4.11, was being used to conduct technical
reviews., Fred Bearham spent the rest of the morning interviewing the West
Valley Project Manager.

During the afternoon, Marc Meyer reviewed records of technical reviews of
the Savannah River WCP, Glass Product Control Program Description, and WQR
Package Nos. 1, 2, 3 and 4. Since the records were incomplete, Marc Meyer
asked that a complete set of records on WQR Package No. 3 be expressed
mailed from Argonne National Laboratory to EM-343's Germantown offices.

The morning of Friday, July 19, began with a presentation by the Branch
Chief on a wvariety of technical topics associated with the waste
acceptance process. After the presentation, Marc Meyer meet with the
Savannah River Project Manager to follow up on unanswered questions from
the Wednesday’'s interview. Fred Bearham spent the rest of the morning
interviewing the Savannah River Project Manager and the Hanford Project

Marc Meyer began the afternoon interviewing EM‘'s West Valley Project
Manager. Discussions pertained to the status of technical reviews and
approvals, procedures used to conduct reviews, and NQA-1 requirements for
identifying and controlling technical input. The balance of the afternoon

The records included records of techhical reviews of Savannah River WQR
Package Nos. 3 and 4, Audit No. 90EA-AU-001, and Surveillance No. 90EA-
SR-5-002/003. The records were incomplete in that they did not contain
copies of documents reviewed, individual review comments, and forms
identified on pages 9, 11, and 14 of SPP 4.05. During the afternoon, Fred
Bearhan met with the Branch Chief to discuss findings related to SPP 4.12
and the proposed QA organization within EM 343. He also interviewed BDM's
QA Specialist. The surveillance team spent an hour or so with the Branch
Chief late on Friday to discuss identified problems and recommend
corrective actions.

On Friday August 2nd, the surveillance team met with the EM-343 Branch
Chief to discuss surveillance findings. A list of attendees is contained
in Attachment V.
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ATTACHMENT I
LIST OF PERSONNEL CONTACTED

The surveillance team interviewed the following EM-343 personnel during the course of Surveillance SR-
HQ-91-011:
Ken Chacey
Tom Gutmann
Ted Mcintosh
Virgil Trice

Jack Hennessey
Dick Stockman
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ATTACHMENT II
REQUIREMENTS DOCUMENTS

The surveillance team used the following requirements documenzs in preparing for and conducting
Surveillance HQ-SR-91-011:

DOE/RW-0214, QARD (Quality Assurance Requirements Document), Revision 4

NQA-1, Quality Assurance Program Requirements for Nuclear Faciliges, September 15, 1989

DOE/RW-0260, WAPS (Waste Accepiance Preliminary Specifications for the Defense Waste
Processing Facility High-Level Waste Form), Revision 1

DOE/RW-0261, WAPS (Waste Acceptance Preliminary Specifications for the West Valley
Demonstration Project High-Level Waste Form), Revision 1

DOE/EM/WO/02, OAPD (Quality Assurance Program Description for High-Level Waste Form
Development and Qualification, Revision 0

SPP 3.01, Preparation and Maintenance of Plans Jor Personnel Training, Indoctrination, and
Orientation.

SPP 3.02, Preparation and Conduct of Personnel Training, Indoctrination, and Oriensation.
SPP 3.04, Documentation of Surveillance and Review Personnel Qualifications, Revision 0
SPP 4.0, Planning and Scheduling of Evaluation Activities, Revision 0

SPP 4.05, Administrazion of Technical Reviews, Revision 0

SPP 4.06, Conduct of Technical Reviews, Revision 0 .

SPP 4.11, Review of Waste Acceprance Process Technical Documenzs, Revision 0

SPP 4.12, Review of Program Execution Guidance Documents, Revision 0.

SPP 7.0, Preparation, Transfer, and Receipt of Quality Records, Revision 0
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ATTACHMENT I 478
MEMORANDUM Ei it

Car
United States Government Department of E/J;er.

TE:

REPLY TO
ATTN OF.

SUBJECT.

mnemorandum

OCT 23 1830

EM-343

Conditional Acceptance of Quality Assurance Program Descriptions

A. Lee Watkins, Director
High-Level Waste Division
Savannah River Operations Office

In response to your August 30, 1550, subject memorandum, the Quality Assurance
Review Group (QARG) has completed its review of the Savannah River Operations
Office/High-Level Waste Division {SR/HLWD) and Nestinghouse Savannah River
Company (WSRC) Quality Assurance Program Descriptions (QAPDs). These QAPDs
are accepted for use on Defense Waste Processing Facility work, contingent on
their implementation satisfying Department of Energy requirements. Further,
these QAPDs are accepted subject to the following conditions:

1. Acceptance of the SR/HLWD QAPD, DOE-SR-2006-2, Revision 2 is
conditional, pending incorporation of proposed changes that are
responsive to: 1) DOE/Office of Civilian and Radioactive Waste’s (RW)
earlier comments against the SR-HLWD QAPD based upon the DOE/RW-0214,
Revision 1 quality assurance requirements; and 2) informal QARG-]
comments based upon DOE/RW-0214, Revision 2 quality assurance
requiremsents. Further, it is understood that the proposed changes will
be incorporated in the next revision of the QAPD, j.e., DOE-SR-2006-2,
Revision 3. Please provide your schedule for this revision.

2. Acceptance of the WSRC QAPD, SW 4-1.8, Part 2, Revision 5 is
conditional, pending incorporation of proposed changes that are
responsive to: 1) DOE/RW’'s earlier comments against the WSRC QAPD based
upon the DOE/RW-0214, Revision 1 quality assurance requirements; and
2) informal QARG-1 comments based upon DOE/RW-02]4, Rev. 2 quality
assurance requirements. Further, it is understood that the proposed
changes will be incorporated in the next revision of the QAPD, i.e.,

SW 4-1.8, Part 2, Revision €. Please provide your schedule for this

revision.

The QARG will now commence its review of the quality assurance
procedures that implement the requirements of QAPD DOE-SR-2006-2. If
the requirements of RW-0214 are not presently incorporated into these
procedures, please provide your plan and schedule for accomplishing this
incorporation.



1f you have any questions, please contact me or Tom S. Gutmann at

FTS (301) 427-1605.

cc:

m&/‘

Stephen P. Cowan

Deputy Director

Office of Waste Operations

Environmental Restoration
and Waste Management

K. A. Chacey, EM-343

T. S. Gutmann, EM-343

¥. J. Kehew, CH

M. H. Campbell, WHC-PTSO
R. S. Scott, EM-20
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United States Government Department of Energy

Qmemorandum A

DATE
REPLY TO
ATTN OF,

SUBJECT.

TO

OCT 10 1991

RW"3 4

T

Office of Civilian Radioactive Waste Management (OCRWM)
Quality Assurance (QA) Surveillance of EM-343

Ken Chacey, Chief
Vitrification Projects Branch, EM-343

Attached is a report on Surveillance HQ-SR-91-014 of the
Vitrification Projects Branch (EM-343) in Germantown, Md. on
August 20, 21, and 22, 1991.

The surveillance was of EM-343's certification/qualification
of audit and surveillance personnel. It was based on
verifying compliance with requirements in SPP 3.03,
Certification of Audit Personnel and SPP 3.04, Documentation
of Surveillance and Review Personnel Qualifications. The
surveillance did not cover the qualifications of reviewers as
identified in SPP 3.04. This area will be covered during
Audit HQ-91-003. One adverse condition was identified and
documented Corrective Action Report HQ-91-034 which was
issued separately.

If you have any questions, please contact Bob Clark on
586-1238.

e,

Donald G. Horton, Director
Office of Quality Assurance

Attachments

cc: S. Cowan, EM~30
J. Arpia, RW-3.1
C. Morrell, CER
D. Hendrix, CER



U.S. Department of Energy
CIVILIAN RADIOACTIVE WASTE MANAGEMENT PROGRAM

QUALITY ASSURANCE SURVEILLANCE REPORT
OFFICE OF QUALITY ASSURANCE

Surveillance Number: Dates of Surveillance:
HQ-SR-91-014 August 20 - 22, 1991

Organization Surveilled:
Office of Environmental Restoration and Waste Management, Vitrification Projects Branch (EM-
343)

Surveillance Locations :
1) U.S. Department of Energy, 12800 Middlebrook Road, Germantown, MD 20874
2) Performance Development Corporation, 19500A Amaranth, Germantown, MD 20874

Scope of Surveillance:
The scope of this surveillance was to the evaluate compliance with and the effectiveness of EM-
343 procedures SPP 3.03, Certification of Audit Personnel, and SPP 3.04, Documenzation of
Surveillance and Review Personnel Qualifications.

Surveillance Team:
Clyde Morell, Lead (CER)
Don Hendrix, (CER)

Personnel Contacted:
Ken Chacey, EM-343
John E. Hennessey, EM-343
Henry F. Walter, EM-343
Ted Mcintosh, EM-343
Clark J. Payon, PDC
James L. Smith, PDC
R. E. Stockman, BDM

W NP\ VY2l Yy

’Surveillance Team Leader > Director, O of Quality Assurance Date
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1.0 EXECUTIVE SUMMARY

The surveillance team assessed the implementation of EM-343 procedures SPP 3.03, Certification of Audit
Personnel, and SPP 3.04, Documentation of Surveillance and Review Personnel Qualificasions. The
surveillance team used a combination of interviews of EM-343 management and direct-support contractors
(PDC and BDM/SAIC) and reviews of the personnel qualification and certification files in performing the
surveillance. The surveillance did not include verifying qualification of review personnel due to the limited
time schedule. This will be investigated during the EM-343 audit planned for August 26-30, 1991,

The surveillance team found that SPP 3.03 and SPP 3.04 are not being adequately implemented for the
qualification/certification of audit and surveillance personnel. Corrective Action Request (CAR) HQ-91-
034 was initiated to address this condition adverse 1o quality.

