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INTRODUCTION
Purpose

This Quality Assurance Program Description (QAPD) describes the plans and
actions of the United States Department of Energy (DOE), Office of
Environmental Restoration and Waste Management (EM), to ensure that quality
is achieved in developing, qualifying, and producing acceptable canistered waste
forms for high-level radioactive waste. These canistered waste forms are being
developed and qualified, and will be produced at DOE High-Level Waste
processing facilities at the Savannah River, Hanford, Idaho, and West Valley
sites. '

The quality assurance program as described in this QAPD has the following
objectives:

* High-level waste processing is achieved with a level of quality that is
commensurate with EM's responsibility for protecting the heaith and safety
of government employees, contractors, and the general public; protecting the
environment and the government's investment; and efficiently and effectively
using national resources.

* Research and development activities; production processes, facilities,
equipment, and services; and products by or for the government conform to
defined requirements.

Background

The Nuclear Waste Policy Act (NWPA) of 1982 (as amended in 1987) authorized
the acceptance, storage, and disposal of defense and civilian high-level
radioactive waste in a geologic repository. The act authorized the Nuclear
Regulatory Commission (NRC) to establish regulations under which the
repository would be licensed. Pursuant to that authority, the NRC issued
regulations in Title 10 Code of Federal Regulations, Part 60, covering the
repository, including performance of the waste packages and controlled release of
radioactivity.

To implement this law and to carry out the associated programs and projects, the
Act provided for the establishment within DOE of the Office of Civilian
Radioactive Waste Management (RW), with the Director of that Office reporting
to the Secretary of Energy. RW will be the licensee of the geologic repository and
the recipient of the canistered waste forms from each waste form producer.
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Waste form producer organizations have been established for the purpose of
processing high-level waste into canistered waste forms for disposal in a geologic
repository. The major participants include DOE/EM Headquarters; the
Savannah River, Richland, and Idaho Field Offices; and their management and
operating contractors. These major participants are associated through
organizational, administrative, or contractual arrangements such that a vertical
tier relationship exists.

To illustrate the vertical tier relationship, the waste form producer organization
for Defense Waste Processing Facility (DWPF) at the Savannah River Site
connects downward from the DOE/EM Headquarters; to the DOE Field Office at
Savannah River (SR) and its Defense Waste Processing Division; and to the
Westinghouse Savannah River Company (WSRC).

The waste form producer organizations and RW are pursuing an integrated,
four-step strategy for ensuring that canistered waste forms are acceptable for
disposal in a geologic repository. This strategy is called the Waste Acceptance
Process and consists of Waste Acceptance Process Activities of High-Level Waste
Form Production, which are:

* Preparing the Waste Acceptance Specifications (WAS) for the waste form,
canister, canistered waste form, and quality assurance. These specifications
were initially prepared by the RW Waste Acceptance Committee and issued
for the Savannah River DWPF and West Valley Demonstration Project as
Waste Acceptance Preliminary Specifications. These specifications were
agreed upon by all involved DOE organizations. The documents describing
the specifications are maintained under the RW configuration management
process and are updated from time to time in developing canistered waste
forms. The separate documents may eventually be combined and issued as
the WAS applicable to all high-level waste processing facilities.

* Preparing and implementing the Waste Form Compliance Plan (WCP), which
describes the actions necessary to ensure that the processes, methods, and
techniques (developed for waste form production) provide canistered waste
forms that meet each requirement of the WAS.

* Collecting the information and data that result from executihg the WCP and
preparing the Waste Form Qualification Report (WQR), which demonstrates
that the canistered waste forms can meet all aspects of the WAS.

¢ Collecting the information and data that result from producing canistered
waste forms, and assembling a Production Records (PR) package for each
canistered waste form . The PR will ultimately demonstrate conformance to
the WAS.
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The quality assurance strategy for controlling the Waste Acceptance Process
Activities of High-Level Waste Form Production includes developing a quality
assurance program consisting of the constituent quality assurance programs of
each major participant in the composite organization. In accordance with the
WAS, the participant programs will implement the quality assurance
requirements specified for waste form producer organizations in DOE/RW-0214,
"Quality Assurance Requirements Document."

Scope

This QAPD provides: (1) a detailed description of the internal EM-343 quality
assurance program requirements for Waste Acceptance Process Activities of
High-Level Waste Form Production as they apply to development, qualification,
and production of the canistered waste forms, and (2) a general description of the
entire three-tier quality assurance program, identifying those program elements
that are assigned to the field offices. The field office QAPDs will identify
program elements that are assigned to the management and operating
contractors. The terms "Quality Assurance Program" or "High-Level Waste
Quality Assurance Program” as used in this document apply to both the internal
and the three-tier programs.

The Office of Waste Management (EM-30) Quality Assurance Program, as
described in the EM-30 QAPD, applies to EM-343 activities that are not
associated with the Waste Acceptance Process Activities of High-Level Waste
Form Production.

Responsibility

The Quality Assurance Program described in this document has been developed
to implement EM's responsibility for the adequacy and effectiveness for the
Waste Acceptance Process Activities of High-Level Waste Form Production.
Although activities associated with establishing and executing portions of the
High-Level Waste Quality Assurance Program have been assigned to others
participating in the program, the Vitrification Projects Division(EM-343) retains
ultimate responsibility for the adequacy of program performance.
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1 ORGANIZATION

The Secretary of Energy is ultimately responsible for preparing canistered waste forms
that result from the national defense programs and other DOE activities for ultimate
disposal in the geologic repository. The execution of this responsibility has been
delegated to the Assistant Secretary, Office of Environmental Restoration and Waste
Management (EM) and other DOE Headquarters and field organizations. Participant
waste form producer organizations involved in the processing of high-level waste are
shown in Figure 1.1.

The Director, Office of Civilian Radioactive Waste Management (RW), is responsible for
executing the Secretary of Energy's responsibilities under the NWPA. In this role, the
Director, RW, is responsible for establishing and operating a geologic repository in
accordance with NWPA. The Director, RW, interfaces directly with the Assistant
Secretary, EM, who is responsible for coordinating requirements and activities for the
canistered waste forms and to ensure their acceptability for ultimate disposal in the
geologic repository. The Assistant Secretary, EM, is responsible for ensuring that
appropriate quality assurance programs, technical and management controls, and
systems are in place to provide confidence that activities, structures, systems, and
components related to environmental restoration and waste management programs
meet program requirements and do not cause undue risk to the environment or to the
health and safety of site personnel or to the public.

The Assistant Secretary, EM, and the Director, RW, established a Memorandum of
Agreement (MOA) on October 15, 1991, to specify the working relationship for quality
assurance activities. This MOA dated October 30, 1991 states that the Director, Office
of Quality Assurance RW (RW-3), will interface directly with the Director, Vitrification
Projects Division (EM-343), for planning and coordinating the High-Level Waste
Quality Assurance Program as described in this QAPD.

1.1 EM Organization

The following EM organizations (reference Figure 1.2) are involved in Waste
Acceptance Process Activities of High-Level Waste Form Production:

¢ Office of Environmental Restoration and Waste Management (EM)
¢ Office of Waste Management (EM-30)

* Office of Waste Management Projects (EM 34)

» Vitrification Projects Division (EM-343)

In addition to these organizations, the DOE field offices are assigned

responsibility for implementing certain portions of the High-Level Waste Quality
Assurance Program.

fl
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Office of Environmental Restoration and Waste Management (EM)

The Assistant Secretary (EM), reports to the Secretary of Energy and has overall
responsibility for executive management of EM. The Assistant Secretary, EM,
provides program policy guidance and centralized management of operations,
environmental restoration, and applied research and development programs and
activities, including EM program policy guidance to DOE field offices. The
Assistant Secretary, EM, also establishes working policy, interface
communications, and memoranda of agreement with RW and other affected
organizations.

Office of Waste Management (EM-30)

The Deputy Assistant Secretary for Waste Management, EM-30, reports to the
Assistant Secretary, EM, and is responsible for all DOE facilities, operations, or
sites or portions thereof that are used for storing, treating, or temporarily
disposing of radioactive, hazardous, mixed, and sanitary waste. These wastes
are those that have been properly characterized, packaged, and labelled, but are
not used for production; or those that are used exclusively for long-term storage
of DOE waste material and are not actively used for production. Exceptions to
these responsibilities are facilities, operations, or sites under the direction of
RW.

A MOA, dated October 30, 1991, was executed between the Deputy Assistant
Secretary for Waste Management, EM-30, and the RW Director of Quality
Assurance, RW-3. This MOA assigned the Director, EM-343, the responsibility
of interfacing directly with RW-3 in planning and coordinating the High-Level
Waste Quality Assurance Program.

Execution responsibility for the High-Level Waste Quality Assurance Program
was delegated to the EM-343 Director by J. E. Lytle's memorandum dated
February 11, 1992. This includes the execution responsibility for development,
qualification, implementation, and maintenance of the Program. It also includes
the authority for approving the Headquarters High-Level Waste Quality
Assurance Program documents, procedures, stop work directives, and the
authority to communicate with external organizations in matters involving
Waste Acceptance Process Activities for High-Level Waste Form Production.

Office of Waste Management Projects (EM-34)
The Director, EM-34, reports directly to the Deputy Assistant Secretary for

Waste Management, EM-30, and is responsible for the planning, design,
construction, and initial operation of facilities or facilities improvement projects

fi



DOE/EM/WO/02
Page 8

Rev. 1

06/04/92

for waste treatment, vitrification, canisterization, and storage. The
responsibilities for the Waste Acceptance Process Activities of High-Level Waste
Form Production including all actions of the High-Level Waste Quality
Assurance Program are assigned to the Director, EM-343, by EM-30 in
accordance with the MOA discussed in Section 1.1.2.

1.1.4 Vitrification Projects Division (EM-343)

The Director, EM-343, (reference Figure 1.3), reports directly to the Director,
EM-34, and is responsible for planning, designing, constructing, and operating
all high-level waste vitrification facilities. The responsibilities of the EM-343
Director include the following:

Developing, qualifying, implementing, and maintaining the High-Level
Waste Quality Assurance Program. Approving the Headquarters High-Level
Waste Quality Assurance Program documents, procedures, and stop work
directives. Communicating with external organizations in matters involving
Waste Acceptance Process Activities for High-Level Waste Form Production.
These execution responsibilities are assigned to the EM-343 Directors by dJ. E.
Lytle's February 11, 1992 memorandum.

Serving as the general manager of activities for vitrifying high-level waste;
(this includes being responsible for cost, schedule, and technical actxvmes,
well as product quality and quality assurance);

Providing overall DOE Headquarters coordination and management overview
for constructing major, new high-level waste vitrification facilities;

Providing input to the program guidance for the DOE field offices to define
requirements for carrying out the policies, objectives, and milestones
associated with planning, designing, constructing, and operating high-level
waste vitrification facilities;

Interfacing directly with RW-3, as delineated in the MOA dated October 30,
1991, for planning and coordinating the High-Level Waste Quality Assurance
Program for the Waste Acceptance Process Activities of High-Level Waste
Form Production. This interface arrangement provides for the coordination
of:

- Clarification or coordination of RW quality assurance requirements,

- Information, documentation, and data submittal and review,

- Plans and schedules for RW overview of EM Waste Acceptance Process
Activities,

- Resolution of nonconformances to RW requirements or resolution of
quality problems which may require RW attention for Waste Acceptance

purposes;

fl
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* Preparing and approving this QAPD and obtaining acceptance from RW;

* Applying and assuring the implementation of the quality assurance
requirements identified this QAPD;

* Enpsuring that all major participants involved with the vitrification projects
properly implement applicable legislation requirements, regulations, DOE
Orders, notices, and other directives;

* Coordinating implementation of the quality assurance requirements with
other DOE organizations, as appropriate; and

* Arranging for an annual assessment in determining the adequacy and
effectiveness of the High-Level Waste Quality Assurance Program and

identifying areas requiring quality improvement;

The EM-343 Quality Assurance Program Manager reports directly to the EM-
343 Director, and assists and serves as staff advisor for determining the quality
assurance controls to be applied. The Quality Assurance Program Manager
ensures that an agreed-upon quality assurance program is established and
implemented. The Quality Assurance Program Manager has knowledge and
experience in the areas of quality assurance and management, and has no other
duties or responsibilities that could compromise the independence required in
managing this Quality Assurance Program.

