U.S. NUCLEAR REGULATORY COMMISSION
OBSERVATION AUDIT REPORT NO. 99-07
OF THE YUCCA MOUNTAIN QUALITY ASSURANCE DIVISION
AUDIT OCRWM-ARC-99-015
OF THE
CIVILIAN RADIOACTIVE WASTE MANAGEMENT SYSTEM
HEADQUARTERS IN WASHINGTON, DC

10/0? S/99
Larry C Campbell
High-Level Waste and Performance
Assessment Branch
Division of Waste Management

viewed and Approved by:

N. King Stablein
High-Level Waste and Performance
Assessment Branch
Division of Waste Management

Enclosure

1.0

INTRODUCTION

A representative from the U.S. Nuclear Regulatory Commission (NRC) Division of Waste
Management Quality Assurance (QA) staff observed the U.S. Department of Energy (DOE),
Office of Civilian Radioactive Waste Management (OCRWM), Office of Quality Assurance
(OQA), Yucca Mountain Quality Assurance Division audit of the OCRWM Headquarters.
The audit, OCRWM-ARC-99-15, was a two-part audit. The first part of the audit was conducted
September 13 through 17,1999, at the OCRWM offices in Las Vegas, NV, and was not
observed by the NRC. The second part of the audit was conducted September 21-23, 1999, in
Washington, D.C., at the OCRWM Headquarters and was observed by the NRC.
The NRC staff objective was to gain confidence that the OCRWM Headquarters is properly
implementing the requirements of its QA programs in accordance with OCRWM Quality
Assurance Requirements and Description (QARD), DOE/RW-0333P, Revision 8, and Subpart
G to Part 60 of Title 10 of the Code of Federal Regulations (10 CFR). It is noted that Subpart G
of 10 CFR Part 60 requires compliance with the QA requirements contained in Appendix B to
10 CFR Part 50.
This report addresses the effectiveness of the OQA audit and the adequacy of implementation
of the QARD controls in the audited areas.
2.0

MANAGEMENT SUMMARY

The NRC staff has determined that OQA Audit OCRWM-ARC-99-015 was useful and effective.
The audit was organized and conducted in a professional manner. Audit team members were
independent of the activities they audited. The audit team appeared to be knowledgeable in the
QA and technical disciplines within the scope of the audit, and its assignments and checklist
items were adequately described in the audit plan.
There were no deficiencies identified during the audit. However, two recommendations were
identified. One recommendation addressed the fact that the "Civilian Radioactive Waste
Management System Waste Acceptance System Requirements" document should be referenced
in Section 1 .C, "Documents Required for Implementation," of the Memorandum of Agreements
between OCRWM and the Department of the Navy. The second recommendation addressed the
fact the OCRWM did not identify or use "Hold Points" and therefore Procedure HLP 2.10, "Hold
Points," should be canceled.
3.0

AUDIT PARTICIPANTS

3.1

NRC
Larry L. Campbell

3.2

QA Observer

Audit Team (for OCRWM Headquarters)
Robert Hartstern
James George

OQA, Las Vegas, NV
OQA, Washington, D.C.

I

Audit Team Leader (In Training)
Lead Auditor

--.............
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4.0

REVIEW OF THE AUDIT AND AUDITED ORGANIZATION

This OQA audit of the OCRWM Headquarters was conducted in accordance with OCRWM QA
Procedure (QAP) 18.2, "Internal Audit Program" and QAP 16.1Q, "Management of Conditions
Adverse to Quality." The NRC staff's observation of this audit was based on the NRC procedure,
"Conduct of Observation Audits," issued October 6, 1989.
The processes and activities audited were contained in checklists. The checklists were
developed based on the management objectives and critical process steps and deliverables
agreed upon with the OCRWM Management and Operating Contractor (M&O) management.
The QARD, OCRWM procedures, and other technical documents were reviewed and used as
background information in the development of the checklist questions used in the assessment of
the process.
4.1

Scope of the Audit

The audit team conducted a limited-scope audit of OCRWM Headquarters activities to determine
if the requirements of the QARD, and its implementing procedures, were being effectively
implemented. Although the scope of the audit included a review of several of the QA elements
contained in the QARD, the NRC representative observed the audit team's evaluation of the
following deliverables and procedure compliance during the conduct of the audit:
Reports
a)

A00000000-00811-1708-00003 (DOE/RW-0406), OCRWM "Civilian Radioactive Waste
Management System Requirements Document (CRD)," Revision 05, dated January 1999

b)

E00000000-00811-1708-00001 (DOE/RW-0351), OCRWM "Civilian Radioactive Waste
Management System Waste Acceptance System Requirements Document (WA-SRD),"
Revision 03, dated April 1999

c)