2.0 PERFORMANCE
2.1 General

The surveillance team used SPP 3.03, Certification of Audit Personnel, and SPP 3.04,
Documensation of Surveillance and Review Personnel Qualifications, to prepare checklists to
cvaluate implementation of the audit and surveillance personnel qualification process at EM-343,

A pre-surveillance briefing was held the moming of August 20, 1991 to inform EM-343
Vitrification Projects Branch Chief, Program Managers, and direct-support contractors of the scope
and purpose of the surveillance. See Attachment I of this report for the entrance briefing
auendance record.

A post-surveillance briefing was held the afternoon of August 22, 1991 with the EM-343
Vitrification Projects Branch Chief to present findings identified during the surveillance and to
answer any questions. See Attachment II of this report for the exit briefing attendance record.

22 Surveillance Performance

The surveillance team interviewed the EM-343 Vitrification Projects Branch Chief and two of the
three Program Managers to determine how audit and surveillance personnel had been qualified for
their respective projects. The surveillance team also interviewed a EM-343 direct-support
contractor who is maintaining and controlling qualification/certification records for EM-343 at its
Germantown, Maryland and Oak Ridge, Tennessee offices.
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3.0

31

32

FINDINGS
Corrective Action Request (CAR)

EM-343 provided the surveillance team a listing of three completed audits and a listing of thinteen
individuals who were either Auditors or Lead Auditors. The surveillance team used the completed
audit reports and the listing to determine who participated in the audits and determine if
qualification/certification documentation met the requirements of SPP 3.03. None of the files
contained all of the documentation needed to meet the requirements of SPP 3.03.

The surveillance team was also provided a listing of seven qualified surveillance personnel. Of
the surveillance qualification files reviewed, four did not contain documentation needed to meet
the requirements of SPP 3.04.

Based on interviews and review of 13 files, the surveillance team determined that EM-343 is not
eﬂ'ectivclyimplcmmﬁngSPPS.mandSPPS.m.msﬁndingwasdoannmtedindraftCARHQ-
91-034. A copy is included as Attachment III of this report.

Other Concerns

The following concems were outside the scope of this particular surveillance, they were not
pursued further;

The surveillance team was concemed that Vitrification Projects Program Managers did not have
an overall understanding of SPP 3.03 and SPP 3.04. Specific examples are:

a. Program Managers were unsure who was responsible for activities assigned to the "Quality
Assurance Specialist”, "Coordinator of Personnel Certification”, "Audits Coordinator”,
"Surveillance Coordinator”, and "Certifying Official” in SPPs 3.03 and 3.04. However, in
general, they indicated that either Jack Hennessey, Bud Kehew, or PDC personnel were
perfomingmweacﬁviﬁu.lhemwdnancctcamwasunahlcmﬁndmydowmumﬁon
delegating these tasks to these or any other individuals.

b. The surveillance team interviewed PDC personnel to determine if they were aware of
responsibilities within SPP 3.03 and SPP 3.04 for "Quality Assurance Specialist”,
"Coordinator of Personnel Certification”, "Audits Coordinator”, "Surveillance Coordinator”,
and "Certifying Official”. PDC personnel interviewed were aware of the responsibilities
assigned in SPP 3.03 and SPP 3.04 and had delegated PDC personnel to perform these tasks.
However.ﬂnPDCpcxsonndintaviewedmnmawmmathcymmponsiblefor
performing these tasks for EM-343, outside DOE organizations, or other Support contractors.

These concerns will be investigated on subsequent OCRWM audits and surveillances.

4.0

ATTACHMENTS

Attachment [ - Entrance Briefing Attendance Record
Attachment II - Exit Briefing Attendance Record
Attachment III - Draft Corrective Action Request HQ-91-034.
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ATTACHMENT I
* CARNO. HO-01-034
OFFICE OF CIVILIAN DATE: 2601
- RADIOACTIVE WASTE MANAGEMENT BHEET.___ 1 OF
i U.S. DEPARTMENT OF ENERGY QA
WASHINGTON, D.C. WBS NO.: 807

CORRECTIVE ACTION REQUEST

! Controlling Document ? Related Report No.

SPP 3.03, and SPP 3.04 HQ-SR-91-014
3 Responsible Organization * Discussed With
EM-343 Ken Chacey
% Response Due " Responsibility for Corrective Action ¥ Stop Work Order Y or N
* Requirement:

1. SPP 3.03 Para. 4.0 states: "Auditors are certified in accordance with this instruction prior to

being assigned responsibiiity for performing quality assurance audits.”
“When auditors or lead auditors from outside organizations are utilized these personnel are certified/recertified
in accordance with this SPP or the assigned Quality Assurance Specialist (QAS) determines and confirms on
writing that individuais have valid certifications under a system that has besn accepted or is determined to be
acceptable in accordance with the same or equivaient requirements. In either case the QAS maintains
supporting documentation.® -

{continued on following page)

¢ Adverse Condition:

A Vitrification Projects Branch program for the qualification/certification of audit, survsillance and review personnel
has not been sffectively implemented. This finding Iis based on the tollowing objective evidence:

1. EM-343 completed audits QAS0-EM-30-01 (June 90), 91EA-SR-AU-001 (Feb. 91) and 91EA-WV-AU-001 these
audits were performed by personnel from extemnal organizations. Of the 11 extemal Auditors and Lead Auditors
who participated in these three sudits, only one qualification/certification file contained documantation
evaluating and accepting the external organization's auditor certification program as being equivalent to the
requirements of SPP 3.03, Para 4.0 (See Page 3 of this CAR).

(continued on following page)

T Recommended Action(s):

Correct deficiencies as identified in this CAR and re-evaluate training requirements for personnel responsibie for
implementing procedures SPP 3.03 and SPP 3.04.

¢ Initiator Date: |° Severty Levei - Y Approved by Date:
102030
Clyde Moreli 8/26/91 OQA
'* Vertication of Corrective Action:
[ Comactive Action Completed and Acceptad: 7 Closure Approved By:
QAR Date OQA

REV. 1080A



CAR NO. HQ 91034
) OFFICE OF CIVILIAN DATE____ woemi
Fpw EFD i MT RADIOACTIVE WASTE MANAGEMENT SHEET_2 oF
5 A YE e U.S. DEPARTMENT OF ENERGY
B Hhdug o WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST

(continuation sheet)

* Requirement: (continued)

2. SPP 3.03, Para. 5.0.4, b.1, and c.4 state in part: (Certifying Official) *Evaluates the candidates and certifies
or rejects the candidates using the criteria and guidance provided below:* .
“(b) Documents the resuits of the evaluation on a Cartification of Qualification Form (Attachment C)tor
each candidate and thereafter signs and dates each form.”
“(c) Signs the Centification Certificate (Attachment D) for each candidate.”

(Coordinator of Personne! Certification) "Reviews completed certification documentation for adequacy and
completsness including the verification of credit aliocation of professional requirements and prepares &
Notlication of Certification Memorandum (Attachment E).*

(Certitying Official) "Reviews the original certification documentation and additional supporting documentation
accumuiated during the annual period and updates the certification form for annual evaluation or retums the

form with a written explanation for not certitying”.

3. SPP3.04 Para 4.0 states: "The qualifications of personnel are documented in accordance with this instruction
prior to being assigned responsibility for performing quality assurance surveillances in accordance with SPP
4.04. The assigned Quality Assurance Specialist (QAS) documents the qualifications of organizational
candidates meeting the minimum requirements. When the organization uses external personnel to perform
surveillances, these personnel are certified/recertified in accordance with this instruction. Otherwise the QAS
determines and confirms in writing that the program under which their qualifications weres documented
determined to be acceptable in accordance with the same or equivalent requirements. In either case the QAS
maintains supporting documentation.”

* Adverse Condition: (continued)

2. The surveillance team reviewed 13 extemal personnel qualfication/certification files and found the following
deficiencies (See Page 3 of this CAR):
a) Three files did not have a “Certification of Qualification Form".
b) One file contained an undated "Certification of Qualffication Form".
c) 10 files did not have a "Certification Certificate”.
d) 10 files did not have a "Notification of Cerificate Memoranda®.
o) One file did not have documented evidence of an annual review (last reviewed 3/22/80).
f) One file contained date gaps in audit requalification history.
g) One file was missing the audlt participation history documentation.
h) Five files did not have any documented evidencs of initial annual evaluation.

3. The qualification files of seven surweillance personne! were reviewed. None of the external personnel
qualification records reviewed contained documentation evaluating and accepting the external organization's
surveillance qualification program as being equivalent to the requirement of SPP 3.04, Para 4.0 (See Page
4 of this CAR).