The Quality Assurance Program Manager has sufficient organizational freedom
from cost and schedule considerations when they may conflict with quality
considerations. The Quality Assurance Program Manager has access to senior
management to identify and resolve unresolved quality concerns.

The Quality Assurance Program Manager's responsibilities, at a minimum,
include the following:

(1) Program Development and Maintenance

* Ensuring that the quality assurance program requirements and methods
of implementation are described in a QAPD;

* Maintaining and reviewing this QAPD every two years;

* Developing and maintaining technical and quality assurance
administrative procedures;
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Reviewing and recommending acceptance of DOE field offices’ QAPDs;
and

Reporting the status of the quality assurance program quarterly to the
Director.

Quality Assurance Program Training

Developing programs to provide trained, qualified, and certified (where
required) personnel to perform quality-related activities; this includes
arranging for appropriate quality assurance training and orientation,
and establishing files for appropriate records.

Quality Assurance Program Planning

Developing and maintaining appropriate plans and schedules for use in
accomplishing program activities or for monitoring the status of required
activities.

Quality Assurance Program Verification

Managing and updating quarterly the Evaluation and Assessment Plan
and Schedule;

Identifying quality problems; initiating, recommending, or providing
solutions; and verifying implementation of solutions;

Reviewing and recommending approval or disapproval of quality
assurance program documentation and revisions to program
documentation, and interpreting quality assurance program
requirements;

Verifying through overview activities that, at a minimum, include
surveillances, audits, and reviews, that the quality assurance programs
of the EM-343 organization, DOE field offices, and their management
and operating (M&Q) contractor organizations are adequate and
effectively implemented; and

Ensuring that further processing, delivery, installation, or operation is
controlled until a nonconformance, deficiency, or unsatisfactory
condition is properly dispositioned, or initiating stop work action.
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(56) Quality Assurance Program Improvement
* Monitoring the completion of audit responses and corrective actions; and

* Identifying areas requiring quality improvement and initiating required
actions.

Program Managers are assigned to manage each of the major projects and report
directly to the EM-343 Director. The Program Managers are responsible for
managing the programs associated with their assigned vitrification projects.
This responsibility includes cost, schedule, and technical objectives, as well as
implementing the High-Level Waste Quality Assurance Program as defined in

this QAPD.

Quality Assurance Specialists are assigned to assist the Program Managers in
accomplishing quality assurance duties and receive direction from and support
the Quality Assurance Program Manager.

Delegation of Work

Field offices [Richland (RL), Savannah River (SR), and Idaho (ID)] are assigned
responsibilities for implementing certain portions of the High-Level Waste
Quality Assurance Program. Figure 1.1 describes the relationship of the field
organizations with these field offices and Headquarters. Throughout this
document, the term "field office” includes the DOE field organization responsible
for a particular high-level waste vitrification project. The responsibilities for
each of the field offices include the following:

* Ensuring that design modifications and other engineering developments that
affect the Waste Acceptance Specifications are forwarded through EM-343 for
approval by RW;

* Ensuring that activities affecting quality are performed under suitably
controlled conditions and that prerequisites for each activity have been
satisfied;

* Serving as the primary interface with the M&O contractors for passing down
quality assurance requirements;

* Reviewing and accepting the M&O contractors QAPD;
* Reviewing and accepting the M&O contractors procedures;

. Developing and maintaining an annual Evaluation and Assessment Plan and
Schedule;
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* Conducting evaluation and assessment activities;

* Making personnel and resources available when being audited by EM-343 or
outside organizations, and ensuring that audit responses and corrective
actions are completed within established time frames;

* Initiating and lifting stopwork orders when warranted; and

* Ensuring that personnel performing quality-related activities receive
indoctrination and training as necessary to ensure that adequate proficiency
is achieved and maintained.

Line management is responsible for planning and meeting product quality
requirements, and implementing the High-Level Waste Quality Assurance
Program on its work.

Dispute Resolution

Differences of opinion involving quality assurance matters are brought to the
attention of the Director, EM-343, for resolution.

Resolution of Allegations and Concerns

A system is established that provides individuals a means of registering an
allegation of inadequate quality or concern to EM management without fear of
reprisal. Each allegation concerning inadequate quality will be investigated by
personnel who are independent of the affected activity. The individual who
registered the concern will be notified of the results of any investigation and
disposition of the allegation or concern.

Stop work Provisions

Stop-work authority at EM-343 for Waste Acceptance Process Activities of High-
Level Waste Form Production is assigned to the Director, EM-343 by the
Assistant Secretary, EM. The EM-343 Director issues stop work orders on his
own or when initiated by the Quality Assurance Program Manager. Stop work is
initiated to ensure that further processing or continued work is controlled until
proper disposition of a nonconformance or an unsatisfactory condition (including
safety considerations) has occurred. The stop work process is delineated in
approved procedures, which include requirements for the following:

(1) Criteria and methodology for stopping work and for lifting stop work
orders/requests;

(2) Exact definition of work being stopped;
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(3) Authorities and responsibilities; and
(4) Notification.
Requirements of Field Offices

Field offices are required to describe the organizational structure, functional
responsibilities, levels of authority, management controls, and lines of
communication for Waste Acceptance Process Activities of High-Level Waste
Form Production in accordance with the requirements defined in Section 1 of
DOE/RW-0214.
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QUALITY ASSURANCE PROGRAM

The Vitrification Projects Division High-Level Waste Quality Assurance Program for
the Waste Acceptance Process Activities of High-Level Waste Form Production is
described in this QAPD. The items and activities that are included in the Waste
Acceptance Process Activities of High-Level Waste Form Production are identified in
the field offices’' and M&O contractors' QAPDs.

2.1

High-Level Waste Quality Assurance Program

The documents that prescribe requirements for quality assurance program
activities applicable to high-level waste form development, qualification, and
production are shown in Figure 2.1, which identifies requirements that are
imposed internally by DOE and externally by other organizations.

The NWPA established RW to research, design, construct, and operate a geologic
repository for high-level waste. In addition, it authorized the NRC to license and
regulate the geologic repository. RW and NRC were empowered to issue
requirements and guidance sufficient to execute their assigned responsibilities.

To that end, NRC has issued Title 10 CFR Part 60 and Title 10 CFR Part 71,
which provide requirements for quality assurance activities. NRC guidance
documents, such as regulatory guides, nuclear regulations (NUREGSs), and
generic technical positions, also guide quality assurance policies and
requirements. DOE/RW quality assurance requirements pertaining to Waste
Acceptance Process Activities of High-Level Waste Form Production are detailed
in DOE/RW-0214, "Quality Assurance Requirements Document.” DOE/RW-0214
calls for mandatory implementation of ASME NQA-1 1989 requirements, as
appropriate.

This QAPD describes (1) EM-343's implementation of applicable requirements of
DOE/RW-0214, (2) the EM organizational responsibilities for achieving and
verifying quality, and (3) the interfaces with other waste form producer
organizations relative to activities affecting quality. The Director, EM-343,
prepares, approves, and maintains this QAPD, and submits it for RW's
acceptance. Additionally, the EM-343 Quality Assurance Program Manager
reviews and accepts field offices’ QAPDs.

EM-343 develops and maintains, with controlled distribution, procedures to
implement this High-Level Waste Quality Assurance Program. These Standard
Practice Procedures (SPPs) are reviewed by the Quality Assurance Program
Manager and approved by the Director, EM-343.
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2.1.1 Independence of Personnel Performing Verification Activities

2.1.2

EM-343 management, line organization personnel, and the EM-343 Quality
Assurance Program Manager implement the quality assurance program. Line
organizations evaluate the adequacy of the programmatic systems and technical
products through verification activities such as audits, reviews, and
surveillances, with participation and overview by the Quality Assurance
Program Manager.

Personnel verifying that activities affecting quality have been correctly
performed have sufficient authority, access to work areas, and organizational
freedom to perform the following:

¢ Identify quality problems;

* Initiate, recommend, or provide solutions to quality problems through
designated channels;

¢ Verify implementation of solutions; and

* Ensure that further processing, delivery, installation, or use is controlled
until a nonconformance, deficiency, or unsatisfactory condition is resolved
and properly dispositioned.

When verification personnel are part of the line organization, the Quality
Assurance Program Manager overviews the verification activities by conducting
independent surveillances, audits, and/or reviews.

Planning

EM-343 directs the planning of those activities required to develop,
proceduralize, and implement the High-Level Waste Quality Assurance
Program. The following elements are to be considered during planning:

* Defining the activities that affect quality;

* Selectively applying the appropriate quality assurance program activities and
procedural controls (i.e., a graded approach) to items and activities;

* Identifying the applicable technical and quality assurance program
management control and verification activities;

¢ Assigning the responsibilities for quality assurance program;

* Identifying the specific scientific or technical information to be collected,
analyzed, or used; and
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* Identifying required quality assurance records.

EM-343 develops and maintains evaluation and assessment plans and schedules,
coordinating appropriate areas of evaluation with the field offices’ schedules for
reviews, audits, and surveillances. These evaluation and assessment plans and
schedules are distributed to RW-3 to permit their participation in the activities
as they may choose.

Readiness Reviews

EM-343 conducts readiness reviews of significant transitional events in the
waste acceptance process activities of the field offices. Additionally, EM-343
overviews or participates in selected readiness reviews conducted by the field
offices. Readiness reviews are used to verify that the following have been
accomplished:

* Work activity prerequisites have been satisfied;

¢ Implementing procedures related to the next phase of work have been
developed and reviewed for adequacy and appropriateness;

* Personnel have been suitably trained and qualified; and

* Required equipment, facilities, and instrumentation have been reviewed and
judged to be adequate and appropriate.

Graded Quality Assurance Program

Considering all elements of a quality assurance program, EM-343 selectively
applies a portion of the quality assurance controls to its own management and
overview activities and issues implementation requirements to the field offices.
The field offices, in turn, issue quality assurance program requirements to each
M&O contractor for execution. The result of this selective application effort is
described in the QAPDs for each organizational level.

These QAPDs outline which quality assurance program elements will be
implemented internally and which will be assigned to the next lower
organizational level for implementation. The resulting controls are applied to
the various items and activities that make up a program for the Waste
Acceptance Process Activities of High-Level Waste Form Production consistent
with the extent of their importance to canistered waste form acceptance. The
QAPDs include the strategy and commitment for each program element or
requirement, as specified by DOE/RW-0214.
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For an M&O contractor's activities, these controls are specified in detail in the
technical specifications and prime contract based on the factors outlined in
DOE/RW-0214 and are described in the contractor's QAPD. For EM-343, these
controls are fully described in this QAPD.

The results of this selective application of requirements and the various controls
that are applicable within those requirements are the basis for each section of

this QAPD.
Policy Statement

A policy statement (reference page i) has been developed and signed by the EM-
343 Director to render mandatory the implementation of this Quality Assurance
Program as described herein.

Quality Assurance Requirements Matrix

A matrix is included as Attachment 1 to demonstrate that the requirements of
DOE/RW-0214 are properly addressed by this QAPD and its implementing
procedures.