AOOOOOOOO-0717-0200-00036 (WBS: 9.2.1), Civilian Radioactive Waste Management
System Management and Operating Contractor "Design Basis Waste Stream for Interim
Storage and Repository," Revision 0, dated September 30, 1996

d)

BOOOOOOOO-01 717-5705-0059, Civilian Radioactive Waste Management System
Management and Operating Contractor 'Waste Quantity and Throughput Study Report,"
(WBS: 1.2.1.5), dated August 15, 1997, with TRW Cover Sheet No. MOL.19971210.0628

Procedures
OCRWM Procedure No. HLP-3.1Q, "Preparation of Technical Documents," Revision 1/ICN 0,
with an effective date of March 19, 1999
4.2

Conduct and Timing of the Audit

The audit was performed in a professional manner and the audit team was well-prepared and
demonstrated a sound knowledge of the OCRWM Headquarters procedures and programs.
Audit team personnel were persistent in their interviews, challenged responses when appropriate,
and performed an acceptable audit. The NRC staff believes the timing of the audit to be
appropriate for the auditors to evaluate the activities performed during the last year. However, it

2

..........
.
. ...........

..
.

is noted that there appeared to be very little ongoing and planned OCRWM Headquarters
activities for the next year that would be performed in accordance with the QARD.
The DOE audit team and NRC observers held a caucus at the end of each day and interfaced
with the OQA representatives in the Las Vegas Office. Because there were no deficient
conditions found during the conduct of the audit, the audit team and OCRWM management (with
the NRC observer present) held informal discussions throughout the audit on the current audit
status and any preliminary findings of the audit team. An informal audit exit was held on
September 23,1999, at the OCRWM Headquarters. The formal audit exit was held on
September 24, 1999, in the OCRWM Las Vegas, NV, office with OCRWM Headquarters
management participation by telephone conference.
4.3

Examination of QA Programmatic Elements

Audit activities were conducted in accordance with the OCRWM QA Audit Plan for Audit
OCRWM-ARC-99-015 and were limited in scope to the preparation of reports by OCRWM
Headquarters. A significant amount of auditing effort focused on reviewing the preparation of
technical reports. The NRC staff observed that each of the auditors reviewed the reports
identified in the applicable procedures contained in the audit checklists and used them as a basis
for inquiries. In addition, related documentation supporting report conclusions was reviewed.
Personnel directly responsible for document products or appropriate representatives with
sufficient levels of knowledge were interviewed by the auditor. The checklists used were effective
and additional inquiries were made beyond specific checklist items, when appropriate.
The NRC observer was briefed on audit conduct procedures, including the inquiry process and
the method for raising concerns. The observers were given ample opportunity to provide
comments and ask questions during the conduct of the audit.
The audit team reviewed training, education, and experience records for personnel preparing
technical reports to assure such personnel were in compliance with their individual position
descriptions. Objective evidence was provided and reviewed by the auditors and it was
determined that all personnel were appropriately qualified and assigned design tasks
commensurate with their qualifications.
During the course of the audit, the products identified in Section 4.1 of this report were reviewed
by the audit team for compliance with Procedure No. HLP-3 and this review observed by the
NRC.
The NRC representative observed the audit team evaluating the deliverables using the following
checklist elements to determine the effectiveness of the implementation of the QARD and
product acceptability:
*
*
*
e

Satisfactory completion of the process steps
Documentation that substantiates quality of data
Performance of trained and qualified personnel
Implementation of applicable QA program elements
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The NRC observer found that the requirements of QA Procedure 18.2, "Internal Audit Program,"
were implemented in an effective and satisfactory manner. These planning and implementation
of,
activities were accomplished and observed by the NRC team as follows: (1) preparation
(3)
distribution of, a QA audit plan, OCRWM-ARC-99-015; (2) preparation of an audit checklist;
pre-audit
coordination and communications with all team members; (4) conduct of an introductory
OCRWM
with
meeting
kickoff
a
of
conduct
(5)
kickoff meeting with the audit team and observers;
the audit
Headquarters personnel, including management; (6) daily caucus meetings held for
Headquarters
team and the NRC observer; (7) informal daily briefings held with OCRWM
management.
management; and (8) conduct of a post-audit meeting with OCRWM Headquarters
4.4

Examination of Technical Reports

of
As part of this audit, two reports were throughly evaluated and questions about the applicability
for
the QARD to two additional reports were raised. The NRC staff followed the audit activities
these four reports (Reports A through D below):
Report A A00000000-00811-1708-00003 (DOE/RW-0406), OCRWM, "Civilian Radioactive
Waste Management System Requirements Document (CRD)," Revision 05, dated
January 1999
The purpose of Report A, the CRD, is to establish the requirements for the design, development,
and operations of the Civilian Radioactive Waste Management System (CRWMS). It specifically
addresses the top-level governing laws and regulations (e.g., Nuclear Waste Policy Act, 10 CFR
Part 60, 10 CFR Part 71, etc.) along with specific policy, performance requirements, internal and
external interface requirements, and system structure. The CRD is used as a vehicle to
incorporate specific changes in technical scope or performance requirements that may have
significant implications. Certain activities addressed in the CRD and the associated
documentation are prepared in accordance with the provisions contained in the QARD.
Report B