REYV. 1090
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REQUIRED AUDITOR / LEAD AUDITOR DOCUMENTATION

§ Candidste Organization | Candidate | Letter of Certification of | Certification Notificstion Annual Comments on File
i For Position Equivalent gnllﬂuﬂon Certificate of Evaluation
| Auditor/Lead ation orm (Ref. Attach. Certification | (Ref. Item *G"
Auditor ation | (Ref. Attach. *D") Memo. Attach
m *C") (Rel. Attach Page 6 of 6
(Rel. Para. "E") bit 2,
4.0) Para. 4. (b)
§ *WJ. Kehew DOE-CH Lead No Yes No No Yes - 3/22/90 Evaluation out of
Avuditor Date
| *CJ. Payton PDC Lead No Yes Mo Yes Yes - 12/1350 Date Gap in Audit
Avuditor Requalification
History
*R.E. Stockman | BDM Lesd No 173191 - Yes BDM - Yes No N/A Documentation of 8
Auditor Audits History
Missing ﬁ
| DT.Bourgete | PDC Lesd No Yes No Yes Yes - 12/1390 -
Auditor
*L). Lefman SAIC Lead No 2181 - Yes SAIC - Yes No N/A
| *sL cawlord | saIC Lesd No 12191 -Yes | SAIC-Yes | No NA q
‘ Auditor [e)
*P.E. Deeds WVNS Leed  * | No Yes No No No i =
Auditor 2 E
*JP. Hummel | WVNs Lead No No No No No No Records Found Q
‘ Auditor (No File)
| *D.B. Ryder PNL Auditor No No Qual. Date | No . No No Resume, and g
: on Form Reading Assignment
| *F.C. Hood PNL Lead No No No No No Resume Only in File
5 Auditor
| *B.H. Webb DOR-SR, Lead No 10/13/89 - Yes | No No Yes - 102590
QMAD Auditor g
DJ. Homstm | PDC Lead No No No No No Leter dued 12291, | & £
Auvditor and Resume B 2
o
Lead 3/881 - Yes 37881 - Yes No Yes N/A ol I
Auditor

* Participated in Audits

30
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REQUIRED DOCUMENTATION for SURVEILLOR

rrrer— e
Candidate Organization | Date Letter of Surveillance
For Surveilior Certified Equivalent and Review
gilr | o
m lA‘g;chment
4.0 "B"
W.J. Kehew DOB-CH 5/1491 No Yes Yes Yes N/A
CJ. Payton PDC 17290 No Yes Yes Yes Yes - 1/1591
RE. Swockman | BDM 5M4P1 | No Yes Yes Yes N/A
P.L. Slattery EM-30 5/1491 No Yes Yes Yes N/A
R.D Walton k. EM-343 371491 N/A Yes Yes Yes N/A
JLE. Hennessey EM-343 5/1491 N/A Yes Yes Yes N/A
C.P. Pegg PDC 1/22/90 No Ya Yes Yes Yes - 1/1591
— S S A AN e
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United States Governmen. . Department of Energ
memorandum
\_/ oarepUG 2 3 1991 WBS 6.07 i
AEPLYTO RW-3 QA

supec. OFFICE OF CIVILIAN RADIOACTIVE WASTE MANAGEMENT (OCRWM) QUALITY
ASSURANCE (QA) SURVEILLANCE HQ-SR-91-0 OF EM=-343

TO: peputy Director, Office of Waste Operations, EM-30

Attached is the report of Surveillance, HQ-SR-91-016 conducted
at EM's Vitrification Project Branch at Germantown, Maryland,
August 6-8, 1991.

This surveillance was conducted to verify the process being used
to implement EM-343's quality records system. The surveillance
focussed on SPP 7.0l1, Preparation, Transfer, and Receipt of
Quality Records and SPP 7.02, Quality Records Management.

One adverse condition was identified and addressed in Corrective
Action Report (CAR) HQ-SR-91-033 which will be issued
separately.

The identified observations do not require a written response:;
however, they will be investigated further during Audit

) HQ-91~-003.
\_/

If you should have any questions, please contact Bob Clark at

586-1238.
ponald G. Horton, Director
Office of Quality Assurance
Office of Civilian Radioactive

Waste Manaement
Attachments

cc:

J. Bartlett, RW-1
K. Chacey, EM-343
J. Arpia, RW-3.1
C. Walenga, CER



U.S. Department of Energy
CIVILIAN RADIOACTIVE WASTE MANAGEMENT PROGRAM

QUALITY ASSURANCE SURVEILLANCE REPORT
OFFICE OF QUALITY ASSURANCE

Surveillance Number: Dates of Surveillance:
HQ-SR-91-016 August 6 - 8, 1991
Organization Surveilled:

Office of Environmental Restoration and Wasts Management, Vimﬁunon Projects Branch (EM-
343)

Surveillance Locations :
1) U.S. Department of Energy, 12800 Middlebrook Road, Germantown, MD 20874
2) BDM/SAIC, 12850 Middlebrook Road, Germantown, MD 20874
3) Performance Development Services Corporation (PDC), 19500A Amaranth, Germantown,
MD 20874

Scope of Surveillance:
The scope of this surveillance was to the verify the implementation of EM-343 quality records
management procedures SPP 7.01, Preparation, Transfer and Receipt of Quality Recard: and SPP
7.02, Quality Records Management.

Surveillance Team:
Craig Walenga, Lead (CER)
Cheryl Nye (CER)

Personnel Contacted:
Ken Chacey, EM-343
Krystal Carter, EM-343
Thomas Gutmann, EM-343
Virgil Trice, EM-343
Ted Mcintosh, EM-343
Olenna Truskett, EM-343
Ha Nguyen, EM-343
Abdullah Dasti, BDM/SAIC
John Knightly, PDC
Stephen Rodock, PDC

Coiides 1 GEmtRers
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1.0 EXECUTIVE SUMMARY

The surveillance team assessed the implementation of two quality assurance program
procedures that represented EM-343's quality records management system controls.
These procedures were SPP 7.01, Preparation, Transfer, and Receipt of Quality
Records and 7.02, Quality Records Management. The records management systems of
EM-343 and two direct-support contractors, BDM-SAIC and PDC, were reviewed to
deternmine the effectiveness of the procedures. The surveillance team used a
combination of interviews and reviews of the quality records files in performing
the surveillance.

The surveillance tear found that the quality records management system procedures
are being inadequately implemented to the degree that EM-343 does not have a
functioning quality records management system. Corrective Action Request (CAR)
HQ-91-033 was initiated to address this significant condition adverse to quality.

2.0 PERFORMANCE AND RESULTS
2.1 General

The surveillance team prepared checklists to evaluate implementation of SPP 7.01
and SPP 7.02 based on requirements found in the procedures. SPP 7.01 outlines
the activities required for the preparation, transfer, and Teceipt of quality
records and SPP 7.02 describes the additional activities required for managing,
storing, and dispositioning of not only quality records, but all HIW records.
See Attachment I for a complete list of requirements documents and procedures
reviewed in preparing the checklist questions.

A pre-surveillance briefing was held the morning of August 6, 1991. See
Attachment II for the Attendance Record of the briefing. The surveillance team
then reviewed files and interviewed personnel involved in quality records
management activities at EM-343 and two direct support contractors, BDM/SAIC and
PDC, whose offices are located near EM-343's offices in Germantown. A summary
of the surveillance results follows.

2.2 EM-343

2.2.1 The surveillance team interviewed EM-343 project managers about their
involvement with the quality records system and their famfliarity with
SPPs 7.01 and 7.02. The team interviewed an EM-343 secretary and examined
the contents of a cabinet identified as the quality records file to
determine what quality records are being maintained at EM-343. A listing
of the file contents representing approximately the firgt eighty percent
of the file is found in Attachment III. The Quality Records Index (QRI),
Revision 1 was also reviewed and compared to folders in the quality
records file.
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2.2.2

During the interviews, it was found that none of the pProject managers had
implemented SPP 7.01 or 7.02. A “"quality records file® was established at
EM-343 but the contents of the files do not reflect the results of
systematic quality records management activities as described by the SPPs.
There was no clear understanding on the part of the Project managers as to
how the quality records management system operated on a broad scale.
Specific examples of these conditions are as follows:

The project managers were unsure of who performed activities assigned to
the "quality records coordinator®" and the "quality assurance specialist"
in SPPs 7.01 and 7.02. Ome project manager naned a BDM staff member as
this quality assurance specialist. In general, the Project nmanagers felt
contractors currently provided the quality assurance specialist support
required by the SPPs. During the pre-surveillance briefing, a proposed
organization chart was shown that included a quality assurance specialist
supporting each of EM-343's three project managers.

EM-343 records are being stored in various locations by various
individuals and organizations throughout the country. Project managers
could not identify the location of their dual records. Storage locations
are determined by whoever is performing the task. For example, records
for audits lead by PDC are being kept by PDC. Various technical review
groups maintain records at different locations depending on who is the
assigned secretary. The following storage locations were identified
during interviews:

DOE (with BDM/SAIC providing dual storage), Germantown
PDC, Oak Ridge and Germantown

PTSO, Richland, Washington

Argomne National Lab, Illinois

Project managers exhibited a lack of understanding as to what a quality
record is (see SPP 7.0l1, Section 4) and who creates a quality record. One
project manager said that a controlled set of SPPs was a quality record.
When reviewing the Quality Record Index, one Project manager accepted
responsibility for various categories of records listed, but could not
provide examples of project records that fell into these categories.

The Quality Record Index, Revision 1 was prepared and approved according
to SPP 7.01 Section 5.a. However, inspection of files revealed that the
index did not coincide with file folders in the cabinet. For example,
files for categories 5720.31.401 through 5720.31.408, as 1listed on the
index, were not present in the cabinet. 1In several cases the file folders
reflected additional subcategories not specified on the index.