Personnel Selection, Indoctrination, Training, and Qualification

Personnel assigned to perform activities that affect quality receive appropriate
indoctrination and training in accordance with ASME NQA-1, Supplement
2S-4 prior to performing the work.

(1) Personnel Selection

Personnel assigned to perform quality-affecting activities of the High-Level
Waste Programs have the education, experience, and/or training
commensurate with the functions and requirements associated with the
work. Initial qualifications are verified as a result of DOE-mandated
policies, which provide for the inclusion of qualification requirements in
position descriptions.

The candidate's qualifications are evaluated against the requirements and
are documented. Relevant education and experience are verified
accordingly. Records on individuals generated by affected organization's
training and qualification program are collected and maintained according
to the Privacy Act of 1974, as defined in Section 17 of this QAPD.



2.1.8

(2)

(3

4)

DOE/EM/WO/02
Page 20

Rev. 1

06/04/92

Determination of Indoctrination and Training

The EM-343 Director reviews job functions or tasks involved in performing
activities associated with the High-Level Waste Quality Assurance Program
and determines any additional indoctrination and training required of the
supporting staff.

Personnel assigned responsibility for performing High-Level Waste Quality
Assurance Program activities are indoctrinated in the purpose, scope, and

implementation of the Quality Assurance Program described in this QAPD.
This indoctrination includes the following:

* Applicable EM-343 Standard Practice Procedures;

* Applicable quality assurance program elements as described in this

QAPD; and
¢ Job responsibilities and authority.
Training and Qualification

EM-343 classroom training is performed in accordance with documented
lesson plans. Records of training are maintained.

EM-343 personnel serving as lead auditors or auditors are qualified in
accordance with ASME NQA-1, Supplement 2S-3 and Appendix 2A-3.

Proficiency Evaluations

Supervisors within EM-343 evaluate, at least annually, the proficiency of
personnel in performing their assigned duties. These evaluations
determine if any additional education and/or training is needed for the
individual to maintain the desired level of proficiency.

Surveillance

In addition to audits described in Section 18 of this QAPD, programmatic,
implementation, and technical surveillances are planned, scheduled, and
performed to provide management timely information on program activities
affecting quality. Surveillance activities are performed to provide real-time
monitoring or observation of on-going work to ensure that items, activities, or
processes conform to specified requirements. Surveillances are performed by
knowledgeable personnel on work they have no direct responsibility for

supervising or performing.
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Surveillances are conducted to accomplish the following objectives:
* Verify the quality of work in progress;
* Identify and document actual and potential deficiencies and deviations;

* Promote prompt corrective action by cognizant management responsible for
performing the work; and :

¢ Verify timely implementation of that corrective action.
Surveillances are performed using written procedures, checklists, or plans, and
the results are documented and reported to the appropriate level of
management. This documentation includes the following:

¢ The date of the surveillance;

* Description of the activity or item under surveillance;

¢ Persons conducting the surveillance;

* Persons contacted during the surveillance;

¢ The requirements governing the activity or item;

* Measuring and test equipment used;

* Any deficiencies identified during the surveillance; and

* A summary of any immediate corrective actions taken.

Deficiencies identified during the surveillance are documented in accordance
with the requirements in Section 15 and 16 of this QAPD.

Management Assessment

Independent management assessments of High-Level Waste Quality Assurance
Program activities are planned, conducted, and documented annually at the
direction of the EM-343 Director. These management assessments evaluate the
following program aspects:

* Adequacy of organizational structure and staffing to implement the quality
assurance program;

* Effectiveness of quality assurance program implementation;
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Adequacy of the indoctrination and training program;
Adequacy of planning and procedural controls;
Effectiveness of the nonconformance and corrective action system;

Adequacy of the information tracking, evaluation, and reporting system for
quality assurance management; and

Conformance to the Waste Acceptance Specifications.

Quality Assurance Program Management: Information Reporting and
Tracking

EM-343 maintains communication and information systems to ensure that
quality-related management information is reported, disseminated, and
tracked in a timely fashion. This includes the status of quality assurance
programs, status of resolution of deficiencies and conditions adverse to quality,
and the summary of required management and quality assurance overview
results. High-Level Waste Quality Assurance Program information is reported
at least quarterly to the Director, EM-343 by the Quality Assurance Program
Manager.

Qualification of Data

Field offices are required to implement a practice to ensure that the
qualification of data activities are performed in accordance with the
requirements of DOE/RW-0214, Section 2.12. This practice is described in the
field office QAPDs that are reviewed and accepted by EM-343.

Overview of Field Offices

EM-343 monitors field offices’ quality assurance program activities related to
Waste Acceptance Process Activities of High-Level Waste Form Production,
and performs evaluations and assessments to assist responsible managers in
ensuring proper implementation and adequacy of those activities.

Requirements of Field Offices

Field offices are required to implement and maintain quality assurance
programs that fully implement the quality assurance requirements identified
in DOE/RW-0214, Section 2 and Appendix B. Their programs are documented
in QAPDs that are reviewed and accepted by EM-343.
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DESIGN CONTROL
Vitrification Projects Division Implementation

The only technical activities performed by the Vitrification Projects Division
(EM-343) are technical reviews and peer reviews. All other design and design
control activities are the responsibility of the field offices.

The EM-343 Director selects and determines who performs technical or peer
reviews. Technical reviews are performed as follows:

* When the information or document to be reviewed is within the present
technology and is based on accepted standards, criteria, principles, and
practices;

¢ When documents, activities, material, or data require technical evaluation for
applicability, correctness, adequacy, completeness, and assurance that
established requirements are satisfied and/or resulting conclusions are
correct; and

¢ By individuals with sufficient technical knowledge of the area under review.

Procedures are established to ensure that each review is properly performed and
documented. The documentation results identify, at a minimum, the reviewers,
area or features reviewed, comments by the reviewers, and the resolution of the
comments.

Peer reviews are identified, planned, conducted, and controlled for the following:
(1) Items or data that are essential to waste acceptance process activities;

(2) Qualifying processes or equipment which go beyond the existing technology;
and

(3) Where conclusions or assumptions have not been clearly validated by
conventional means.

These reviews are in-depth critical evaluations of the technology. The reviewers
seek to validate the assumptions upon which the task was based, verify
calculations, ensure use of validated software, and ensure the credibility of the
results by reviewing the methods and controls used to obtain the results.
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The cognizant Program Manager, EM-343, arranges for such reviews to be
performed by reviewers who have qualifications equivalent to those who
performed the work being reviewed. In order to meet the provisions set forth by
the NRC's NUREG-1297, "Generic Technical Position on Peer Review for High-
Level Nuclear Waste Repositories”, peer reviews are conducted in accordance
with a procedure that describes the method of setting up the review and
documenting the results.

EM-343 monitors field offices' design control practices related to Waste
Acceptance Process Activities for High-Level Waste Form Production and
implements a verification program to assess their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to exercise appropriate design control practices to
ensure that design activities are planned, controlled, and verified; and that they
meet the requirements of DOE/RW-0214, Section 3, Section 19, and Appendix B.
These practices are described in QAPDs that are reviewed and accepted by EM-
343.
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PROCUREMENT DOCUMENT CONTROL
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) conducts the following two types of
activities related to procurement:

(1) Vitrification project execution responsibilities for the design, construction
and operation of Vitrification Plants are assigned to the appropriate four
field office(s). This is accomplished through program execution guidance
documents and financial plans. EM-343 monitors project execution. EM-
343 Standard Practice Procedures ensure that appropriate quality
assurance requirements are included in the program execution guidance
document.

(2) EM-343 augments its staff by obtaining support from contractors through
competitive procurements. Administrative support contracts are the
vehicles through which EM-343 obtains technical support in carrying out its
implementation and overview duties. Procurement documents for these
services specify the scope of work, technical requirements, quality
assurance requirements (which include a statement that personnel
supporting the EM-343 Waste Acceptance Process Activities operate in
accordance with the High-Level Waste Quality Assurance Program as
defined in this Quality Assurance Program Description), as well as
administrative and financial considerations.

These procurement documents are reviewed by EM-343 personnel to ensure
that both technical and quality assurance requirements are included. The
resulting contracts are controlled by DOE administrative procedures and
DOE Orders, as well as the Federal Acquisition Regulations (FARs) and
Department of Energy Acquisition Regulations (DEARS).

Requirements of Field Offices
Field offices are required to implement and maintain procurement document

control practices that meet the requirements of DOE/RW-0214, Section 4. These
practices are described in QAPDs that are reviewed and accepted by EM-343.
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INSTRUCTIONS, PROCEDURES , AND DRAWINGS
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) has established a management
procedures system. The procedures prescribe methods for performing quality-
related activities, including appropriate quantitative or qualitative acceptance
criteria for determining if prescribed activities have been satisfactorily
accomplished. These procedures also assign specific responsibilities for
performing these activities.

The procedures used by EM-343 are prepared in accordance with a procedure
that prescribes the format to be followed and the identification system to be
used. The EM-343 Director administers the system and controls the issuance of
procedures to ensure necessary coordination and consistency.

Procedures, instructions, plans, and drawings prepared by or issued by EM-343
are subject to an independent, documented review to ensure they are technically
adequate, technical requirements are correctly translated, and quality assurance
requirements are included.

Documenting the requirements for activities affecting quah'ty is executed in
accordance with document control procedures identified in Section 6 of this
document. These controlled documents identify the records that are to be
designated as quality records.

The EM-343 Director, assisted as needed by the EM-343 Quality Assurance
Program Manager, participates in and monitors the execution of these practices.
Periodically, the EM-343 Quality Assurance Program Manager, audits or
arranges for independent audit of these practices to ensure implementation and

adequacy.

EM-343 monitors field offices’' documentation practices and implements a
verification program to assess their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to implement a practice to ensure that activities
affecting quality are prescribed by and performed in accordance with
documented instructions, procedures, plans, or drawings that meet the
requirements of DOE/RW-0214, Section 5. This practice is described in QAPDs
that are reviewed and accepted by EM-343.
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DOCUMENT CONTROL
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) has established and implemented a
document control system for preparing, issuing, and revising documents
prepared by EM-343 that specify quality assurance requirements or prescribe
activities affecting quality. These documents are controlled to ensure that they
are reviewed for adequacy, approved for release by authorized personnel, and
distributed to and used at the location where the prescribed activity is
performed.

EM-343 procedures standardize the methods of identifying, formatting, and
numbering controlled documents. These documents are reviewed for adequacy
by the EM-343 Quality Assurance Program Manager. The draft controlled
document is routed to the appropriate reviewing personnel/ organizations.
Comments are resolved before final approval of the document. The review
sequence and comment resolution is documented, and the record of this activity
is retained. In every case, the reviewing personnel have access to pertinent
background data or information upon which to base their approval.

Minor changes to documents, such as inconsequential editorial corrections or
correction of obvious errors, do not receive the same review and approval as the
original documents. Changes other than minor changes are considered major
changes or revisions and receive the same review and approval as the original
document.

The EM-343 Quality Assurance Program Manager establishes an appropriate
periodic review schedule for the approved controlled documents. The primary
purpose of these reviews is to determine if changes in project or program status
have resulted in the need to revise controlled documents.

EM-343 maintains a listing of those documents under its cognizance to be
controlled and their required distribution. The responsibility for preparing,
reviewing, approving, and issuing these documents is identified. These
documents are also reviewed for adequacy, completeness, and correctness prior
to their approval and issuance.

These documents are maintained under a receipt control system. A receipt
acknowledgement page, attached to the transmitted controlled document,
requests the person receiving the document to sign and date the receipt and
return it to the Quality Assurance Program Manager. It also provides
instructions for disposal of the superseded document or pages in the document.
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The Quality Assurance Program Manager reviews the controlled document
distribution listing periodically to follow up on any delinquent receipt pages.
This distribution listing is a master list that is updated periodically to show
current revision, control number of the document distributed, and location or
individual assigned.