EOOOOOOOO-00811-1708-00001 (DOE/RW-0351), OCRWM, "Civilian Radioactive
Waste Management System Waste Acceptance System Requirements Document
(WA-SRD)," Revision 03, dated April 1999

The purpose of Report B, the WA-SRD, is to define the CRWMS acceptance criteria for
to be
commercial spent nuclear fuel (SNF) and Government-owned nuclear materials expected
requirements
the
meet
SNF
received by the CRWMS. The WA-SRD requires that commercial
specified in 10 CFR Part 961, as modified by individual purchaser contracts. For Government
managed nuclear materials, there are a variety of criteria including Memorandums of Agreements
discussed in the WA-SRD. The development and control of the WA-SRD are subject to the
requirements of the QARD.
Reports A and B were both revised during the past year. The auditor determined that these
had
revisions had been processed correctly and that procedure controls for the following activities
been adhered to: (1) the process used for reviewing and approving the reports was found
acceptable; (2) the reports received the proper interdisciplinary reviews and all reviewer
comments were addressed and resolved; and (3) the rationale for each requirement being
changed or deleted was properly documented. The auditor used a comprehensive checklist,
and B.
based on the provisions contained in Procedure No. HLP-3.1Q, for evaluating Reports A
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Report C A00000000-0717-0200-00036 (WBS: 9.2.1), Civilian Radioactive Waste Management
System Management and Operating Contractor, "Design Basis Waste Stream for
Interim Storage and Repository," Revision 0, dated September 30, 1996
The purpose of Report C is to provide design basis waste stream profiles for use in establishing
assumptions and guidelines that are inputs to repository and interim storage facility design
analyses. The purpose of the waste stream profiles is to provide repository and interim storage
facility organizations with an input to assure that facilities are large enough and are capable of
packaging, storing, and emplaning fuel under realistic worst-case conditions. Based on an
analysis performed in accordance with Quality Administrative Procedure 2.0, it was determined
that Report C was not a quality-affecting document and that the QARD did not apply. Because
Report C was not a document controlled in accordance with the QARD, the audit team
considered it to be outside the scope of the audit. The NRC observer was informed that Report C
was used as an input for Report D.
Report D

B00000000-01717-5705-0059, Civilian Radioactive Waste Management System
Management and Operating Contractor, "Waste Quantity and Throughput Study
Report," (WBS: 1.2.1.5), dated August 15, 1997, with TRW Cover Sheet No.
MOL. 19971210.0628

The purpose of Report D is to identify how the various parameters and output of waste streams
are used in repository surface, subsurface and waste package design; and to document the
technical basis for this usage. In addition, Report C establishes the design basis waste streams
for the Mined Geologic Design System (MGDS). The Report D "Scope" states, in part, that its
purpose includes identifying waste stream parameter impacts on repository design and
establishing design basis waste streams for the current repository waste, as well as for non
baseline wastes that may be disposed of at the repository, and that data for design and design
requirements are recommended, where appropriate. The "Scope" continues by stating that
Report D identifies an approach and provides data for the design of surge capacity for MGDS
operations.
Although Report D is designated as a QA:L, quality-type document, Section 1.6, "Quality
Assurance," contains numerous references to the fact that inputs for Report D are not considered
to be qualified. Further, Section 1.7, "Software Controls," of Report D states that the software
codes used are not under software configuration management, were not developed under QA
procedures, and were not validated.
Because Report D was not prepared by OCRWM Headquarters, the audit team considered it to
be outside the scope of the audit.
The NRC observer questioned whether Reports C and D were used as inputs for the "Site
Recommendation" and "License Application." The OCRWM Headquarters personnel and the
audit team could not answer this question. Section 4.5 of this report provides additional
discussion on the question asked by the NRC observer.
4.5 NRC Staff Findings
The NRC staff adds the following as an open technical question, which was not fully addressed
during the audit.