HQ-SR-91-016 SURVEILLANCE REPORT Page 4

2.3

2.3.1

2.3.2

The project managers stated that the EM-343 quality records file contained
quality records. The surveillance team determined that the files did not
contain quality records as described in SPP 7.01, Section 4. Furthermore,
documents in the files had not been processed in accordance with SPP 7.01
and the applicable work implementing SPPs. The quality records file did
contain documents that could be part of potential quality record packages
as listed on the Quality Records Index, but the files also included
documents that have no potential quality record value. For example, the
file category 5720.31.411.01 identified on the Quality Records Index for
Technical Review Documentation generated by SPP 4.1l contained only a list
of the WCP and WQR document titles. (See Attachment III for additional

examples.)

None of the documents in the file were accompanied by Quality Record
Verification Sheets (QRVS) required by the SPP for preparation and
transmittal of quality records (SPP 7.01, Section 5.b.8 and Section
5.c¢.5). 1In addition, there was no evidence of a Quality Records Inventory
List and Receipt having been completed (SPP 7.01, Section 5.c.l). The
Inventory List and Receipt along with the QRVS is required for imspection
and verification that the documents received for the quality record files
are complete and acceptable (SPP 7.01 Section 5.c.4).

No Quality Records Log was found in the file and what should be found in
the files could not be established. The Quality Records Log must be
completed upon receipt of a quality record (SPP 7.02, Section 5.d.5) and
is the mechanism by which the total inventory of quality records in
storage is identified and controlled.

The secretary had the key to the quality records file and kept it locked.
The secretary stated that only project managers were authorized or could
authorize access to the files. There was no written authorized access
list for the EM-343 quality records file (SPP 7.02, Section 5.d.8).

BDM/SAIC

The surveillance team interviewed the BDM/SAIC staff member who provided
support in the quality records area as the quality assurance specialist
and quality records coordinator. The team examined BDM/SAIC files
identified as secondary dual storage for EM-343's quality records file.

The following was found at BDM/SAIC:

There was no formal control of the EM-343 dual storage location. The
staff member indicated that there was no established method for transfer
and receipt of quality records between the two storage files. The Quality
Records log illustrated in SPP 7.02, Attachment B includes a section for
recording information about the transfer of quality records to dual
storage, but again, no inventory or log was found (SPP 7.01, Section 5.c.&
and SPP 7.02, Section 5.d.5).
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b. The quality records file in the BDM/SAIC office was kept locked and the
staff member had the key. No controlled access list was available (SPP
7.02, Section 5.4.8).

c. The quality records file contained folders identical to the EM-343 quality
records file, but when asked to produce certain documents, six of the ten
file folders retrieved did not contain the same information that was found
in the EM-343 file. For example, file folders for numbers 5720.31.411.01
through 5720.31.411.04 were empty. Upon indicating these deficiencies,
the staff member was able to retrieve copies of the requested documents
elsewhere in the BDM/SAIC offices.

d. Files did not contain any BDM/SAIC records on training. The staff member
stated that training records are kept by BDM/SAIC but they have not yet
been entered into the EM-343 files. Also, the staff member stated that
dual storage existed for the training records because one set of training
records was kept in the "official® BDM/SAIC file and another by a
secretary. The staff member stated that BDM/SAIC is required to comply
with the SPPs.

e. The staff member stated that he has not implemented SPP 7.01 because
BDM/SAIC has not yet been given responsibility for generating quality
records. However, the surveillance team noted that BDM/SAIC staff has
conducted EM-343 QA Program orientation classes that should have resulted
\_/ in quality records required by SPP 3.02, Preparation and Conduct of
Training, Indoctrination, and Orientation.

2.4 pC

2.4.1 The surveillance team interviewed the PDC Quality Records Administrator
and examined the contents of the quality records files at PDC-Germantown
office. These quality record files were represented to the surveillance
team as secondary dual storage for quality records files maintained at the
PDC Oak Ridge office. The team was informed that this file contained the
only completed quality records maintained by EM-343,

The team also reviewed a PDC Memorandum dated 7/9/91 from John Knightly to Paul
Evans re: Transmittal of Quality Records Documents to Washington Office.
Attachments were identified as: 1) a Quality Records Index, 2) Quality Records
as listed on the index, and 3) a list of individuals authorized access to the
quality record file. A Quality Records Inventory List and Receipt from J.C.
Standifer to Quality Records Coordinator dated 7/9/91 was also included as an
attachment.

/
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2.4.2

The following results were found:

PDC-Germantown office files, identified as containing quality records, did
not contain total quality records packages as required by the appropriate
SPP and described in SPP 7.01. PDC did not follow the SPPs when
processing records.

The Quality Record Index attached to a memo by PDC’'s Mr. Knightly memo was
not the same as the Quality Record Index identified in SPP 7.0l that had
been prepared by EM-343. The PDC Index was actually used to identify
individual documents in the file. PDC did not use the Quality Records log
format illustrated in SPP 7.02, Attachment B, and its Index did not
contain all the information required by the SPP.

PDC-Germantown office quality records were not assigned a subject file
nunber and were not filed according to the EM-established indexing system.

Quality record number 46, vhich had been sent by the PDC-Oak Ridge office
to the PDC-Germantown office, was missing all even-numbered pages. The
Quality Records Inventory List and Receipt had been signed off on 7/9/91,
indicating receipt of the documents. A notation on the QRVS indicated
that PDC-Germantown office had identified the problem and that PDC-0ak
Ridge was correcting the problem. However, a month later, the incomplete
document had not yet been replaced.

The files did not contain a completed QRVS for each quality record as
required by SPP 7.01. Omne QRVS had been completed for all 43 SPPs.

QRVSs completed in Oak Ridge did not contain all information requested on
the form, such as author and total number of pages. Also, the QRVS had
been used improperly to make a notation about a deficiency found in the
dual storage copy (see Paragraph 2.4.2.d).

The Records Administrator indicated that the Germantown office file
contained all records that were in the primary file at the PDC-Oak Ridge
office. The team could not verify that the PDC-Germantown office had all
the records contained in the primary files due to the informal nature of
the controls for the two storage systems.

The Manager, Organization Development and Training at the PDC-Oak Ridge
office provided a memo that stated there were no training records
available for the PDC staff because they had received no formal training
on the quality records SPPs. A document attached to the memo indicated
that one file administrator had attended an internal PDC training session
on project file management.

The quality records file was being used to store documents other than
quality records. This condition was corrected during the surveillance.



/
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3.

3.

i. The Records Administrator could not provide a statement or identify in the
procedure criteria for accepting quality records packages.

J. Quality records packages collected by FDC for the development of the SPPs
did not constitute the total quality records packages. SPP 2.01 requires
that the following be prepared as quality records for each SPP: 1) the
implementing SPP, 2) the SPP Coordination log, 3) the SPP Index, and &)
Review/Comment forms for each reviewer of the SPP. However, only copies
of SPPs were in the files. The Records Administrator indicated that other
records that should be in the records packages were kept at the PDC-Oak
Ridge offices.

k. The Records Administrator indicated that though there were specific
procedural requirements, it was acceptable to conduct work to potential
changes to procedures. When the Records Administrator was told about the
incorrect filing of quality records, he indicated that it was not
necessary to correct the file.

0 FINDINGS '
1 Corrective Action Request (CAR)

Based on the information gathered during this surveillance the surveillance team
finds that EM-343 {5 not effectively or adequately implementing SPP 7.01 and SPP
7.02 and, as such, the basic assertion in QAPD Section 17 that EM-343 has
established a "a quality assurance records system for collecting, storing, and
maintaining Vitrification Projects Branch-prepared records®™ cannot be verified.
EM-343 does not have a functioning quality records management systen. This
finding is documented in draft CAR (Corrective Action Request) HQ-SR-91-033. A
copy of the draft CAR is included in Attachment IV of this report. The
conditions adverse to quality that support this finding in the draft CAR were as
follows:

a. The surveillance team did not find one procedurally correct total quality
records package being maintained by or for EM-343., Individual documents
are being maintained, but no quality records representing a total package
as defined by the SPPs was found. An example of this condition is
described in detail in Section 2.4.2.j of this report.

b. The personnel interviewed did not understand the basic concepts of a
quality records management system prescribed by the procedures, including
what a quality record is. Personnel who are performing quality records
managexent activities have not been trained on the implementing procedures
and others had received only orientation training. Ome contractor
employee exhibited a disregard for the need to adhere to approved
procedures.
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3.2

3.2.1

The existing quality records files provide evidence that implementation of
the procedures is ineffective throughout the records process. Specific
deficiencies were identified in:

identification of quality records (incomplete packages)

quality record preparation (no QRVSs or incorrect QRVSs)

receipt control and inspection (no formal transmittals, incomplete

documents)

storage and maintenance (no standard filing system, no comprehensive

logs)

control of dual storage (inconsistencies in BDM‘'s files and informal

transfer controls)

correction handling (incomplete document not replaced)

Adequate protection of quality records is not ensured by the present
storage system. The quality records storage systems that are in place are
being managed in such an informal fashion that the integrity of the files
cannot be verified.

A comprehensive inventory of EM-343 quality records that have been
generated and are being maintained does not exist. Without a set of logs
or indexes to identify records and their storage locations, retrieval of
quality records from the system is not verifiable.

Responsibilities for implementing quality records management activities at
EM-343 are not clearly assigned. A Quality Records Coordinator has not
been assigned to receive, process, and maintain quality records. As a
consequence, while the procedures may exist that describe a records
system, the activities described by the procedure are not being performed.