When controlled documents are released prior to review or approval, they are
identified as unapproved documents, released through signature approval, and
the basis for release are described. The unverified portions of the document are
clearly identified.

The EM-343 Quality Assurance Program Manager participates in and monitors
the execution of the document control system. Periodically, the EM-343 Quality
Assurance Program Manager audits or otherwise evaluates the document control
system for adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to implement and maintain a document control system
that meets the requirements of DOE/RW-0214, Section 6. This system is
described in QAPDs that are reviewed and accepted by EM-343.
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CONTROL OF PURCHASED ITEMS AND SERVICES
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) utilizes purchased services from
administrative support contractors and the field offices. These services are
controlled as follows:

(1) EM-343 reviews and accepts the field office QAPDs in accordance with the
requirements of this QAPD. The EM-343 evaluation process includes
verifications of field office activities as well as internal verification of EM-
343 overview and management activities.

EM-343 evaluates the objective evidence of quality furnished by the M&O
contractor and the field offices upon completion of work. In part, these
evaluations are accomplished using the Technical Review Groups for the
review of selected preliminary and final technical documents.

(2) EM-343 augments its staff capabilities using support contracts.
Procurement documents for these services require that personnel
supporting the EM-343 Waste Acceptance Process Activities operate in
accordance with the High-Level Waste Quality Assurance Program.

EM-343 verifies the accomplishment of support activities as part of the
ongoing management self-evaluation activities in accordance with QAPD
and SPP requirements.

Requirements of Field Offices

Field offices are required to establish and implement a system for controlling
procurements that meets the requirements of DOE/RW-0214, Section 7. This
system is described in QAPDs that are reviewed and accepted by EM-343.
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IDENTIFICATION AND CONTROL OF ITEMS
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) assigns execution responsibility for
identification and control of items (including materials and samples) to the field
offices.

EM-343 monitors field offices' identification and control practices for items and
periodically verifies those practices to assess their adequacy and effectiveness.

Requirements of Field Offices
Field offices are required to establish and implement identification and control

practices that meet the requirements of DOE/RW-0214, Section 8. These
practices are described in QAPDs that are reviewed and accepted by EM-343.
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CONTROL OF PROCESSES
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) assigns to the field offices execution
responsibility for control of processes, including special processes in support of
waste acceptance process activities.

EM-343 monitors field offices’ process control practices and periodically verifies
those practices to assess their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to establish and implement practices to ensure
adequate performance and control of processes, including special processes, that
meet the requirements of DOE/RW-0214, Section 9. These practices are
described in QAPDs that are reviewed and accepted by EM-343.
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INSPECTION
Vitrification Projects Division Impiementation

The Vitrification Projects Division (EM-343) assigns to the field offices the
execution responsibility for inspecting items and work practices.

EM-343 monitors field offices inspection practices, including process monitoring,
and periodically verifies those practices to assess their adequacy and
effectiveness. '

Requirements of Field Offices

- Field offices are required to establish and implement inspection and monitoring

practices that meet the requirements of DOE/RW-0214, Section 10. These
practices are described in QAPDs that are reviewed and accepted by EM-343.
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TEST CONTROL
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) assigns to field offices execution
responsibility for testing and test control practices.

EM-343 monitors field offices test control practices and periodically verifies
those practices to assess their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to establish required tests, including proof tests prior
to installation, pre-operational tests, and product certification tests that meet
the requirements of DOE/RW-0214, Section 11. These tests are described in
QAPDs that are reviewed and accepted by EM-343.
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CONTROL OF MEASURING AND TEST EQUIPMENT
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) assigns to field offices execution
responsibility for control of measuring and test equipment.

The Vitrification Projects Division, EM-343 monitors field offices measuring and
test equipment control practices, and periodically verifies those practices to
assess their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to overview the establishment and implementation of
practices for calibrating and controlling measuring and test equipment for their
M&O contractors. The system must meet the requirements of DOE/RW-0214,
Section 12. This system is described in QAPDs that are reviewed and accepted
by EM-343.
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HANDLING, STORAGE, AND SHIPPING
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) assigns to the field offices execution
responsibility for handling, storage, and shipping practices.

EM-343 monitors field offices' handling, storage, and shipping practices and
activities, and periodically verifies those practices to assess their adequacy and
effectiveness.

Requirements of Field Offices

Field offices are required to establish and implement practices for handling,
storage, and shipping of items that meet the requirements of DOE/RW-0214,
Section 13 and Appendix B. These practices are described in QAPDs that are
reviewed and accepted by EM-343.
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INSPECTION, TEST, AND OPERATING STATUS
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) assigns to the field offices the
execution responsibility for inspection, test, and operating status measures.

EM-343 monitors field offices’ practices and activities for indicating inspection,
test, and operating status, and periodically verifies those practices to assess
their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to establish and implement practices to indicate the
status of inspections and tests. These practices must meet the requirements of
DOE/RW-0214, Section 14. These practices are described in QAPDs that are
reviewed and accepted by EM-343.
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CONTROL OF NONCONFORMING ITEMS
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) has established and implemented
practices for the identification, documentation, evaluation, and disposition of
nonconforming items or activities. These practices are designed to ensure that
measures are established to control items or activities that do not conform to
defined requirements in order to prevent their inadvertent use. These
departures from specified requirements are identified as deviations and are
documented and tracked on Deviation and Corrective Action Reports (DCARs).

The EM-343 Director dispositions DCARs internal to EM-343. Program
Managers are responsible for evaluating and dispositioning DCARs originating
from review of their respective field offices.

The EM-343 Quality Assurance Program Manager tracks the status of and
initiates closure of DCARs upon documented completion of the required
corrective action. These reports, which become quality records when they are
closed, are processed in accordance with Section 17 of this QAPD.

Personnel who evaluate deviations to determine a disposition shall have
demonstrated competence in the specific area they are evaluating, have an
adequate understanding of the requirements, and have access to pertinent
background information.

EM-343 monitors field offices’ nonconformance control practices, including
occurrence reporting, and periodically verifies nonconformance practices to
assess their adequacy and effectiveness.

Requirements of Field Offices

Field offices are required to establish and implement a practice that meets the
requirements of DOE/RW-0214, Section 15 and DOE Order 5000.3A,
"Qccurrence Reporting and Processing of Operations Information” for the control
of nonconforming items or activities. This practice is described in QAPDs that
are reviewed and accepted by EM-343.
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CORRECTIVE ACTION

Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) has established and implemented a
system for corrective action. This corrective action system provides that
deviations be promptly identified, corrected, and reported using the Deviation
and Corrective Action Report (DCAR) procedure.

The corrective action system includes the following elements:

(1)

(2)

(3)

4)

(5)

(6)

(M

Nonconformances are evaluated to determine the need for corrective action
and if the nonconformance represents a significant condition adverse to
quality. Evaluations are performed in accordance with established
procedures and criteria.

Deviations identified during an audit require corrective action and action to
prevent recurrence.

Significant conditions adverse to quality require action to prevent
recurrence, generic implications evaluation, and root cause analysis.

The EM-343 Quality Assurance Program Manager or designee performs a
review to determine adequacy of the corrective action.

The EM-343 Quality Assurance Program Manager or designee performs
follow-up reviews to verify the proper implementation of the corrective
action within prescribed time limits.

A tracking system is established for all nonconformances to ensure that
they are appropriately addressed, prioritized, trended, and closed-out.

Significant conditions adverse to quality and the root cause(s) are identified,
and generic implications are resolved, tracked, and trended for the EM-343
Director. This documented review includes defining corrective action and
the action taken to prevent recurrence.

The EM-343 Quality Assurance Program Manager analyzes information
such as audit and surveillance reports, nonconformance reports, corrective
action reports, and other deficiency documents in a manner and at a
frequency to promptly identify adverse quality trends. These quality trends
are evaluated and significant results and plans for quality improvement are
reported to the responsible management for review and assessment.
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(8) Any remedial action that can be taken is documented and initiated after a
deficiency has been identified. The quality assurance organization
evaluates and concurs with the remedial action to ensure that quality
assurance requirements are satisfied. Follow-up action is taken by the EM-
343 Quality Assurance Program Manager to verify the proper
implementation of remedial action and to close out the remedial action in a
timely manner.

The EM-343 Director, assisted by the Quality Assurance Program Manager,
executes the corrective action system and arranges for periodic, independent
audits or other verifications of the system to assess its adequacy and
effectiveness.

Requirements of Field Offices
Field offices are required to establish and implement a corrective action system

that meets the requirements of DOE/RW-0214, Section 16. This system is
described in QAPDs that are reviewed and accepted by EM-343.
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QUALITY ASSURANCE RECORDS
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) has established and documented a
quality assurance records system for collecting, storing, and maintaining
EM-343-prepared records.

EM-343 has established and documented the requirements and responsibilities
for quality records in transmitting, distributing, retaining, maintaining, and
dispositioning in accordance with DOE/RW-0214 requirements.

The EM-343 quality records management system includes the following

elements: puun i —

(1) The scope of the quality records program is described to ensure that
sufficient records related to quality are identified, maintained, and able to
be retrieved. Quality records include reports of audits, surveillances, and
monitoring of WorkK performance; procurement documents; qualification of
personnel; QAPD and quality assurance program implementing procedures;

technical reports; records of management assessments; and
nonconformance, corrective action, and trend reports.

(2) Quality record storage facilities are constructed, located, and secured to
prevent destruction of the records by fire, winds, flooding, theft, and
deterioration by environmental conditions such as temperature or humidity;
or infestation of insects, mold, or rodents. Provisions are made to satisfy
the duplicate storage of records requirements of DOE/RW-0214.

(3) Quality records are legible, accurate, authenticated, identified, and
retrievable using an index system that includes record retention times and
location of the record within the record system.

(4) Responsibilities and requirements are detailed for creating, transmitting,
retaining, and maintaining quality records consistent with applicable codes
and standards.

(5) Limited access by designated personnel to the files is maintained.

(6) Records are distributed, processed, and controlled in accordance with
written procedures.
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Criteria are established and described for determining when a document
becomes a quality record subject to the controls described in this section and
the retention periods for such records. These documented retention periods
are determined by classifying the records as non-permanent or lifetime
records.

Controls are established and described for controlling, protecting, and
maintaining those records before they are entered and stored in the quality
record control storage area.

Methods are described for documenting/recording, reviewing, and
confirming the accuracy of quality records.

Documents are considered to be valid records when they are stamped,
initialed, or signed and dated by authorized personnel or otherwise
authenticated. Handwritten signatures are not required if the document is
clearly identified as a statement by the reporting individual or organization.
Quality records may be originals or reproduced copies.

Corrections to documents that are to become quality records include a line
through the part to be corrected, the date, and the initials of the person
authorized to make the correction. Once a document is declared a quality
record and is entered into the quality records system, no corrections of any
kind are made.

Quality assurance training and qualification records meet the requirements of
DOE Records System 80. Elements of this program include the following:

(1)

(2)

(3

Quality records that contain personnel training and qualification
information, including certification records, are collected and maintained
according to the Privacy Act of 1974; "Proposed Establishment of a New
System of Records," 55 FR 32288, August 8, 1990 (DOE System 80).

The EM-343 Director is responsible for implementing DOE System 80. The
responsibility for managing DOE System 80 is assigned to each of the field
offices. '

Access to DOE System 80 records is restricted to authorized personnel and
those provided access under a routine use as defined for DOE System 80.
Requests for access to DOE System 80 records are directed to the
responsible manager.
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EM-343 has assigned to the field offices execution responsibility for preparing
and collecting, storing, and maintaining quality records prepared by and for
them.