5

OCRWM Audit Observer Inquiry: OCRWM-ARC-99-015-1(NRC Open Item No. 99-7-1)
The preparation and issuance of Report C were not controlled in accordance with the QARD.
Therefore, Report C is not considered a quality-related document. The QARD Applicability
Questionnaire for Report C identifies it as not being subject to the QARD and states, in part, in
Item 10, "Justification," that the end product is not used in design. Further, Item 8.3 of the
questionnaire indicates that the "activity" [Report C] is not related to site characterization. On the
last page of the questionnaire, a statement is made that the end product [Report C] is used for
general programmatic and management scoping purposes. Another statement indicates that
Report C is ". .. not used as design basis."
The NRC observer questions the accuracy of the statements entered on the questionnaire.
Report C was used as an input for Report D. Page 1 of Report D indicates that the waste
streams documented in Report C ". .. were used to establish the current design basis that is in
the Controlled Design Assumptions (CDA) Document (CRWMS M&O 1966d)." The purpose of
Report C is to provide the design basis waste stream profiles for use in establishing
assumptions and guidelines that are inputs to repository design analyses. Further, the
purpose of the waste stream profiles is to provide repository organizations an input to assure that
facilities are large enough and are capable of packaging, storing, and emplaning fuel under
realistic worst-case conditions.
Based on the above discussions, it appears that the waste stream profiles are used for certain
design activities, and that the statements on the "QARD Applicability Questionnaire" may need
clarification or may be incorrect. It does appear that Report C is used in design activities. Report
C is one of the essential inputs for Report D.
Based on statements in Section 2 of Report C and the "QARD Applicability Questionnaire," the
waste stream profiles are not qualified profiles. Further, based on the text of Report D, the
software codes used were not developed under QA procedures, were not validated, and were not
used under software configuration management controls. Therefore, much of the information
contained in Report D should be considered non-qualified.
The NRC observer questioned the uses of Reports C and D. The NRC observer asked the
following specific questions:
1.

Are the data and input in Reports C and D being used for the "Site Recommendation"
and/or "License Application?"

2.

Are any data or input from Reports C and D considered qualified?

3.

Have the data or inputs from Reports C and D been entered into the Yucca Mountain
Project database? If yes, are they categorized (qualified or non-qualified)?

4.

Have any data been used from Reports C and D in support of other data or inputs? If yes,
are such data categorized as non-qualified?

The audit team leader informed the NRC observer that the audit observer inquiry would be
forwarded to OQA for processing.
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5.0

Summary of OQA Findings

The audit team identified no deficiencies during the audit.

6.0

OQA Recommendations

The audit produced two recommendations which were presented for OCRWM Headquarters
consideration. One recommendation addressed the fact that the "Civilian Radioactive
Management System Waste Acceptance System Requirements" document should be referenced
in Section 1.C, "Documents Required for Implementation," of the Memorandum of Agreements
between the OCRWM and the Department of the Navy. The second recommendation addressed
the fact the OCRWM did not identify nor use "Hold Points," and therefore Procedure HLP 2.10,
"Hold Points," should be canceled.
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UNITED STATES
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WASHINGTON, D.C. 20565-0001
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Mr. Dwight Shelor, Acting Director
Program Management and Administration
Office of Civilian Radioactive Waste Management
U. S. Department of Energy
1000 Independence Avenue, SW
Washington, DC 20585
SUBJECT:

U.S. NUCLEAR REGULATORY COMMISSION'S OBSERVATION AUDIT
REPORT NO. 99-07, "OBSERVATION AUDIT OF THE CIVILIAN
RADIOACTIVE WASTE MANAGEMENT QUALITY ASSURANCE DIVISION
AUDIT OCRWM-ARC-99-015"

Dear Mr. Shelor:
I am transmitting the U.S. Nuclear Regulatory Commission's (NRC's) Observation Audit Report
No. 99-7 of the U.S. Department of Energy (DOE), Office of Civilian Radioactive Waste
Management (OCRWM), Office of Quality Assurance (OQA), Yucca Mountain Quality
Assurance Division, audit of the implementation of the OCRWM Quality Assurance (QA)
Program at the OCRWM Headquarters. The audit, OCRWM-ARC-99-015, was conducted on
September 21-23, 1999, in Washington, D.C.
This audit was limited in scope and evaluated the effectiveness of the implementation of the
OCRWM QA Program described in the Quality Assurance Requirements and Description
(QARD) and its implementing procedures. The specific audit activities observed were support
activities and documentation for the following OCRWM Headquarters products: a) the "Civilian
Radioactive Waste Management System Design Basis Waste Stream for Interim Storage and
Repository;" b) the "Civilian Radioactive Waste Management System Requirements Document;"
and c) the "Civilian Radioactive Waste Management System Waste Acceptance System
Requirements Document."
The audit team concluded that the OCRWM QA program had been satisfactorily implemented
for the scope of work performed by OCRWM Headquarters. Although the OQA audit team
issued no Deficiency Reports, two recommendations were identified. One recommendation
addressed the fact that the "Civilian Radioactive Waste Management System Waste
Acceptance System Requirements Document" should be referenced in Section 1.C,
"Documents Required for Implementation," of the Memorandum of Agreements between the
OCRWM and the Department of the Navy. The second recommendation addressed the fact
that the OCRWM did not identify or use "Hold Points" and therefore Procedure HLP 2.10, "Hold
Points," should be canceled.
As discussed in Section 4.5 of the attached report, the OQA agreed to provide information to
the NRC on the qualification status and use of the 'Waste Stream Profiles" addressed in the
"Design Basis Waste Stream for Interim Storage and Repository" and the 'Waste Quantity, Mix
and Throughput Study" documents. The NRC staff will review the information provided by DOE
and take appropriate follow-up action based on the information received.