Observations

Temporary/Dual Storage

The surveillance team is concerned that EM-343 has misinterpreted DOE/RW-0214
QARD requirements (ASME NQA-1, Supplement 17S-1, Part 4) for temporary storage
and dual storage of records. Due to this misinterpretation, EM-343 procedures
describe a quality records management program in a way that is not consistent
with the normal records management processes.

EM-343 needs to rethink its records management system and should consider
revising its entire records management process. The reasons for this
observation follow. SPP 7.02, Section 4 states that

...quality records are accumulated within the HIN Program in a way which
meets the requirements of temporary storage. During temporary storage, a
dual record system is established by requiring the originator to keep a
copy and also forward a copy as directed by the DOE-HIN Program. Quality
records are copied and indexed. The copies and index are then transferred
to a Federal Records Center or a facility that meets the dual facility
requirements within two years of the start of temporary storage...
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First, the DOE/RW-0214 QARD/NQA-l requirement provides for either (a) one ‘
facility for records storage or (b) dual facilities for records storage, each /
with its own set of requirements. EM-343 has stated that dual facility storage |
for quality records is required and has attempted to implement dual storage.
Thus, dual facility quality records storage would satisfy the BW records
management requirement.

Second, temporary storage as addressed in NQA-1 Supplement 17S-1 Paragraph 4.4.3
has nothing to do with the establishment of a single facility or dual facilities
for permanent quality records storage. The NQA-1 temporary storage requirements
are appropriate only for processing or using the records outside of the
established permanent records storage facility or dual facilities. There are
unique requirements for records storage if records are in temporary storage.

Third, a dual record system that requires the originator to maintain a copy of
the quality records package for at least two years logically appears to have a
high probability of failure due to personnel turnover and generally poor
personal record keeping practices. Also, the SPPs in the Section 5 Procedure
sections and the sections addressing quality records preparation do not require
the originator to maintain a copy of the quality records packages much less
maintain a copy for two years.

3.2.2 Lack of Coordination/Centralization

EM-343 records activities are currently being implemented by each organization
that generates documents identified to become quality records. No one
organization has been assigned to collect and maintain records. The activities
observed were performed to some extent according to the SPPg, but there is no
evidence of consistency or integration among the various locations and little
oversight from DOE HQ in this area. There is no mechanisa by which to identify
what records have been completed by whom and where they may be found. Because
storage locations are scattered, there is no focal point for retrieval of
quality records.

3.2.3 Training Concerms

Only orientation training for SPP 7.0l and SPP 7.02 was provided to the EM-343
staff and some direct-support contractors while other direct-support comtractors
had not received any training on the procedures but were still implementing the
procedural requirements. The poor procedural implementation effectiveness found
during the surveillance raises concerns that the training given was inadequate
or ineffective or both. Also, the fact that some personnel were performing work
without training in the appropriate procedures raises further concerns regarding
the effectiveness of the EM-343 training program and quality assurance program.
This area is outside of the scope of this surveillance and was not further
pursued. However, these findings have been provided to the audit team members
who are performing the review of EM-343's training program during Audit HQ-91-
003 to be performed during the final week of August 1991.
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3.2.4 lack of Control of Dual Storage

EM-343 has established that quality records will be stored using dual. storage.
SPP 7.01 and SPP 7.02 do not directly address how records are to be controlled
between the two storage places though tools that could be used for controlling
quality records at the two facilities are provided for in the procedures. Also,
the procedures do not address if each storage place is an independent facility
for processing quality records or if one place is to be designated the primary
facility for the handling of all initial quality record packages while the
second place is only a storage facility for the backup of quality records
packages. The lack of formal controls for the handling of records between the
dual storage facilities is a major concern as the surveillance team has found
that the EM-343 dual storage facilities reviewed do not represent dual storage
for the quality records.

3.2.5 Turnover of Records to RW or A Local Records Center

The records management procedures currently defined by EM-343 do not address the
identification, packaging, and transfer to RW of quality records packages.

There is no specific method defined in the current procedures for EM-343 to
provide permanent storage of those quality records identified as lifetime, or a
plan for how EM-343 will collect, prepare, and turn over those records to the RW
records system in accordance with the established requirements. Another issue
is the need to consider the establishment of an EM local records center that
meets the requirements of DOE/RW-0194, Records Management Policies and
Requirements.

4.0 ATTACHMENTS

Attachment I - List of Requirements Documents

Attachment II - Attendance Record

Attachment III - Contents of EM-343 Identified Quality Records Files
Attachment IV- Draft Corrective Action Request HQ-SR-91-033
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ATTACHMENT I
REQUIREMENTS DOCUMENTS

The surveillance team used the following documents in preparing for and conducting
Surveillance HQ-SR-91-011: ,;_ -

DOE/RW-0214,Quality Assurance Requirements Document, Revision &
DOE/EM/W0/02, Quality Assurance Program Description for High-level Waste Form
Development and Qualification, Revigion 0

SPP 3.02, Preparation and Conduct of Training, Indoctrination, and Orientation,
Revision O

SPP 6.01, Official RLW Office Files, Revision 0
SPP 7.01, Preparation, Transfer, and Receipt of Quality Records, Revision 0
SPP 7.02, Quality Records Management, Revision O
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Record Folder
572031
5720.31.301
§720.31.301.01

5720.31.301.02

5720.31.301.03

5720.31.302

5720.31.302.01

5720.31.302.01.01

5720.31.302.01.02

5720.31.302.01.03

5720.31.302.01.04
5720.31.302.01.05

ATTACHMENT 1

ntents of EM-343 Identifi

Application Position (Gold Sheet)
Prep. Maint. of Plans for Pers TI&O
Assessment Plan & Schedule
Needs Assessment Worksheets
Ti&O Plan & Schedule

Prep & Cond. of Pers TIZO

Course Documentation

Atntendance Sheets

Course Critiques

Tests

Critique and Course Summary

Lesson Plans, Handouts and Visual Aids

Records Found in File
None
None
None

Found Warksheets for Hennessey,

Trice, Chacey, Truskett, Guttman,
Mcintosh, Walter, Carnter, Nguyen

Memo and TI1&O Plan & Schedule
for VP Branch Rev. 0, 2-15-91

4 memos (1 was a copy of another)
about when training is to be
conducted

None

QA Orientation (10-15-90; 10-29-
90) HLW 9002 QAMT Orientation
to SPPs (10-16-90; 10-18-90; 12-
12-90)

2 memos/several critiques

One unused copy of the test and §
completed QA orientation tests
(with only one having a name on it)

Nonc_

I Outline (Misc) for HLW
QAMT

EM-343 QA Orientation
Course - 03.901.024.01
Documentstion on EM-343
QA Orientation Course
Documentation on SPP
Orientation Course

Notes on IV

Leaders Guide for IV

< 4 B R



Record Folder

5720.31.302.02

5720.31.302.02.01

5720.31.302.02.02

5720.31.308
5720.31.305.01
5720.31.305.01.01
5720.31.305.01.02
5720.31.305.01.03
5720.31.305.01.04
5720.31.305.01.05

5720.31.305.01.06
5720.31.305.02

5720.31.305.02.01
5720.31.305.02.02
5720.31.305.02.03
5720.31.305.02.04
5720.31.305.02.05

5720.31.305.02.06

Personnel Training File

Completed copies of TI&O Records
Organizational Plan & Function
Statements

Admin of Pers. Cert & Qual. Records
Pers. Qual. Files (tabbed) Wkg

Resume

Training Documentation

Audit/Surveil. Participation Records
Verif of Education Document

Job Description/Task Qualif.
Requirements

Physical Ability

Pers. Qual. Files (tabbed) Received
Resume

Training Documentation
Audit/Surveil. Participation Records
Verif of Education Document

Job Description/Task Qualif.
Requirements

Physical Ability

Page 2

Contents of EM-343 Identified Quality Records Files (Con't)

Records Found in File

Guttman/Chacey - 1 memo

Trice - Attendance Sheet/l1 memo
Pircarella/Carter - 1 attendance
gheet each
Hennessey - Attendance sheet, ATL
course, Hazardous Waste Cerntificate
Mcintosh, Walter, Curtiss, Nguyen,
Walton, Allison, Sands,

BDM Training Status Repont for
EM-343 dated 42691

None

None
None
None
None
None
None

None

None
None
None
None
None
None

None

None



Record Folder

5720.31.411

5720.31.411.01

5720.31.411.02

5720.31.411.03

5720.31.411.04

5720.31.412

5720.31.412.01
5720.31.412.01.01

5720.31.413

5720.31.413.01

5720.31.601
5720.31.601.01
5720.31.601.02

TRG and Technical Documents (TRGS);
WCP; WQR Waste Acceptance
Documents

Waste Documents (DWPF,
HWVP, WVDP) (WCP&WQR)

Safety Analysis Reports (PSAR/FSAR)
(DWPF/HWVP/WVDP)

S/U Readiness Review Team (SRRT)
(DWFF)

QA Activities (DWPF/HWVP/WVDP)

Review of Program Execution Guidance
Document

Review File for Each Document
DWPF

Participation in Evaluation Activities
led by External Organization

External Evaluation Participation
Records

Official HLW Office Files
File List
Holding File for Docs 1o be Filed

Page 3

Contents of EM-343 Identified Quality Records Files (Con't) -

Records Found in File

List of addresses and mumbers for
WQR TRG members

DWPF list of WCP and WQR #1,
2, 3, 4 & 10 document titles, Rev.
numbers, and File mumbers; and
WVDP list of WCP and WQR #1,
2, 3 document titles, Rev. No., and
File mumbers