EM-343 has identified in the Waste Form Compliance Plan (WCP) and/or the
Waste Qualification Report (WQR) those quality records required to be a
permanent part of the overall canistered waste form product certification
package. These quality records will be identified, packaged, and transferred to
RW.

The EM-343 Quality Assurance Program Manager participates in and monitors
the implementation of the quality records system. Periodically the EM-343
Quality Assurance Program Manager audits, arranges for independent or
otherwise verifies, audit of the quality records system to assess its adequacy and
effectiveness.

Requirements of Field Offices
Field offices are required to maintain a quality records system that meets the

requirements of DOE/RW-0214, Section 17 and Appendix B. This system is
described in QAPDs that are reviewed and accepted by EM-343.
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AUDITS
Vitrification Projects Division Implementation

The Vitrification Projects Division (EM-343) has established and implemented a
quality assurance audit program in addition to the surveillance program
described in Section 2.1.8 of this QAPD. This audit program provides
comprehensive, independent verifications and evaluations, both internal to EM-
343 and external, of the status and adequacy of the overall High-Level Waste
Quality Assurance Program, including implementation methods, procedures, and
quality-affecting activities. The audit program involves all levels of management
and includes the EM program as well as the programs of the field offices and
their contractors.

The audit program is implemented as early in the life of each activity as
practical, and is continued at intervals consistent with the schedule for
accomplishing each activity. This audit program is also designed to determine
and verify as a method to ensure that program procedures and activities are
effectively applied to the quality-related work activities and comply with the
overall High-Level Waste Quality Assurance Program requirements. The audit
program includes the following elements:

(1) Planning and Scheduling;
(2) Conduct;

(3) Reporting; and

(4) Follow-Up and Closeout.

The scope and frequency of the High-Level Waste Quality Assurance Program
audits scheduled are commensurate with the program needs to support the
overall Waste Acceptance Process Activities of High-Level Waste Form
Production. An annual audit plan and schedule is developed to evaluate the
overall controls applied to quality-affecting activities. This annual audit plan
and schedule is reviewed and revised quarterly as necessary, and is
implemented using a more detailed quarterly audit plan and schedule.

These audit schedules and the scope of each audit are based on evaluation of the
activities to be verified; results of previous reviews, surveillances, and audits;
and the impact of significant changes in personnel, organizations, or the quality
assurance program.
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Internal audits are performed to evaluate the High-Level Waste Quality
Assurance Program on a twelve month cycle and include assessments of those
portions of the program audited. The regularly scheduled audits are
supplemented by additional audits of specific subjects when it is necessary to
provide adequate program coverage.

An audit plan is prepared for each audit that identifies the following:
(1) The scope of the audit;

(2) The requirements against which the audit will be conducted;

(3) The audit personnel (by name) who make up the audit team,;

(4) The activities to be audited;

(5) The organizations to be notified;

(6) The applicable documents pertaining to the audit itself and the activities to
be audited; _

(7) 'The schedule for the audit; and

(8) The checklists or procedures that are to be used to conduct the audit (may
not be included until the final version of the audit plan is issued).

The development of audit plans includes an evaluation of the results of previous
audits and the impact of changes in personnel, organization, or the quality
assurance program of the organization to be audited. This audit plan
development effort also includes a technical evaluation of the applicable
procedures and instructions, as well as plans for technically evaluating the
techniques and/or items if appropriate.

Audit team members are selected and assigned based on their auditor
qualifications, their professional expertise and experience with respect to the
activities to be audited, and their independence from any direct responsibility for
performing the activities they will audit. Audit personnel have sufficient
authority and organizational freedom to make the audit process meaningful and
effective. Personnel having direct responsibility for performing the activities
that will be audited are not involved in selecting the audit team (for internal
audits).
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The audit team is led by a lead auditor who is qualified in accordance with
Section 2.1.7. Prior to conducting the audit, the audit team leader concurs that
the audit team collectively has experience or training commensurate with the
scope, complexity, or special nature of the activities to be audited. Each audit
team leader is either a member of or represents EM-343, and is responsible for
the following:

e Organizing and directing the audit;
* Ensuring that the audit team is prepared prior to initiation of the audit;

* Conducting the pre-audit and post-audit conferences with the audited
organization's management and presenting the audit findings; and

» Coordinating the preparation and issuance of the audit report; signing the
audit report.

The audit teams consist of qualified personnel normally from the quality
assurance organization and technical organizations. Audit team technical
representatives have the technical expertise and/or experience in the work,
activities, or technology being audited and are indoctrinated in audit techniques,
at a minimum.

EM-343 audits are conducted using written checklists as guidance for examining
the program activities to be audited against the specified requirements. The
audit team examines the objective evidence to the depth necessary to determine
if the program activities are being effectively implemented.

Audit results are documented on the checklists. The data obtained from the
audit results are evaluated by the audit team to determine the adequacy and
effectiveness of the quality assurance program.

Conditions requiring prompt corrective action are reported immediately to the
management of the audited organization.

The audit report is signed by the audit team leader, and issued. The audit
report includes the following information:

e A description of the audit scope;
* A listing of the audit team members and their parent organizations;

* The identification of persons contacted during the audit activities, including
the attendees of the pre- and post-audit conferences;
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* A summary of the audit results, including a statement on the effectiveness of
the implementation of the quality assurance program elements that were
audited; and

* A description of each adverse audit finding is provided in sufficient detail to
enable appropriate corrective action to be taken by the audited organization.

The management of the audited organization or activity is required to
investigate adverse audit findings, schedule corrective action (including
measures to prevent recurrence), and notify EM-343 in writing of the action
taken or planned. For significant conditions adverse to quality or recurring
conditions adverse to quality, root cause analysis is included in the audit finding
response. EM-343 evaluates the responses received from the audited
organization, and either accepts or rejects them. Communications continue until
acceptable responses are obtained.

Follow-up action is performed by representatives of EM-343 to verify that
corrective action has been compieted as scheduled and that the corrective action
is effective. When this verification is complete, the audit file is closed and is
entered into the quality records system. The completed audit record file includes
the following:

¢ The audit plan, including the completed and signed audit checklists;

* The audit report;

¢ The written responses to the audit findings; and

* The record of the completed, verified, and accepted corrective action.

Audit plans and schedules between EM-343 and participating waste form
producer organizations can be combined to accomplish multiple organizational
auditing needs whenever the resulting audit scope meets their program needs

and the audit report is used by all affected and responsible organizations.

EM-343 monitors field offices’ audit activities and audits the field offices’
program implementation activities at least annually to assess their adequacy
and effectiveness.
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Requirements of Field Offices

Field offices are required to establish and implement an audit program that
meets the requirements of DOE/RW-0214, Section 18 and Appendix B. This
program is described in QAPDs that are reviewed and accepted by EM-343.

The actions and accomplishments of each field office's overview activities are
periodically summarized to EM-343 for review and evaluation.
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20 ACRONYMS AND ABBREVIATIONS

ASME
DCAR
DEAR
DOE
DOE/EM
DWPD
DWPF
EM-30
EM-34
EM-343
FAR
FARs

M&O
MOA
NRC
NWPA
PR

QAPD

RW

American Society of Mechanical Engineers

Deviation and Corrective Action Report

DOE Acquisition Regulations

Department of Energy

DOE Office of Environmental Restoration and Waste Management
Defense Waste Processing Division

Defense Waste Processing Facility

Office of Waste Management

Office of Waste Management Projects

Vitrification Projects Division

Federal Acquisition Regulation

Federal Acquisition Regulations

Hanford Waste Vitrification Plant

DOE - Idaho Field Office

Management and Operating (Contractor)
Memorandum of Agreement

Nuclear Regulatory Commission

Nuclear Waste Policy Act of 1982 (as amended in 1987)
Production Records

Quality Assurance Program Description

DOE - Richland Field Office

DOE - Office of Civilian Radioactive Waste Management
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DOE - Savannah River Field Office
Treatment Projects Division

Waste Form Compliance Plan
Westinghouse Hanford Company
Westinghouse Idaho Nuclear Company
Waste Form Qualification Report
Westinghouse Savannah River Company

West Valley Demonstration Project

West Valley Project Office
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
1 ORGANIZATION
1.0 General
¢ NQA-1, BR-1, Organization DOE/EM/WQ/02 Quality Assurance Program
(Section 1.0) Description
* NQA-1, 1S-1, Supplementary DOE/EM/WO0O/02 Quality Assurance Program
Requirements for Organization (Section 1.0) Description
GENERAL (0214) AMPLIFICATIONS:
1.1 Quality Assurance Program DOE/EM/W0/02 Quality Assurance Program
Management (Section 1.1.4) Description
1.2 Delegation of Work DOE/EM/WO/02 Quality Assurance Program
(Section 1.2) Description
1.3 Dispute Resolution DOE/EM/WO/02 Quality Assurance Program
(Para. 1.3) Description
14 Resolution of Allegations DOE/EM/WO/02 Quality Assurance Program
(Para. 1.4) Description
and SPP 10.03 Differing Staff Opinions and
Allegations
1.5 Stop Work Provisions DOE/EM/WO0/02 Quality Assurance Program
(Para. 1.5) Description
and SPP 5.03 Stop Work Orders

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the

0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX
REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *

RW-0214 DOCUMENT

SECTION TITLE NUMBER TITLE REMARKS
2 QUALITY ASSURANCE PROGRAM
2.0 General

* NQA-1, BR-2, Quality Assurance DOE/EM/WQ/02 Quality Assurance Program

Program

¢ NQA-1, 2S-1, Supplementary
Requirements for the Qualification of
Inspection and Test Personnel

* NQA-1, 25-2, Supplementary
Requirements for the Qualification of
NDE Personnel

* NQA-1, 2S-3, Supplementary
Requirements for the Qualification of
Quality Assurance Program Audit
Personnel

* NQA-1, 25-4, Supplementary
Requirements for Personnel
Indoctrination and Training

(Section 2.0)

DOE/EM/WQ/02
(Para 2.1.7)

and SPP 3.03

DOE/EM/WQ/02
(Para. 2.1.7),

SPP 3.01,

SPP 3.02,

Description

Quality Assurance Program
Description

Qualification of Quality Assurance
Audit Personnel

Quality Assurance Program
Description

Training Needs Assessment

Preparation and Conduct of
Training

Assigned to Field Office

Assigned to Field Office

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX
REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
2.0 General
(continued)
SPP 3.04 Documentation of Surveillance
Personnel Qualification
and SPP 3.05 Administration of Personnel
Certification, Qualification, and
Training Records
* NQA-1, 2A-1, Nonmandatory Assigned to Field Offices
Guidance on Qualification of
Inspection and Test Personnel
¢ NQA-1, 2A-3, Nonmandatory EM-343 Lead Auditors are
Guidance on the Education and Certified by EM-20
Experience of Lead Auditors
GENERAL (0214) AMPLIFICATIONS
2.1 Quality Assurance Program
* Quality Assurance Program SPP 2.03 Quality Assurance Program
Description Description
e Technical and Quality Assurance SPP 2.01 Standard Practice Procedures
Administrative Procedures
2.2 Reporting Independence of Personnel DOE/EM/W0O/02 Quality Assurance Program
(Para. 2.1.1) Description

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
2.3 Planning DOE/EM/WO0/02 Quality Assurance Program
(Para. 2.1.2) Description
and SPP 2.03 Quality Assurance Program
Description
2.4 Readiness Review DOE/EM/WQ/02 Quality Assurance Program
(Para. 2.1.3), Description
and SPP 4.14 Administration and Conduct of
Operational Readiness Reviews
25 Graded Quality Assurance Program DOE/EM/W0/02 Quality Assurance Program
(Para.2.14) Description
and SPP 2.03 Quality Assurance Program
Description
2.6 Policy Statement DOE/EM/W0/02 Quality Assurance Program