D. Shelor
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A written response to this letter and the enclosed report is not required. If you have any
questions, please contact Larry L. Campbell of my staff at (301) 415-5000.
Sincerely,

C. William Reamer, Chief
High-Level Waste and Performance
Assessment Branch
Division of Waste Management
Office of Nuclear Material Safety
and Safeguards
Enclosure: NRC's Observation Audit Report No. 99-07, "Observation Audit of OCRWM OQA
Division Audit OCRWM-ARC-99-015"
cc:

R. Loux, State of Nevada
L. Barrett, DOE,!Wash, DC
S. Hanauer, DOE/Wash, DC
N. Slater, DOE/Wash, DC
S. Brocoum, YMPO
A. Gil, YMPO
D. Bechtel, Clark County, NV
J. Regan, Churchill County, NV
J. Cain, Esmeralda County, NV
L. Fiorenzi, Eureka County, NV
T. Manzini, Lander County, NV
J. Wallis, Mineral County, NV
M. Murphy, Nye County, NV
N. Stellavato, Nye County, NV
D. Weigel, GAO
R. Holden, NCAI
R. Arnold, Pahrump County, NV
R. Clark, EPA
R. Anderson, NEI
S. Kraft, NEI
G. McKnight, Pahrump, NV

S. Frishman, State of Nevada
A. Brownstein, DOE/Wash, DC
C. Einberg, DOE/Wash, DC
R. Dyer, YMPO
R. Clark, YMPO
S. Echols, M&O
B. Price, Nevada Legislative Committee
J. Meder, Nevada Legislative Counsel Bureau
E. von Tiesenhousen, Clark County, NV
B. Mettam, Inyo County, CA
E. Culverwell, Lincoln County, NV
L. Bradshaw, Nye County, NV
J. McKnight, Nye County, NV
D. Kolkman, White Pine County, NV
W. Barnard, NWTRB
A. Mitre, NIEC
J. Lyznicky, AMA
F. Marcinowski, EPA
R. McCullum, NEI
J. Kessler, EPRI
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High-Level Waste and Performance
Assessment Branch
Division of Waste Management
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1.0

INTRODUCTION

A representative from the U.S. Nuclear Regulatory Commission (NRC) Division of Waste
Management Quality Assurance (QA) staff observed the U.S. Department of Energy (DOE),
Office of Civilian Radioactive Waste Management (OCRWM), Office of Quality Assurance
(OQA), Yucca Mountain Quality Assurance Division audit of the OCRWM Headquarters.
The audit, OCRWM-ARC-99-15, was a two-part audit. The first part of the audit was conducted
September 13 through 17, 1999, at the OCRWM offices in Las Vegas, NV, and was not
observed by the NRC. The second part of the audit was conducted September 21-23, 1999, in
Washington, D.C., at the OCRWM Headquarters and was observed by the NRC.
The NRC staff objective was to gain confidence that the OCRWM Headquarters is properly
implementing the requirements of its QA programs in accordance with OCRWM Quality
Assurance Requirements and Description (QARD), DOE/RW-0333P, Revision 8, and Subpart
G to Part 60 of Title 10 of the Code of Federal Regulations (10 CFR). It is noted that Subpart G
of 10 CFR Part 60 requires compliance with the QA requirements contained in Appendix B to
10 CFR Part 50.
This report addresses the effectiveness of the OQA audit and the adequacy of implementation
of the QARD controls in the audited areas.
2.0

MANAGEMENT SUMMARY

The NRC staff has determined that OQA Audit OCRWM-ARC-99-015 was useful and effective.
The audit was organized and conducted in a professional manner. Audit team members were
independent of the activities they audited. The audit team appeared to be knowledgeable in the
QA and technical disciplines within the scope of the audit, and its assignments and checklist
items were adequately described in the audit plan.
There were no deficiencies identified during the audit. However, two recommendations were
identified. One recommendation addressed the fact that the "Civilian Radioactive Waste
Management System Waste Acceptance System Requirements" document should be referenced
in Section 1 .C, "Documents Required for Implementation," of the Memorandum of Agreements
between OCRWM and the Department of the Navy. The second recommendation addressed the
fact the OCRWM did not identify or use "Hold Points" and therefore Procedure HLP 2.10, "Hold
Points," should be canceled.
3.0

AUDIT PARTICIPANTS

3.1

NRC
Larry L. Campbell

3.2

QA Observer

Audit Team (for OCRWM Headquarters)
Robert Hartstern
James George

OQA, Las Vegas, NV
OQA, Washington, D.C.