Sheet/List of:
1) DWPF FSAR Rev. 2
2) HWVPPSAR Rev. B
3) STS SAR
Draft WVDP SMWS
Addendum

Copy of S/U Readiness Review
Team File Classification System
Copy of a list of existing QA
manual documents and audit/surveil
file with file numbers

Numerous PEGD and memos

None

None

None

1) Audit 91-15-03-1012

2) Draft S/U Strategy Doc OPS-
DPK-90-0013

3) 90-15-03-1006

Index to Project Files 5/1391

None

None



Record Folder

5720.31.602
5720.31.602.01
5720.31.603
5720.31.603.01

5720.31.603.02
5720.31.604
5720.31.604.01

5720.31.604.02
5720.31.605

5720.31.605.01

5720.31.605.02

5720.31.605.03
5720.31.701

5720.31.701.01
5720.31.701.01.01
5720.31.701.01.02

5720.31.701.01.03

Page 4

Contents of EM-343 Identified Quality Records Files (Con't)

Preparation of Correspondence
Reading File

Incoming Mail

Incoming Mail Rouing md Handlng

Incoming Mail Log
Commitment Control
Commitment Log

Status of Commitmment
Controlled Documents

Conrtrolled Document Master List

C.D. Acknowledgment Receipts

CD. File

Preparation, Trans, Receipt of Quality
Records

QR Index

Records Classification

PM Approval
Current Original

Records Found in File
None
None
None

None

None
None

Commitment Summary Log for 1,
4, 5-891

None

None

Controlled Documents Master
Listings 1/3/91 Chacey, Guttman,
Walter, McIntosh, Trice

CDML 7/29/91 Olenna Tuskett plus
a dist. list with S other names.
None

None

None

Rev. O/Rev. 1
None
None

None



Record Folder
572Q.31.701.01.04
§720.31.701.01.05
5720.31.701.02.01
5720.31.701.02.01.01
5720.31.701.02.01.02
5720.31.701.02.01.03

5720.31.701.02.01.04

5720.31.701.02.01.05
5720.31.701.02.02

5720.31.701.02.02.01
5720.31.701.02.02.02
5720.31.701.02.02.03

5720.31.701.02.02.04

5720.31.701.02.02.05
5720.31.702
5720.31.702.01
5720.31.702.01.01
5720.31.702.01.02
5720.31.702.01.03
5720.31.702.02

Transmittals

Q Records File-1

Q Record Verification Sheet
Q Record Inventory List

Q Record Original

Unacceptable Records

Correspondence
Q Reconds Correction Correspondence

Return

Q Reconds File-2

Q Record Verification Sheet

Q Record Inventory List

Q Record Original

Return

Unacceptable Records

Correspondence

Q Records Correction Cormrespondence
Q Records Management

RIDS

QAS Concurrence

PM Approval

EM-343 Records Officer Approval

Overall Filing System

Page S

Contents of EM-343 Identified Quality Records Files (Con't)

Records Found in File
None

None

None

1 blank QRVS Form/Sheet
1 blank QRIL Form/Sheet
None

None

None
None
1 blank QRVS Form/Sheet
1 blank QRIL Form/Sheet
None

None

None
None
None
None
None
None

SPP Filing List and memo from J.
Hennessey that includes the list



Contents of EM-343 Identified Quality Records Files (Con't)

Records Found in File

Record Folder

5720.31.702.03 Disposition Instructions for Non-Record  None

Material

§720.31.702.03.01 PM Concurrence None
5720.31.702.04 None
5720.31.702.04.01 None
§720.31.702.05 . None
5720.31.702.06 None
5720.31.702.07 None
5720.31.702.08 ; None °
5720.31.702.09 None
5720.31.702.10 Authorized Records Access List None
5720.31.702.11 None
5720.31.702.12 None
5720.31.702.13 None
5720.31.702.14 ) None
5720.31.702.15 None
5§720.31.702.16 None
5720.31.702.17 None

5720.31.802 None



Al AN LAY

“CARNO. HOER-01.033
e, ' F OFFICE OF CIVILIAN DATE:
3 Y3 iU :'a RADIOACTIVE WASTE MANAGEMENT SHEET 1 OF 2
E :ﬁ ﬁ U.S. DEPARTMENT OF ENERGY QA
WASHINGTON, D.C. WBS NO.: _eo07

CORRECTIVE ACTION REQUEST

' Controling Document ? Reiated Report No.
DOE/EM/WO2, Rev. 0, 10/09/80, Quality Assurance Program Description HQ-SR-91-016
Responsibie Organizaton * Discussed With
EM-343 Ken Chacey
™ Response Due T Responsiilty for Corrective Action ¥ Stop Work Order Y or N
* Requirement:

DOE/EMWO/2, Rev. 0 states that EM-343 has established a “quality records system for coliecting,
storing, and maintaining Vitrification Projects Branch-prepared records.”

¢ Adverse Condrton:

A Vitrification Projects Branch quality records system has not been established and implemented and
objective evidence doss not exist that an effective quality records system has besen implemented far or by
any contractor that is required to comply with Procedures SPP 7.01 and SPP 7.02.

This finding is based on the foliowing objective evidencs:

1. Not one total quality records package mesting all requirements of SPP 7.01 and
SPP 7.02 was found during the surveilance of EM-343 and two direct-support
contractors (BDM/SAIC and PDC).
(continued on following page)

" Recommended Acton(s):

1) Evaluate the current status of the quality records system for EM-343 and its direct-support contractors and
dstermine I one records center with dual storagse is implementable. ¥ 3o, centralize the handling of quality

records by assigning the responsibility to a specific person or group. {continued on following pags)
% Initiator Date: |°® Severity Level - % Approved by Date:
102030
Craig Walenga 8/20/31 OQA

- ¥ Varfication of Corrective Action:

'* Corrective Action Completed and Acceptad: ‘7 Closure Approved By:
QAR Date OQA

REV. 1090A



CAR NO. HO-8B-01.033
OFFICE OF CIVILIAN DATE:
RADIOACTIVE WASTE MANAGEMENT SHEET. 2 OF 2
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST -~ -,

(continuation sheet)

¢ Adverse Condition: (continued)

2) Implementation of SPP 7.01 and SPP 7.02 was elther nct apparent or inadequate for every
procedural requirement excspt for development of a Quality Records index.

3) Some support contractors had not been trained on the implementation of SPP 7.01 and SPP
7.02. The only training given to EM-343 staff and some support contractors was “orientation
training® on SPPs. The inadequate implementation of SPP 7.01 and 7.02 indicate that this
training was insufficient or inadequate or both. In one case, an untrained contractor smpioyes,
Wnaponsbhformomnqwty' records, stated that procedurss did not have 1o be

4) Project managers could not provide a list or a sat of ksts that identified the quality records that
exist for EM-343 nor could they identify how the dual storage system was implemented for any
specific contractor.

5) The dual storage record systems for EM-343/BDM-SAIC and for PDC were so informally
controlied that the duplicity of records between individual storage areas was unverifiable.

6) Specific responsibility for the implementation of the records management program had not been
assigned by EM-343,

7 Recommaended Action(s): (continued)

2) Once the specific quality records system has been established, develop functional training for
implementing the systsm. Ensurs that all direct-support contractors and EM-343 staff are
trained in accordance with the quality records system requirements.

3) Establish an audit and surveillance schedule that overviews the impiementation of the quality
records system on a quarterly basis for the naxt twelve months or until effective implementation
of the program can be verified.

4) dently the cause of the condition adverss to quality and determine the actions necsssary to
prevent recurrencs.

REV. 1090



Audit 92EA-VP-AU-001

N Checklist Table of Contents

CRITERION 1: ORGANIZATION
l.a General:

Opinions and Allegations:

l.c SPP 5.03 - Stop Work Orders:

1.d Requirements of Field Offices:

\_“/ CRITERION 2: QUALITY ASSURANCE PROGRAM

2.a General:

2.b Independence of Personnel Performing

Verification Activities:

2.c Planning:

2.d SPP _ 4.01 - Planning and Scheduling of
] . 1 ¢ Activities:

2.e Indoctrination and Training - General
(including SPPs 3.01, 3.02, and 3.05):

2.f SPP 3.03 - Oualification of OA Audit Personnel:

2.9 QAP-EM-1-2.1 - Qualification and Certification
of EM Audit and Appraisal Personnel:

2.h SPP 3.04 - Documentation of Surveillance
Personnel Qualifications:

PSS

PSS

PSS



2.1 SPP 3.05 - Admini . c 1 certific—

ation, Qualification,-and Training Records: WMM

2.7 SPP 8.02 - Annual Assessment of the OA Program WMM
2.k SPP 8.03 - OA Progqram Progress and Status Reports: WMM
2.1 overview and Requirements of Field Offices: WMM
2.m SPP 2,01 - Standard Practice Procedures: GSB
2.n SPP_2.03 - OQOuality Assurance Program Description: GSB

2.0 SPP 4.04 -~ Adminstration and Conduct

of Surveillance: PSS
2.p EM-343 OAPD Section 2.1.4 — Graded OA Program: GSB

CRITERION 3: DESIGN CONTROL

. ,3.a Section 3 of the EM QAPD: GSB
A
3.b SPP 4,08 - Administratijon and Conduct
of Peer Reviews: GSB