(Para. 2.1.5 and page | Description
i)

2.7 Quality Assurance Requirements Matrix | DOE/EM/WQ/02 Quality Assurance Program
(Para. 2.1.6) Description
2.8 Personnel Selection, Indoctrination, DOE/EM/WO0/02 Quality Assurance Program
Training, and Qualification (Para. 2.1.7), Description
SPP 3.05, Administration of Personnel
Certification, Qualification, and
Training Records

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

Quality

(Para. 2.1.11)

Description

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *

RW-0214 DOCUMENT ‘

SECTION TITLE NUMBER TITLE REMARKS
2.8 SPP 3.01, Training Needs Assessment
(continued)

and SPP 3.02 Preparation & Conduct of Training
2.9 Surveillance DOE/EM/WO/02 Quality Assurance Program
(Para. 2.1.8) Description
SPP 4.01, Planning & Scheduling of
Evaluation & Assessment
Activities
and SPP 4.04 Administration & Conduct of
Surveillance
2.10 Management Assessment DOE/EM/WQ/02 Quality Assurance Program
(Para. 2.1.9), Description
and SPP 8.02 Annual Assessment of the Quality
Assurance Program
2.11 Quality Assurance Program DOE EM/WO/02 Quality Assurance Program
Management- Information Reporting (Para. 2.1.10) Description
and Tracking
SPP 8.03, Quality Assurance Program
Progress and Status Reports
and SPP 10.01 Analysis of Adverse Quality
Trends
2.12 Qualification of Data of Indeterminate DOE/EM/W0/02 Quality Assurance Program

Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
APP.B AMPLIFICATIONS OF QUALITY
ASSURANCE PROGRAM
REQUIREMENTS FOR WASTE
ACCEPTANCE PROCESS
ACTIVITIES OF HIGH-LEVEL
WASTE FORM PRODUCTION:
2.0 (B) AMPLIFICATION OF QARD
SECTION 2.0-QUALITY
ASSURANCE PROGRAM
DESCRIPTION FOR THE WASTE
ACCEPTANCE PROCESS
2.1 (B) Method Description DOE/EM/W0/02 Quality Assurance Program
(Section 1 and 2) Description
2.2 (B) Readiness Reviews DOE/EM/W0O/02 Quality Assurance Program
(Para. 2.1.3) Description
2.3 (B) Graded Quality Assurance Program DOE/EM/WQ/02 Quality Assurance Program
(Para. 2.1.4) Description
and SPP 2.03 Quality Assurance Program
Description
2.4 (B) Personnel Selection, Indoctrination, DOE/EM/WO0/02 Quality Assurance Program Inspection & Test Personnel
Training, and Qualification [Para. 2.1.7), Description Qualifications assigned to
Field Offices
SPP 3.01, Training Needs Assessment

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements" column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.

26/¥0/30
T 'A%Y

3% Jo 9 aded

20/OM/INF/30d




—(

AT’I‘AL( .ENT 1

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
2.4(B) SPP 3.02, Preparation and Conduct of
(continued) Training
and SPP 3.05 Administration of Personnel
Certification, Qualification, and
Training Records
2.5 (B) Management Assessments DOE/EM/WO0/02 Quality Assurance Program Assigned to Field Offices
(Para. 2.1.9) Description
and SPP 8.02 Annual Assessment of the Quality
Assurance Program
3 DESIGN CONTROL
3.0 General DOE/EM/WO/02 Quality Assurance Program Design Control
Section 3.0 Description Responsibilities are
assigned to Field Offices
* NQA-1, BR-3, Design Control DOE/EM/WO0/02 Quality Assurance Program
Section 3.0 Description
¢ NQA-1, 3S-1, Supplementary DOE/EM/W0/02 Quality Assurance Program
Requirements for Design Control Section 3.0 Description
GENERAL (0214) AMPLIFICATIONS:
3.1 Design Deficiency Control Assigned to Field Offices
3.2 Design Changes Assigned to Field Offices
3.3 Design Verification Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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ATTAé AENT 1

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
34 Technical Reviews DOE/EM/WO0/02 Quality Assurance Program Except for selected reviews
(Para. 3.1) Description assigned to Field Offices
and SPP 4.15 Administration & Performance of
Technical Reviews
3.5 Peer Reviews DOE/EM/WO/02 Quality Assurance Program
(Para. 3.1), Description
SPP 4.08 Administration and Conduct of
Peer Reviews
APPENDIX B
3.0 AMPLIFICATION OF QARD
SECTION 3-DESIGN CONTROL
3.1 (B) Control of Experiments and
Development Activities
3.1.1 (B) Experimental and Development Assigned to Field Offices
Activities
3.1.2 (B) Minimum Controls for Developmental Assigned to Field Offices
Activities
3.1.3 (B) Documentation Assigned to Field Offices
3.1.4 (B) Experimental and Developmental Assigned to Field Offices
Records Control
ol
3.1.5 (B) Modification Control Assigned to Field Offices o
g8
2.0
* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the g Y e 3
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower 8 : N %

organization, are the implementing procedures; or are a combination thereof.




\ ATI‘A( AENT 1 (
DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX
REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
3.2 (B) Computer Software Design Control Assigned to Field Offices
4 PROCUREMENT DOCUMENT
CONTROL
4.0 General
* NQA-1, BR-4, Procurement Document | DOE/EM/W0/02 Quality Assurance Program
Control (Section 4.0), Description
and SPP 4.12 Quality Assurance Input to the
Program Execution Guidance
Documents
and SPP 4.16 Document Review
* NQA-1, 4S-1, Supplementary DOE/EM/W0O/02 Quality Assurance Program
Requirements for Procurement (Section 4.0) Description
Document Control
GENERAL (0214) AMPLIFICATIONS
4.1 Review DOE/EM/WO/02 Quality Assurance Program
{Section 4.0) Description
42 Applicability of Purchaser's Quality DOE/EM/WO0/02 Quality Assurance Program
Assurance Program (Section 4.0) Description

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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—( ATTA< JMENT 1 <

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
6 INSTRUCTIONS, PROCEDURES,
AND DRAWINGS
5.0 General DOE/EM/WO0/02 Quality Assurance Program
(Section 5.0) Description
¢ NQA-1, BR-5, Instructions, and SPP 2.01 Standard Practice Procedures

Procedures, and Drawings

GENERAL (0214) REQUIREMENTS

5.1 Reviews SPP 2.01 Standard Practice Procedures
5.2 Quality Assurance Records and SPP 7.01 Preparation, Transfer, & Receipt of
Quality Records
] DOCUMENT CONTROL
6.0 General DOE/EM/W0/02 Quality Assurance Program
(Section 6.0) Description
* NQA-1, BR-6, Document Control SPP 6.05 Controlled Documents
¢ NQA-1, 6S-1, Supplementary SPP 6.05 Controlled Documents

Requirements for Document Control
GENERAL (0214) REQUIREMENTS

6.1 Control System SPP 6.05 Controlled Documents

* Documents listed as "implementing" do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.
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ATT. JENT1

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
6.2 Controlled Documents DOE/EM/W0/02 Quality Assurance Program
(Section 6.0) Desecription
6.3 Quality Assurance Organization Review SPP 6.05 Controlled Documents
7 CONTROL OF PURCHASED ITEMS
AND SERVICES
7.0 General DOE/EM/WO0/02 Quality Assurance Program
(Section 7.0) Description
* NQA-1, BR-7, Control of Purchased DOE/EM/WO/02 Quality Assurance Program
Items and Services (Section 7.0) Description
* NQA-1, 7S-1, Supplementary DOE/EM/WO/02 Quality Assurance Program
Requirements for Control of (Section 7.0) Description
Purchased Items and Services
e NQA-1, 10S-1, Sections 4, 6.1 through Assigned to Field Offices
6.4, and 8, Supplementary
Requirements for Inspections
GENERAL (0214) REQUIREMENTS
71 Supplier Quality Assurance Program Assigned to Field Offices
7.2 Receipt Inspection Planning Assigned to Field Offices
7.3 Receipt Inspection Records Assigned to Field Offices
o
g O
- %
[
* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the g o S
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower B : § é

organization, are the implementing procedures; or are a combination thereof.




ATTA\ .(ENT1

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

Involvement in Qualification Activities
for Special Processes

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
8 IDENTIFICATION AND CONTROL | DOE/EM/WO0/02 Quality Assurance Program Assigned to Field Offices .
OF MATERIALS, PARTS, AND (Section 8.0) Description
COMPONENTS
8.0 General
- NQA-1, BR-8, Identification and Assigned to Field Offices
Control of Items
- NQA-1, 8S-1, Supplementary Assigned to Field Offices
Requirements for Identification and
Control of Items
9 CONTROL OF PROCESS DOE/EM/WO0/02 Quality Assurance Program Assigned to Field Offices
(Section 9.0) Description
9.0 General
* NQA-1, BR-9, Control of Processes Assigned to Field Offices
* NQA-1, 9S-1, Supplementary Assigned to Field Offices
Requirements for Control of Processes
GENERAL (0214) AMPLIFICATIONS
9.1 List of Special Processes Assigned to Field Offices
9.2 Quality Assurance Organization Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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ATTA( {ENT 1

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
9.3 Evidence of Accomplishment of Special Assigned to Field Offices -
Processes
9.0 (B) APPENDIX B
AMPLIFICATION OF QARD
SECTION 9.0-CONTROL OF
PROCESSES
9.1 (B) Process Control Assigned to Field Offices
10 INSPECTION DOE/EM/WQ/02 Quality Assurance Program Assigned to Field Offices
(Section 10.0) Description
10.0 General Assigned to Field Offices
¢ NQA-1, BR-10, Inspection Assigned to Field Offices
¢ NQA-1, 10S-1, Supplementary Assigned to Field Offices
Requirements for Inspection
GENERAL (0214) AMPLIFICATIONS
10.1 Inspection Planning Assigned to Field Offices
10.2 Records Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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‘ ATTAG. .ENT1 A\
DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX
REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
11 TEST CONTROL DOE/EM/WQ/02 Quality Assurance Program Assigned to Field Offices
(Section 11.0) Description
11.0 General
* NQA-1, BR-11, Test Control Assigned to Field Offices
* NQA-1, 118-1, Supplementary Assigned to Field Offices
Requirements for Test Control
GENERAL (0214) AMPLIFICATIONS
11.1 Uncertainty and Error Assigned to Field Offices
11.2 Test Planning Assigned to Field Offices
12 CONTROL OF MEASURING AND
TEST EQUIPMENT
12.0 General DOE/EM/W0/02 Quality Assurance Program Assigned to Field Offices
(Section 12.0) Description
¢ NQA-1, BR-12, Control of Measuring Assigned to Field Offices
and Test Equipment
* NQA-1, 12S-1, Supplementary Assigned to Field Offices
Requirements for Control of
Measuring and Test Equipment
GENERAL (0214) AMPLIFICATIONS
12.1 Calibration Standards Assigned to Field Offices 8
o
£ 5
=
* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the § = E §
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower S o g
organization, are the implementing procedures; or are a combination thereof. Sl A
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

* NQA-1, BR-14, Inspection, Test and
Operating Status

(Section 14.0)

Description

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION | TITLE NUMBER TITLE REMARKS
13 HANDLING, STORAGE, AND DOE/EM/WO/02 Quality Assurance Program Assigned to Field Offices
SHIPPING (Section 13.0) Description
13.0 General
¢ NQA-1, BR-13, Handling, Storage, Assigned to Field Offices
and Shipping
* NQA-1, 135-1, Supplementary Assigned to Field Offices
Requirements for Handling, Storage,
and Shipping
13.0 (B) APPENDIX B
AMPLIFICATIONS OF QARD
SECTION 13-HANDLING, STORAGE,
AND SHIPPING
13.1 (B) Archival Samples Assigned to Field Offices
(non-radioactive
qualification samples only)
14 INSPECTION, TEST, AND
OPERATING STATUS
14.0 General DOE/EM/WO/02 Quality Assurance Program Assigned to Field Offices

Assigned to Field Offices

]
- O
£ 5

o
* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the S o § §
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower § e g
organization, are the implementing procedures; or are a combination thereof. DR




organization, are the implementing procedures; or are a combination thereof.