I

Audit Team Leader (In Training)
Lead Auditor

4.0

REVIEW OF THE AUDIT AND AUDITED ORGANIZATION

QA
This OQA audit of the OCRWM Headquarters was conducted in accordance with OCRWM
Procedure (QAP) 18.2, "Internal Audit Program" and QAP 16.1Q, "Management of Conditions
procedure,
Adverse to Quality." The NRC staff's observation of this audit was based on the NRC
1989.
"Conduct of Observation Audits," issued October 6,
were
The processes and activities audited were contained in checklists. The checklists
developed based on the management objectives and critical process steps and deliverables
agreed upon with the OCRWM Management and Operating Contractor (M&O) management.
used as
The QARD, OCRWM procedures, and other technical documents were reviewed and
of
assessment
the
in
used
background information in the development of the checklist questions
the process.
4.1

Scope of the Audit

The audit team conducted a limited-scope audit of OCRWM Headquarters activities to determine
if the requirements of the QARD, and its implementing procedures, were being effectively
implemented. Although the scope of the audit included a review of several of the QA elements
contained in the QARD, the NRC representative observed the audit team's evaluation of the
following deliverables and procedure compliance during the conduct of the audit:
Reports
a)

AOOOOOOOO-00811-1708-00003 (DOE/RW-0406), OCRWM "Civilian Radioactive Waste
Management System Requirements Document (CRD)," Revision 05, dated January 1999

b)

E00000000-00811-1708-00001 (DOE/RW-0351), OCRWM "Civilian Radioactive Waste
Management System Waste Acceptance System Requirements Document (WA-SRD),"
Revision 03, dated April 1999

c)

AOOOOOOOO-0717-0200-00036 (WBS: 9.2.1), Civilian Radioactive Waste Management
System Management and Operating Contractor "Design Basis Waste Stream for Interim
Storage and Repository," Revision 0, dated September 30, 1996

d)

100000000-01717-5705-0059, Civilian Radioactive Waste Management System
Management and Operating Contractor "Waste Quantity and Throughput Study Report,"
(WBS: 1.2.1.5), dated August 15,1997, with TRW Cover Sheet No. MOL.19971210.0628

Procedures
OCRWM Procedure No. HLP-3.1Q, "Preparation of Technical Documents," Revision 1/ICN 0,
with an effective date of March 19, 1999
4.2

Conduct and Timing of the Audit

The audit was performed in a professional manner and the audit team was well-prepared and
demonstrated a sound knowledge of the OCRWM Headquarters procedures and programs.
Audit team personnel were persistent in their interviews, challenged responses when appropriate,
and performed an acceptable audit. The NRC staff believes the timing of the audit to be
it
appropriate for the auditors to evaluate the activities performed during the last year. However,
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is noted that there appeared to be very little ongoing and planned OCRWM Headquarters
activities for the next year that would be performed in accordance with the QARD.
The DOE audit team and NRC observers held a caucus at the end of each day and interfaced
with the OQA representatives in the Las Vegas Office. Because there were no deficient
(with
conditions found during the conduct of the audit, the audit team and OCRWM management
audit
current
the
the NRC observer present) held informal discussions throughout the audit on
status and any preliminary findings of the audit team. An informal audit exit was held on
September 23, 1999, at the OCRWM Headquarters. The formal audit exit was held on
September 24, 1999, in the OCRWM Las Vegas, NV, office with OCRWM Headquarters
management participation by telephone conference.
4.3

Examination of QA Programmatic Elements

Audit activities were conducted in accordance with the OCRWM QA Audit Plan for Audit
OCRWM-ARC-99-015 and were limited in scope to the preparation of reports by OCRWM
Headquarters. A significant amount of auditing effort focused on reviewing the preparation of
technical reports. The NRC staff observed that each of the auditors reviewed the reports
identified in the applicable procedures contained in the audit checklists and used them as a basis
for inquiries. In addition, related documentation supporting report conclusions was reviewed.
Personnel directly responsible for document products or appropriate representatives with
sufficient levels of knowledge were interviewed by the auditor. The checklists used were effective
and additional inquiries were made beyond specific checklist items, when appropriate.
The NRC observer was briefed on audit conduct procedures, including the inquiry process and
the method for raising concerns. The observers were given ample opportunity to provide
comments and ask questions during the conduct of the audit.
The audit team reviewed training, education, and experience records for personnel preparing
technical reports to assure such personnel were in compliance with their individual position
descriptions. Objective evidence was provided and reviewed by the auditors and it was
determined that all personnel were appropriately qualified and assigned design tasks
commensurate with their qualifications.
During the course of the audit, the products identified in Section 4.1 of this report were reviewed
by the audit team for compliance with Procedure No. HLP-3 and this review observed by the
NRC.
The NRC representative observed the audit team evaluating the deliverables using the following
checklist elements to determine the effectiveness of the implementation of the QARD and
product acceptability:
*
*
*
*