3.c SPP _4.15 - Administration and Performance
of Technical Reviews: GSB

CRITERION 4: PROCUREMENT DOCUMENT CONTROL
4.a Section 4 of the EM OAPD: PSS

4.b SPP 4.12 - Quality Assurance Input to the
Program Execution Guidance Documents: PSS



CRITERION 5: INSTRUCTIONS, PROCEDURES, AND DRAWINGS

5.a Section 5 of the EM OAPD:

CRITERION 6: DOCUMENT CONTROL

6.a Section 6 of the EM OAPD:

6.b SPP 6.05 - Controlled Documents:

CRITERION 7: CONTROL OF PURCHASED ITEMS AND SERVICES

\ . 7.a Section 7 of the EM OQAPD:
NS

CRITERION 15: CONTROL OF NONCONFORMING ITEMS

15.aSection 15 of the EM OAPD:

15.bSPP_5.01 - Deviations and Corrective Actions
(addressed in Criterion 16, below; the

checklist will not be repeated here)

GSB

GSB

GSB

PSS

CRM



&xz/CRITERION 16: CORRECTIVE ACTION

l6.aSection 16 of the EM OAPD: CRM

16.bSPP 5.01 - Deviations and Corrective Actions: CRM

16.cSPP 5.07 - Evaluation and Assessment Commitment

Tracking and Reporting System: CRM
16.dSPP_10.01 ~ Analysis of Adverse Quality Trends: CRM

CRITERION 17: QUALITY ASSURANCE RECORDS

17.aSection 17 of the EM OAPD: CRM
17.bSPP_7.01 - Preparation, Transfer, and

. - ouality F s CRM

- 17.cSPP_7.02 - Quality Records Management: CRM

CRITERION 18: AUDITS

18.aSection 18 of the EM QAPD: PSS

18.bSPP 4.02 — Administration and Conduct
of Quality Assurance BAudits: PSS

18.cSPP 4.13 - Observation of Evaluation Activities
Led by External Organizations: PSS




Audit 92EA-VP-AU-001

Checklist Table of Contents

CRITERION 1l: ORGANIZATION
l1.a General:

Opinions and Allegations:

l.c SPP 5.03 - Stop Work Orders:

1.d Requirements of Field Offices:
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= Quality Assurance Audit Checklist '
(Cover Page)
Auditl.D.No: gy B A-VP-AU-001 | A EM.-343 Vitrification Projects Division Quality Assurance Program o Page 1 Ot 7
Organization Evaluated: Audit Subject: Prepared By: Au ader Date:
DOE EM-343 VPD Criterion 1 T. Colandrea Q‘\K >/} 7/ 92
jon: . . . QA Pregram Manager Dats’
Datofs) Of Evaluation July 20-24, 1992 Type Of Aud QA Program Effectiveness Ap, vad(?znwayx’(, ﬁ\,&w&‘, ;79//1 .
Attribute / tom/ Question Reference(s) Description Of Adtivities & ltqms/Examined, Objective EQence 22;";:? l\;g::l':;
No. Description (Requirement) Evaluated, and Persons Contacted Usw:at' Date
CRITERION 1: ORGANIZATION
l.a General:
1. |PerSect. 1 of the EM-343 QAPD, the 10/30/91 MOA EM-343 QAPD, Rev. 1,

states that RW-3 will interface directly with the Director,
EM-343, for planning and coordinating the High-Level
Waste QA Program, The MOA, per Para. 1.1.4 provides
for coordination of resolution of nonconformances to
RW requirements or resolution of quality problems.
Examine the MOA and discuss this aspect of the QA
Program with the involved managers to determine if
adequate provisions for resolution of disagreements are
provided.

EM/W0/02, Section 1
and Para. 1.1.4

6/22/92
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T Quality Assurance Audit Checklist

(Continuation Page)

PR

la

Audtl.D.No: gapA.VP-AU-001 | AvdtArea: EMN.343 Vitrification Projects Division Quality Assurance Program Page2 Of7
i Results .
Attribute / Item / Question Reference(s) Description Of Activities & ltems Examined, Objective Evidence S=Sat. Ixem’;f":'}
No. Description (Requirement) Evaluated, and Persons Contacted U,:?Asat_ Date

2. |Determine the extent to which the functional responsi- |EM-343 QAPD, Rev. 1,
bilities and levels of authority of the Program Managers |EM/WO/02, Section 1

are documented as required by BR-1 of NQA-1, which is
invoked by RW-0214,

6/22/92




( 4

A Quality Assurance Audit Checklist

C

(Continuation Page) l.a
Audtl.D.No: 9o A-VP-AU-001 | AudtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page3 Of7
: Results ;
Mtriowte / ftam / Question Referencef(s) Description Of Ativities & Items Examined, Objective Evidence Sasat, | Verifler
. n
No. Description (Requirement) Evaluated, and Persons Contacted Uzg?:at' Date
3. |Para. 1.1.4 of the EM-343 QAPD notes that the QA EM-343 QAPD, Rev. 1,

Program Manager (a) assists and serves as a staff advisor [EM/WO/02, Para. 1.1.4
for determining the QA controls to be applied and

(b) manages the QA Program. Verify that these state-
ments do not conflict and that the QA Program Manager
serves both as a staff advisor and also fills the "QA
management position” as specified in RW-0214.

6/22/92
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Quality Assurance Audit Checklist
(Continuation Page) la
Audtl.D.No: gaFA.VP-AU-001 | AudtArea: EM.343 Vitrification Projects Division Quality Assurance Program Paged Of7
Attribute / Item / Quastion . . - Results |,
Reference(s) Description Of Activities & ltems Examined, Objective Evidence S=Sat, lngi alI:r/
No. Description (Requirement) Evaluated, and Persons Contacted U=L|\.:7:at. Date

4, |Through discussions with the QA Program Manager and |EM-343 QAPD, Rev. 1,
review of his PD, verify that the QA Program Manager |EM/WO/02, Para. 1.1.4
has no other duties or responsibilities that could compro-
mise the independence required in managing the EM-343
QA Program.

6/22/92
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Quality Assurance Audit Checklist
(Continuation Page) la
Auditl.D.No.: ga3EA.VP-AU-001 | AudtArea: EM-343 Vitrification Projects Division Quality Assurance Program Page5 Of7
: Result .
Attribute/ ftem / Question Reference(s) Description Of Activities & Items Examined, Objective Evidence iy l"z;‘afl':fl
n
No. Description (Requirement) Evaluated, and Persons Contacted U=:7Asat' Dato
5. |Para. 1.4 of the QAPD states that the QA Program EM-343 QAPD, Rev. 1,

Manager has access to senior management to identify
and resolve unresolved quality concems. Evaluate the
extent to which the QA Program Manager has such
access. Determine the extent to which this authority has
been documented in implementing procedures. Does this
documented authority include access to "senior manage-
ment and management at the next higher program
organizational level" as required by RW-0214, Para.
1.1.f? Determine whether the QA Program Manager has
had to use this access to resolve quality concerns and
evaluate the effectiveness of the established provisions.

EM/WO0/02, Para. 1.1.4

6/22/92




(.

()

-

Quality Assurance Audit Checklist

(Continuation Page) la
Auditl.D.No: 9IFA.VP-AU-001 | AudtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page6 Of 7
. Results o
Atrbuta / tom/ Question Referonce(s) Description Of Activities & ltems Examined, Objective Evidence s=sar, | Jorifer
No. Description (Requirement) Evaluated, and Persons Contacted U=:;,Asat_ Date
6. |Bvaluate whether sufficient staffing resources are EM-343 QAPD, Rev. 1,

allocated to the EM-343 QA Program Manager for
carrying out his assigned responsibilities in an effective

manner; including the surveillances, audits, and reviews
to ensure that the QA Programs of the DOE field offices

and their M&O contractor organizations are adequate
and effectively implemented.

EM/WO0/02, Para. 1.1.4

6/22/92
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Quality Assurance Audit Checklist

C

(Continuation Page) la
Audit]. D.No: gIEA.VP-AU-001 | AudtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page7 Of7
Results .
Attribute / item / Question Reference(s) Description Of Activities & Items Examined, Objective Evidence S=Sat. Izem':::;
No. Description (Requirement) Evaluated, and Persons Contacted U=:7:at. Dato
7. | Examine the reporting relationship between the QA EM-343 QAPD, Rev. 1,

Specialists and the QA Program Manager versus the
management direction from the individual Program
Managers to the Specialists. Although Fig. 1.3 shows
the QA Specialists under the Program Managers, both
Fig. 1.3 and Para, 1,1.4 indicate they receive direction
not from their assigned Program Managers but from the
QA Program Manager. Evaluate the effectiveness of this
relationship. Many of the EM-343 SPPs assign specific
responsibilities to a QA Specialist without specifying
which specialist. Determine how the individual QA
Specialists know which specialist is assigned the
responsibility for a specific SPP and evalnate the
effectiveness of this arrangement.