( ATTAC{\, sNT 1 <
DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX
REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
GENERAL (0214) AMPLIFICATIONS
14.1 Sequence of Operations Assigned to Field Offices
16 CONTROL OF NONCONFORMING
ITEMS
15.0 General DOE/EM/WO0/02 Quality Assurance Program
(Section 15.0), Description
¢ NQA-1, BR-15, Control of
Nonconforming Items
* NQA-1, 15S-1, Supplementary SPP 5.01, Deviations and Corrective Actions
Requirements for Control of
Nonconforming Items
SPP 5.03, Stop Work Orders
GENERAL (0214) AMPLIFICATIONS
15.1 Closure SPP 5.01 Deviations and Corrective Actions
15.2 Nonconformance Disposition SPP 5.01 Deviations and Corrective Actions
g
9
* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the g s § %
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower g < n g
02— R
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ATTAC. .ENT1 \
DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX
REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
16 CORRECTIVE ACTION
16.0 General DOE/EM/WQ/02 Quality Assurance Program
(Section 16 ) Description
¢ NQA-1, BR-16, Corrective Action DOE/EM/W0/02 Quality Assurance Program
(Section 16) Description
GENERAL (0214) AMPLIFICATIONS
16.1 Trend Analysis SPP 10.01 Analysis of Adverse Quality
Trends
16.2 Corrective Actions for Significant DOE/EM/WO0/02 Quality Assurance Program
Conditions Adverse to Quality (Para. 16.1.1) Description
and SPP 5.01 Deviations and Corrective Actions
16.3 Deficiencies SPP 5.01, Deviations and Corrective Actions
SPP 5.07 Evaluation and Assessment
Commitment Tracking and
Reporting System
16.4 Remedial Action SPP 5.01 Deviations and Corrective Actions
17 QUALITY ASSURANCE RECORDS

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements" column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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ATTACL £NT 1 (

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
17.0 General DOE/EM/WO0/02 Quality Assurance Program
(Section 17.0), Description
* NQA-1, BR-17, Quality Assurance
Records
General
* NQA-1, 17S-1, Supplementary SPP 7.01 and Preparation, Transfer and Receipt
Requirements for Quality Assurance of Quality Records
Records
SPP 7.02 Quality Records Management
GENERAL (0214) AMPLIFICATIONS
17.1 QA Records SPP 7.01 Preparation, Transfer and ReceipT
of Quality Records
and SPP 7.02 Quality Records Management
17.2 QA Training and Qualification Records | DOE/EM/W0/02 Quality Assurance Program
(DOE System 80) (Section 17) Description
17.0 APPENDIX B
| AMPLIFICATION OF QARD
SECTION 17- QUALITY
ASSURANCE RECORDS
17.1 (B) Product Certification Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

‘ REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
17.2 (B) Determination of Quality Assurance DOE/EM/WO0/02 Quality Assurance Program
Records (Para. 17.1.1) Description
17.3 (B) Production Documentation Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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ATTAL. _AENT 1

DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

Quality Assurance Audits

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
18 AUDITS
18.0 General DOE/EM/WQ/02 Quality Assurance Program
(Section 18.0) Description
* NQA-1, BR-18, Audits
¢ NQA-1, 18S-1, Supplementary
Requirements for Audits
GENERAL (0214) AMPLIFICATIONS
18.1 Technical Considerations SPP 3.03 Qualification of Quality Assurance
Audit Personnel
and SPP 4.01 Planning & Scheduling of
Evaluation Activities
18.2 Analysis of Audit
18.3 Internal Audit Scheduling SPP 4.01, Planning & Scheduling of
Evaluation Activities
SPP 4.02, Administration and Conduct of
Quality Assurance Audits
18.4 External Audit Scheduling SPP 4.01 Planning & Scheduling of
Evaluation Activities
SPP 4.02, Administration and Conduct of

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the

0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214

QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *
RW-0214 DOCUMENT
SECTION TITLE NUMBER TITLE REMARKS
18.0 APPENDIX B
AMPLIFICATION OF QARD
SECTION 184 - QUALITY
ASSURANCE AUDITS
18.1 (B) Planning and Certification SPP 4.02 Administration and Conduct of
Quality Assurance Audits
18.2 (B) Audit Team Selection SPP 4.02 Administration and Conduct of
Quality Assurance Audits
19 COMPUTER SOFTWARE
19.0 Application of Requirements Assigned to Field Offices
19.1 Computer Software Quality Assurance Assigned to Field Offices
Plan (SQAP)
19.2 Computer Software Verification and Assigned to Field Offices
Validation
19.3 Verification Assigned to Field Offices
19.4 Validation Assigned to Field Offices
19.5 Computer Software Configuration Assigned to Field Offices
Management
19.6 Qualification of Existing Software Assigned to Field Offices
19.7 Documentation Assigned to Field Offices

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower

organization, are the implementing procedures; or are a combination thereof.
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DOCUMENTS THAT IMPLEMENT THE REQUIREMENTS OF DOE/RW-0214
QUALITY ASSURANCE PROGRAM INDEX

REQUIREMENT IN RW-0214 IMPLEMENTING DOCUMENT *

RW-0214 DOCUMENT

SECTION TITLE NUMBER TITLE REMARKS
19.8 Reviews Assigned to Field Offices
19.9 Discrepancy Reporting and Corrective Assigned to Field Offices

Action
19.10 Media Control and Physical Security Assigned to Field Offices
19.11 Acquired Computer Software Assigned to Field Offices
19.12 Computer Software Application Assigned to Field Offices
19.13 Exceptions to ASME NQA-1, 1989 Assigned to Field Offices
' Edition

* Documents listed as "implementing” do not necessarily indicate a one-to-one relationship with the specific requirements listed in the
0214 "Requirements” column, but are document(s) that either address the listed requirement(s), delegate the requirement(s) to a lower
organization, are the implementing procedures; or are a combination thereof.
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Unitea States Government

memorandum

... 0CT 25 mear

Department of Energy

fice of Civilian Radiocactive Waste Managermen:
ity Assurance (QA) Audit HQ-5-003 on th
n Prcjects Branch (EM-343)

» Vitrification Projects Branch
e of Waste Operaticns, EM-343

e: Memorandum from EM-30 to Donald G. Horton dates
4, 1991, "Stop Work cn the Vitrificaticn Preo-ects
1 Review Groups"

the repcrt for QA Audit HO- 01-003 The auz:
Yy the CCRWM Headguarters QA Divisicn at EM-:
n Germantcwn, XD cn August 26-3C, -991.

!
[V
S

LIring the ccurse cf this audi+, the audit <=

gecTive Ac:;cn Requests (CARs) documen<tin
its LGhtT cbservaticns of areas w
cve theilr QA progran.

v

t1 OO0

llective severity cf the deficiencies fzunsz
EM-30 took the initiative to stop work ky the
jects Technical Review Grcups on October 4,
nced memorandum). RW-3 believes that th
Tpleted pricr to lifting the stop work, as
d memorandum, need tc be supp lemented %o s
is requested that EM-343 provide a more
preregulsite actiocns ‘necessary to resume work
take intoc ccnsideration aprroved respenses ¢
as aprrcrriate, previously issued ts EM-343.
requested that EM-343 transmit to this office, for
documented evidence that this "stop work" is being
the EM QA program (DCAR, etc.). Also, durinc
f the stop work, OCRWM OQA representatives shall:
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articipate in all verification activities (e. g., audits,
surveillances and assessments) performed by EM-343, and

o) prior to lifting the stop work, verify completicn cf all
agreed to prerequisite actions.



Responses to the CARs (which were transmitted via separace
letter) are due by the date indicated in block ten cf the CARs.
A response to this audit repcrt is not necessary. The subjecs
audit is considered completed as cf the date of this letter:
however any open CARs will continue to be tracked until the
have been closed to the satisfacticn cof the audit tear leader
and the Director, OQA.

If you have any guestions, please contact Bob Clark or myself a<
(202) 586-8858.

P

//' //— 1%‘ /
A7z r il A
Donaléézf;Horton, Direczor

Office of Quality Assurance
Office cf Civilian Radicac<o:iws
Waste Managerent
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Cowar, EM=-3¢C

Frei, EM-34
Henressey, EM-343
Chacey, EM=-343

reters, RW-2
Gertz, RW-
Rckerts, RW-30
{ilner, RW=40
Spence, YMSCFO

immerman, NWFC, Ca

Whirrle, Linceln Cczunt
Baughmar, Lincecln Coun
Bingham, Clark County, h
Bechtel, Clark County, NV
glebrecht von Tiesenhasuen, Clark Co unty, las Vegas, NV
Seidler, SAIC

Campbell, Inyo County, CA

Michener, Inyo County, CaA

Derby, Lander County, NV

Schank, Churchill County, NV

Jackson, Mineral County, NV

Sperry, White Pine County, NV

Vaughan, Esmeralda County, NV

Hooks, NRC, Washington, D.C.

Conway, NRC, Washington, D.cC.

Buckley, NRC, Washington, D.C.

J. Brackett, TESS, HQ (RW-3) FORS
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U.S. DEPARTMENT OF ENERGY
OFFICE OF CIVILIAN RADIOACTIVE WASTE MANAGEMENT
OFFICE OF QUALITY ASSURANCE
AUDIT REPORT
OF
EM-233 VITRIFICATION PROJECTS BRANCH
AUDIT NO. HQ-91-003

AUGUST 26 THROUGH AUGUST 30. 1991

b '\J-\'-

Norman C_#Frank
Audit Te Leader
CER Corporation

Approved bym Date: /¢, 7

Donald G. Horon
Director
Office of Quality Assurance
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EXECLTIVE SUMMARY

The audit team concluded thal. in general, the quality assurance program for the Vitrificaton Projects
Brancn. EM-343, was not being fully isiplemented and for this reason was determined 10 be “not
effecire.” 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 resuited from this
audit. In addition. eight observanons 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 acuon. Because of the general lack of compliance with the quality assurance program, the
infraswuciure needed 10 suppon the technical review acvities is not adequate. Work on the techrucal
review acuivities has been stopped unul specified actions to ensure compliance with the guality
assurance program and establish the infrastructure needed to suppon the technical acuviues have been
taken. EM-343 has agreed to keep OCRW™M apprised of the status of completon of prerequisite
actons 1o resume work in this area.
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Introducuon

The Office of Civilian Radioacove Waste Management (OCRWM) performed a quality
assurance audit (number HQ-91-003) of the Vitrification Projects Branch (EM-343, of the
Waste Operauons Division of the Office of Environmental Restoranon and Waste
Management. The audit was conducted by an audit team 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 tQAAP) 18.2.
“Audit Program.” and the associated audit plan [reference letter from RW-3 10 Associate
Director, EM-30, dated July 29. 1991, "Office of Civilian Radioactive Waste Management
(OCRWM) Quality Assurance 1QA) Audit HQ-91-003 of the Vitrification Projects Branch
(EM-343)"].