Satisfactory completion of the process steps
Documentation that substantiates quality of data
Performance of trained and qualified personnel
Implementation of applicable QA program elements
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The NRC observer found that the requirements of QA Procedure 18.2, "Internal Audit Program,"
were implemented in an effective and satisfactory manner. These planning and implementation
activities were accomplished and observed by the NRC team as follows: (1) preparation of,
distribution of, a QA audit plan, OCRWM-ARC-99-015; (2) preparation of an audit checklist; (3)
coordination and communications with all team members; (4) conduct of an introductory pre-audit
kickoff meeting with the audit team and observers; (5) conduct of a kickoff meeting with OCRWM
Headquarters personnel, including management; (6) daily caucus meetings held for the audit
team and the NRC observer; (7) informal daily briefings held with OCRWM Headquarters
management; and (8) conduct of a post-audit meeting with OCRWM Headquarters management.
4.4

Examination of Technical Reports

As part of this audit, two reports were throughly evaluated and questions about the applicability of
the QARD to two additional reports were raised. The NRC staff followed the audit activities for
these four reports (Reports A through D below):
Report A

A00000000-00811-1708-00003 (DOE/RW-0406), OCRWM, "Civilian Radioactive
Waste Management System Requirements Document (CRD)," Revision 05, dated
January 1999

The purpose of Report A, the CRD, is to establish the requirements for the design, development,
and operations of the Civilian Radioactive Waste Management System (CRWMS). It specifically
addresses the top-level governing laws and regulations (e.g., Nuclear Waste Policy Act, 10 CFR
Part 60, 10 CFR Part 71, etc.) along with specific policy, performance requirements, internal and
external interface requirements, and system structure. The CRD is used as a vehicle to
incorporate specific changes in technical scope or performance requirements that may have
significant implications. Certain activities addressed in the CRD and the associated
documentation are prepared in accordance with the provisions contained in the QARD.
Report B

EOOOOOOOO-00811-1708-00001 (DOE/RW-0351), OCRWM, "Civilian Radioactive
Waste Management System Waste Acceptance System Requirements Document
(WA-SRD)," Revision 03, dated April 1999

The purpose of Report B, the WA-SRD, is to define the CRWMS acceptance criteria for
commercial spent nuclear fuel (SNF) and Government-owned nuclear materials expected to be
received by the CRWMS. The WA-SRD requires that commercial SNF meet the requirements
specified in 10 CFR Part 961, as modified by individual purchaser contracts. For Government
managed nuclear materials, there are a variety of criteria including Memorandums of Agreements
discussed in the WA-SRD. The development and control of the WA-SRD are subject to the
requirements of the QARD.
Reports A and B were both revised during the past year. The auditor determined that these
revisions had been processed correctly and that procedure controls for the following activities had
been adhered to: (1) the process used for reviewing and approving the reports was found
acceptable; (2) the reports received the proper interdisciplinary reviews and all reviewer
comments were addressed and resolved; and (3) the rationale for each requirement being
changed or deleted was properly documented. The auditor used a comprehensive checklist,
based on the provisions contained in Procedure No. HLP-3.1Q, for evaluating Reports A and B.
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Report C A00000000-0717-0200-00036 (WBS: 9.2.1), Civilian Radioactive Waste Management
System Management and Operating Contractor, "Design Basis Waste Stream for
Interim Storage and Repository," Revision 0, dated September 30, 1996
The purpose of Report C is to provide design basis waste stream profiles for use in establishing
assumptions and guidelines that are inputs to repository and interim storage facility design
analyses. The purpose of the waste stream profiles is to provide repository and interim storage
facility organizations with an input to assure that facilities are large enough and are capable of
packaging, storing, and emplaning fuel under realistic worst-case conditions. Based on an
analysis performed in accordance with Quality Administrative Procedure 2.0, it was determined
that Report C was not a quality-affecting document and that the QARD did not apply. Because
Report C was not a document controlled in accordance with the QARD, the audit team
considered it to be outside the scope of the audit. The NRC observer was informed that Report C
was used as an input for Report D.
Report D

B00000000-011717-5705-0059, Civilian Radioactive Waste Management System
Management and Operating Contractor, "Waste Quantity and Throughput Study
Report," (WBS: 1.2.1.5), dated August 15, 1997, with TRW Cover Sheet No.
MOL. 19971210.0628