EM/WO0/02, Fig. 1.3 and
Para. 1.1.4

6/22/92
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Quality Assurance Audit Checklist

(Cover Page)
Audtl.D.No: g pA-VP-AU-001 | AA® EM-343 Vitrification Projects Division Quality Assurance Program Page 1 Of 5
Organization Evaluated: Audit Subject; Prepared By: m Leader Date:
DOE EM-343 VPD Criterion 1 T. Colandrea(—] 2/17/%%
Date(s) Of Evaluation: Typo Of Audit: . ed B ram Manager
atefs) Of Bvaluation July 20-24, 1992 PP % QA Program Effectiveness Aﬁp""f" anway ( A\t R VPR a&%) e
i Results | ,, .
Attribute/ tem / Question Reference(s) Description Of Activities & lhsm) Examined, Objective Eyidence sissuag_ V'e.nﬁer
No. Description (Requirement) Evaluated, and Persons Contacted UsUnsat. Inglaatl:/
NA
1.b SPP 10.03 - Differing Staff Opinions and
Allegations:
1. |If there are any, review* the completed "Employee EM-343 QAPD, Rev. 1,

Differing Staff Opinion/Allegation Form" to verify that
the procedure established in SPP 10.03 is effective in
handling disputes, allegations and conemns without fear

of reprisal to the concemed individual,

* To maintain proper confidentiality, it may be
necessary for EM-343 to mask off any indication as
to who the "concemed individual" is prior to review

of the form(s) by the audit team,

EM/WO0/02, Para. 1.3
and 1.4, SPP 10.03, Rev.
1, Section 3.a.

6/22/92
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Quality Assurance Audit Checklist

(Continuation Page) 1.b
Audit]. D.No: gIEA.VP-AU-001 | AudtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page 2 Of 5
Results .
Attribute/ ltem / Question Referanca(s) Description Of Activities & items Examined, Objective Evidence S=Sat. m’:::'}
No. Description (Requirement) Evaluated, and Persons Contacted U,:?:at_ Date
2. |Para. 1.4 of the QAPD states that each allegation EM-343 QAPD, Rev. 1,

concerning inadequate quality will

procedure,

personnel who are independent of the affected activity. |and SPP 10.03, Rev. 1
Since this provision has apparently not been incorporated
into SPP 10.03, determine whether it has been
incorporated into any other EM-343 implementing

be investigated by EM/WO/02, Para. 1.4

6/22/92
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Quality Assurance Audit Checklist

~.

(Continuation Page) Lb
Audt]. D.No: gaEA.VP-AU-001 | AuditArea: EM.343 Vitrification Projects Division Quality Assurance Program Page 3 Of §
. Results .
Attribute / Item / Question Referance(s) Description Of Activities & Items Examined, Objective Evidence ssat, | Voriler
No. Description (Requirement) Evaluated, and Persons Contacted U=L'$:at. Date

Determine why, if the completed "Employee Differing
Staff Opinion/Allegation Form" is considered significant
enough to be maintained in the quality records system
per SPP 10.03, the EM-343 Division Director is not
required to review or even receive a copy of the com-
pleted form [i.e., he only receives the form if the
originator of the form is unhappy with the Program
Manager's proposed resolution...Section 4.b.(5)].

SPP 10.03, Rev. 1,
Section 4.c.

6/22/92
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Quality Assurance Audit Checklist

(.

(Continuation Page) 1.b
Audit]. D.No.: g9EA-VP-AU-001 | AvdtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page 4 Of 5
. Results .
Attribute/ tem / Question Reference(s) Description Of Activities & ltems Examined, Objective Evidence S=Sat. IV ﬁnf 'ierl
. C » nriais
No. Description {Requirement) Evaluated, and Persons Contacted u w:at' Dato
4. | Check whether a conflict exists between Para. 1.3 of the | EM-343 QAPD, Rev. 1,

QAPD, which requires that differences of opinion
involving QA matters be brought to the Director, EM-
343, for resolution, and SPP 10.03, which requires that
differing opinions (including those relating to QA
matters) be documented and submitted to his or her
manager for resolution. For those cases where the matter
is resolved between the concemed individual and the
Program Manager, the Division Director is not even
informed, per Section 4.b.(4) of SPP 10.03.

EM/WO0/02, Para. 1.3,
SPP 10.03, Rev. 1
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(Continuation Page) 1b
Auditl.D.No: 99 A.VP-AU-001 | AvdtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page 5 Of 5
Results -
Attribute / ltom / Question Referance(s) Description Of Activities & ltems Examined, Objective Evidence S=Sat. lvi'"afl':‘;
. n
No. Description (Requirement) Evaluated, and Persons Contacted U,:?Asat Dato
5. |Evaluate whether SPP 10.03 is adequate to cover the SPP 10.03, Rev. 1

situations when the concerned individual is a program
manager in EM-343. Also check to determine who
processes the records generated per SPP 10.03 when the

concemed individual works for the Systems Engineering

Program Manager, who doesn't appear to have an
assigned QA Specialist.
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AudtL.D.No: gom s . VP.AU-001 | 'A% EM-343 Vitrification Projects Division Quality Assurance Program Page 1 Of 4
Organization Evaluated: Audit Subject: Prepared By: Au ader Date:
DOE EM-343 VPD Criterion 1 T. Colandrea@( 7/7/;‘2
Date(s) Of Evaluation: Type Of Audit: \ ed By: QA Pyogram Manager
atols) Of Eveluation:  July 20-24, 1992 P AYE QA Program Effectiveness ATOTV Conway ~} \ . Dar[ i1 /‘-f 7.
Results [ ..
Attribute/ ltem / Question Reference(s) Description Of Activities & le) Examined, Objective Evk‘e>ce Susat Verifter
. i Evaluated, and Contacted . .
No. Description (Requirement) valuated, and Persons Conta U-:Ziat. Dato
1.c SPP 5.03 - Stop Work Orders:
1. |Review the Stop Work Orders and Stop Work Order EM-343 QAPD, Rev. 1,

Releases, if any, that have been issued or processed EM/WO0/02, Para, 1.5
during the past 12 months in accordance with SPP 5.03 [and SPP 5.03, Rev. 1
and the associated Deviation and Corrective Action
Report to determine whether (a) the information speci-
fied in Attachment B and C of SPP 5.03 were provided,
and (b) the procedures have been effective in stopping
work and lifting stop work orders, when necessary, and
exactly defining the work being stopped.
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(Continuation Page) 1.c
Auditl.D.No: gapA.VP.AU-001 | AudtArea: EN.343 Vitrification Projects Division Quality Assurance Program Page 2 Of 4
. Results o
Atribute / ltem / Question Reference(s) Description Of Adiivities & tems Examined, Objective Evidence s-sat, | Jorfer
No. Description {Requirement) Evaluated, and Persons Contacted U___:?Asat_ Date
2. |Para. 1.5 of the QAPD requires that the stop work EM-343 QAPD, Rev. 1,
process be delineated in approved procedures which EM/WO/02, Para. 1.5
include, among other items, the criteria for stopping and SPP 5.03, Rev. 1

work and for lifting stop work orders/requests. Deter-
mine the extent to which such criteria are adequately
provided in the implementing procedure (SPP 5.03) and,
when such criteria are met, the stop work process is

required to be initiated.
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(Continuation Page) |
Auditl.D.No: g9fA VP-AU-001 | AudtArea: EM.343 Vitrification Projects Division Quality Assurance Program Page 3 Of 4
. Result -
Attribute / tom / Question Reference(s) Description Of Activities & ltems Examined, Objective Evidence Sosat, | Verifer
No. Description : (Requirement) Evaluated, and Persons Contacted U=|_'$:a\_ '"g';':/
3. |Section 4.a.(2)(a) of SPP 5.03 states that the QA Pro- SPP 5.03, Revision 1,
gram Manager "verbally notifies the Director and obtains |Section 4.a.(2)(a)
his verbal concurrence that stop work should be issued.” |SPP 5.03, Revision 1,
(emphasis added) ASME NQA-1-1989 Edition states | Section 4.a.(3)

that the QA organization "shall have gufficient authority,
access to work areas, and organizational freedom to....
(4) assure that further processing, delivery, installation,
or use is controlled until proper disposition of a noncon-
formance, deficiency, or unsatisfactory condition has
occurred.” (emphasis added) Determine if the QA
Program Manager has "sufficient authority" to stop work
if he must first obtain the concurrence of the Director
before doing so. What recourse does the QA Program
Manager have if the Director does not concur in the stop
work or refuses to sign the Stop Work Order?
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l.c
Auditl. D. No: gIFA.VP-AU-001 | AudtArea: EMN.343 Vitrification Projects Division Quality Assurance Program Page 4 Of 4
. Results -
Attribute / ftem / Question Referenco(s) Description Of Activities & ltems Examined, Objective Evidence S=Sat. Im’;‘:‘;
No. Description (Requirement) Evaluated, and Persons Contacted U=lr‘.:;1:at. Date
4. |Check whether the QA specialist responsible for process- | SPP 5.03, Rev. 1

ing the Stop Work records is adequately identified in

SPP 5.03.
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Auditl.D.No: gap s VP.AU-001 | A4 EM-343 Vitrification Projects Division Quality Assurance Program Page 1 Of 1
Organization Evaluated: Audit Subject: Prepared By: Loader Date
DOE EM-343 YPD Criterion 1 T Colandrea (A 2 /9L
Date(s) Of Evaluation: Type Of Audit: . ed B QA Manager
ata(s) Of Evaluation: uly 20-24, 1992 ype " QA Program Effectiveness v C())'nway >\ {. Z@\/LLA °‘I°/ | {47_,
- Results i
Attribute/ Item / Question Reference(s) Description Of Activities & Itets Examined, Objective &denoe stsuat. lV ;lnf;er/
No. Description (Requirement) Evaluated, and Persons Contacted U,w.,:at_ "D :t:
1.d Requirements of Field Offices:
1. |Determine the extent to and manner in which the EM-343 QAPD, Rev. 1,

requirements of the field offices, described in Para. 1.6

of the QAPD, are effectively communicated to the field
offices.

EM/WO0/02, Para. 1.6
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