The purpose of Report D is to identify how the various parameters and output of waste streams
are used in repository surface, subsurface and waste package design; and to document the
technical basis for this usage. In addition, Report C establishes the design basis waste streams
for the Mined Geologic Design System (MGDS). The Report D "Scope" states, in part, that its
purpose includes identifying waste stream parameter impacts on repository design and
establishing design basis waste streams for the current repository waste, as well as for non
baseline wastes that may be disposed of at the repository, and that data for design and design
requirements are recommended, where appropriate. The "Scope" continues by stating that
Report D identifies an approach and provides data for the design of surge capacity for MGDS
operations.
Although Report D is designated as a QA:L, quality-type document, Section 1.6, "Quality
Assurance," contains numerous references to the fact that inputs for Report D are not considered
to be qualified. Further, Section 1.7, "Software Controls," of Report D states that the software
codes used are not under software configuration management, were not developed under QA
procedures, and were not validated.
Because Report D was not prepared by OCRWM Headquarters, the audit team considered it to
be outside the scope of the audit.
The NRC observer questioned whether Reports C and D were used as inputs for the "Site
Recommendation" and "License Application." The OCRWM Headquarters personnel and the
audit team could not answer this question. Section 4.5 of this report provides additional
discussion on the question asked by the NRC observer.
4.5 NRC Staff Findings
The NRC staff adds the following as an open technical question, which was not fully addressed
during the audit.
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OCRWM Audit Observer Inquiry: OCRWM-ARC-99-015-1(NRC Open Item No. 99-7-1)
with the QARD.
The preparation and issuance of Report C were not controlled in accordance
Applicability
Therefore, Report C is not considered a quality-related document. The QARD
in part, in
states,
and
QARD
the
to
subject
being
not
as
it
Questionnaire for Report C identifies
Item 8.3 of the
Item 10, "Justification," that the end product is not used in design. Further,
On the
characterization.
site
to
questionnaire indicates that the "activity" [Report C] is not related
for
used
is
C]
[Report
last page of the questionnaire, a statement is made that the end product
that
indicates
general programmatic and management scoping purposes. Another statement
basis."
design
as
Report C is ". . . not used
The NRC observer questions the accuracy of the statements entered on the questionnaire.
the waste
Report C was used as an input for Report D. Page 1 of Report D indicates that
basis that is in
streams documented in Report C ".. . were used to establish the current design
The purpose of
the Controlled Design Assumptions (CDA) Document (CRWMS M&O 1966d)."
Report C is to provide the design basis waste stream profiles for use in establishing
Further, the
assumptions and guidelines that are inputs to repository design analyses.
to assure that
input
an
purpose of the waste stream profiles is to provide repository organizations
fuel under
facilities are large enough and are capable of packaging, storing, and emplaning
realistic worst-case conditions.
for certain
Based on the above discussions, it appears that the waste stream profiles are used
may need
Questionnaire"
design activities, and that the statements on the "QARD Applicability
Report
activities.
clarification or may be incorrect. It does appear that Report C is used in design
C is one of the essential inputs for Report D.
the
Based on statements in Section 2 of Report C and the "QARD Applicability Questionnaire,"
the
D,
Report
of
text
the
on
based
waste stream profiles are not qualified profiles. Further,
and were not
software codes used were not developed under QA procedures, were not validated,
information
the
of
used under software configuration management controls. Therefore, much
contained in Report D should be considered non-qualified.
asked the
The NRC observer questioned the uses of Reports C and D. The NRC observer
following specific questions:
1.

Are the data and input in Reports C and D being used for the "Site Recommendation"
and/or "License Application?"

2.

Are any data or input from Reports C and D considered qualified?

3.

Mountain
Have the data or inputs from Reports C and D been entered into the Yucca
Project database? If yes, are they categorized (qualified or non-qualified)?

4.

Have any data been used from Reports C and D in support of other data or inputs? If yes,
are such data categorized as non-qualified?

would be
The audit team leader informed the NRC observer that the audit observer inquiry
forwarded to OQA for processing.
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5.0

Summary of OQA Findings

The audit team identified no deficiencies during the audit.

6.0

OQA Recommendations

The audit produced two recommendations which were presented for OCRWM Headquarters
consideration. One recommendation addressed the fact that the "Civilian Radioactive
Management System Waste Acceptance System Requirements" document should be referenced
in Section 1.C, "Documents Required for Implementation," of the Memorandum of Agreements
between the OCRWM and the Department of the Navy. The second recommendation addressed
the fact the OCRWM did not identify nor use "Hold Points," and therefore Procedure HLP 2.10,
"Hold Points," should be canceled.
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questions, please contact Larry L. Campbell of my staff at (301) 415-5000.
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