Audit Scope

The audit evaluated compliance !0 and the effectiveness of the EM-343 QA program as
descnibed in the Environmental Restorauon and Waste Management (EN; Quality Assurance
Program Description (QAPD). DOEEM/WO/01 and DOE/EM/WO/02 and tieir associated
Standard Pracuce Procedures (SPPs).

The adequacy of the QAPD was evaluated separately and was not included as a componen:
of this audit (Reference DOE lenter from RW-3 1o Chief. Vitrificaton Projects Branch, EM-
343, dated April 8, 1991, "Review of EM QAPD, Revision 0"). The adequacy of the SPPs
(revision 0) was not reviewed in detail because of the already identified weaknesses in the
EM QAPD.

No previous audits of EM-343 had been performed by OCRWM. Althougt. three
surveillances had been performed by OCRWM within the past two months. only one
surveulance repont had been i1ssued and EM-343 had not had time to respond to the report.
The results of these surveillances (HQ-SR-91-011, HQ-SR-91-016, and HQ-SR-91-014) were
taken into account when audigng 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"

SPP 4.11, "Review of Waste Acceptance Process Technical Documents’

SPP 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 duning surveillance HQ-SR-91-014:

SPP  3.03, "Certification of Quality Assurance Audit Personnei”
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The programmatic elements audited are identfied below:

QA PROGRAM ELEMENTS

1 - Organization

2 - Quality Assurance Program

3 - Design Control (including software and scientfic investigation)
4 - Procurement Document Control

5 - Instructions, Procedures, and Drawings

6 - Document Control

7 - Control of Purchased Items and Senvices
15 - Control of Nonconforming Items

16 - Corrective Action

17 - Quality Assurance Reports

18 - Audits

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

8 - Identification and Control of ltems

9 - Control of Processes

10 - Inspection

11 - Test Control

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

14 - Inspection. Test, and Operating Status

The audit of implementation and statements of effectuveness were based on the 1ssued
revisions of the QAPD and SPPs at the time of the audit.

The audit of technical areas was limited 10 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 Robert W. Clark DOE, Washingtpn. D.C.'
Audit Team Leader Noman C. Frank CER Corp., Arlington. VA
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Auditors R. Denrus Brown CER Corp.. Arlingion, VA
Robent G. Thomas CER Corp., Arington. VA
Craig G. Walenga CER Corp., Arington, VA
Clyde D. Morell CER Corp., Arington, VA
Thomas E. Rodgers CER Corp.. Arlingion, VA
Louis Wade WESTON, Washington, DC
Observers John T. Buckley USNRC
James T. Conway USNRC
Frank E. Nash Duke Eng/TESS

Summary of Audit Resulls

4.1

4.2

4.3

Program Effectiveness

The audit team concluded that, in general the quality assurance program for EM-343
was not being tully implemented and for this reason was determined 1o be "not
effective.” Two of the 11 criteria audited were found to be effective. Two cniteria were
found to be indeterminate because insufficient work had been done to allow an
evaluation. Seven criteria were found 1o be "not effect:ve ' for the work done. Nine
Correcuve Action Requests resulted from this audit. In addition. eight observations are
presented to 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 suppor the technical review
activiues 1s not adequate. Work on the technical review acuvities has been stopped
unul specified actions to ensure compliance with the guality assurance program and
establish the infrastructure needed to suppon the technical review acnvities have been
taken. EM-343 has agreed to keep OCRWM apprised of the status of compieton of
prerequisite actons to resume work in this area.

Programmatic Audit Activities

Detaiis of programmatic audit activities are provided in Attachment 1. A list of
objecuve evidence reviewed during the audit is provided in Attachment 2.
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+.4 Technical Acuviues

The qualificauons of review personnel were evaluated during the audit. EM personnel s
understanding of procedural requirements as they pertain to the deveiopment and
quaiificaton of waste forms was also evaluated during the audit. The resuits are
included in this repon.

4.5 Summary of Deficiencies

The audit team idenufied numerous deficiencies during the audit. These were
consolidated into nine CARs. A synopsis of the CARs and observauors is presented in
Secuon 6.0. Informauon copies of the draft CARs are included in Anachment 3.

Of the nine CARs wntien. three represented significant failures of the EM personng! 0
understand and impiement the gualily assurance program. cne represanied wnsufficient
definition of the quaiity assurance program, and five represenied defiziencies in the
implemented portion of the quality assurance program.

Audit Meetings and Personnei Contacted

The preaudit conference was held at EM-343 offices in the Trevion II buiiding in
Germantown, MD on August 25, 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 invoived in the
audit is included in Attachment 4.

Synopsis of Corrective Acuon Requests Issued and Observations Noted

6.1 Correcuve Action Reguests 1CARs)

"

HQ-91-035  Personnei demonstrated a general lack of compliance with the issued
Standard Pracuice Procedures.

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

HQ-91-037  No management assessments or intemal 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 O SPPs.
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HQ-91-039  EM-343 has not established and implemented a systemauc method for
defining the work that is subject to the EM-343 QA program
requirements. SPP 2.05, "Selective Application of Quality Assurance
Activities,” was not issued at the ime of the audit. No method existed
for the seiective application of QA activities to EM-343 work.

HQ-91-040 The EM-343 Branch Chief had not designated a person 0 fill the HLW
Quality Assurance Program Manager position.

HQ-91-041 Deficiencies identified in Surveillance Report 91EA-VP-5-003, dated
6/14/51, were not documented on deviation repons. In addition. no
action had been taken 1o correct the identified deficiencies. The
deficiencies had been included in the Quality Improvement Log rather
than being documented on deviation reperts. The surveilance repornt had
not been “accepted” by EM-343.

HQ-91-042  The administrative supporn contract for BDM does not require BDM 1o
perform work in accordance with the SPPs or the EM-343 QAPD.

HQ-61-043  EM-343 has not reviewed and accepted the West Valley or Richland
Office implemenung procedures.

6.2 Observations/Recommendations

1. Several of the existing SPPs are concemed with topics of an
administranve/program management nature that, although needed. do not have to
be included within the scope of the quality assurance program, vet 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
implementaton is forfeited by maintaining them as procedures that affect quality.
Because they are auditable, implementation and compliance problems are
inevitable. EM-343 shouid consider removing the following procedures from the
EM QAPD requirements matrix:

SPP 6.01 "Official HLW Office Files”

SPP 6.02 "Preparation of Correspondence”

SPP 6.03 "Incoming Mail"

SPP 6.04 "Commimnent Control"

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 Structures
(WBS)”
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The procedures for correcuve action. including the Deviauon and Corrective
Acgon Repont (DCAR), quality improvements. and trending systems should be
evaluated for unnecessary overiap of system function and definition of
applicability. Consolidation of procedures with significant overlap is
recommended.

Deficiencies identified during audits of the Savannah River Operauons Office are
not betng promptly corrected. The response to DCARs issued as a result of a
February 1991 audit was only recently received. Several DCARs from the Jjune
1990 audit remain open. The audit team recognizes that considerable effort by
EM has been made 1o obain 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 1© contawm 4
complete set of the working documents. However, the audit team 1dentfied
numerous instances where complete working files were not present. Examples
are:

* personnel qualification and cerification 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 compizsting the
working files.

The qualificauons of two technical spec:aiists used on audit 91EA-WV-AL-001
were reviewed. While their overall quabiications were excellen:. a concern exists
that the two technical specialists were not qualified for the areas of review that
they were assigned. One technical specialist was assigned to sectons 1. 2, 16.
and 18 of the West Valley QAPD while the other technical specialist was
assigned to sections 3, 5, 6, 10, 17, and 19. Since the audit repon 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 concem 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 1o 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 anaivsis of DCARs has not been performed. There are approximately 40
DCARs that could be anaiyzed for trenas. The audit team recogrnizes that a new
system 1o track and analyze DCARs is now being developed.

8. There 15 no objecuve evidence that the Richland Operanons Office has been
sending quarterly "QA and Safety Status Repons” to EM-30 as required by the
PEGD. "

Required Actions

Responses 1o the CARs were requested in a separate memorandum that fqmall_x er‘msmmc_d
the CARs 1o EM-30. Responses will be evaluated and followup action wiil be performed in
accordance with QAAP 16.1, "Corrective Action.”

Responses to the recommendations are not required. but appropnaie managemen! alenuon
and acuon shouid be taken.

List of Attachments

Attachment 1: Audit Detals

Anachment 2: List of Objecuve Evidence Reviewed Durnng the Audit
Attachment 3. Information Copy of Draft CARs

Attachment 4. Personnel Involved in the Audit
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ATTACHMENT 1

Audit Detalis

The following is a summary of programmauc acuvity covered during the audit. A list of objecuve
evidence reviewed during this audit and the full document identificadon number. revision status. and
title for Standard Practice Procedures (SPPs) referenced below are given 1n Attachment 2.

1.0

Organization

The evaluation of Critenon 1 was based on personnel interviews and a review of the curren:
orgamizauonal stoucture. The areas evaluated included:

. Organizational Responsibilities and Authonty

. External and Internal Interfaces

. Differing Staff Opinions and Allegations (SPP 10.03;

. Conurol of Unsausfactory Conditions (Stop Work Orders) tSPP 5.03)

The organization as depicted in the QAPD does not accurately descnbe 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 concern had been previously addressed in the formal
comment review of the DOE/EM/WO/2 (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 Orgaruzational Director (there 1s no “Director” in EM-343). As a consequence, perserngi
interviewed were unsure who was 1o perform the specified acuons.

Deficiencies identified were included in Corrective Action Request HQ-91-03S5 and HQ-%:-
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 to EM-343
personnel on SPP 5.03.
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Based on the facts that organuzationai interfaces are not Cleariy defined and performers
idenufied in SPPs have not beer: defined. Criteron 1 is found to be not effective in s
implementauon.

Quality Assurance Program

The evaluaton of Critenon 2 was based on personnei interviews and review of objective
evidence. The evaluation inciuded:

QA Program Documentation.

Indoctrinanon and Training of Personnel
Qualification and Cerufication of Personnel
Surveillance and Assessments

Review and Reporung of QA Program Status

The evaluation identified the fol]owing deficiencies that were inciuded in Comecuve Acuon
Requests resulting from the audit.

. Indoctnnaton and training ( CAR HQ-91-036)

)

There were provisions for ensunng that people performing quaiity -affecting
activities are indoctrinated/trained prior 0 performing the activity.

Of the 43 SPPs issued 10 implement the QA Program. only 16 have been
identified as requiring indoctrinaton/training.

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

Personnel were not indoctrinated/trained on procedures for which they have
responsibility (o implement.

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

3. Deviadons identified in EM-343 Surveillance Report 91EA-VP-S-003 were not
documented on deviation reponts (CAR HQ-91-041).

4. 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 qualifications 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 couid not be audited due to insufficient activities occuming to
demonstrate umpiementaton:

. SPP 8.01, "Coordinanon of Reviews and Evaluation by Outside Organizauons
. SPP 9.01. "Preparauon and Maintenance of the Program Schedules

. SPP 9.02, "HLW Monthly Progress Reporning"

. SPP 9.03, "Preparauor and Maintenance of the Work Breakdown Structure”

. SPP 10.01, "Idenuficatnon and Analysis - Trends”

Based on the numerous instances of procedural noncompliance identified during the audit.
Critenion 2 has been found 10 be not effecuve in its implementation.

Design Control
The impiementauon of SPPs reiated 10 design contrel were reviewed as (02w

SPP 4.05, "Administration of Techrucal Reviews”, Rev. 0; and
SPP 4.06, "Conduct of Techrucai Reviews”, Rev. O

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
controlling SPPs. The audit team considered that adequate review critena existed between
the statement of work and the TRG charter 10 support a meaningful review.

It was not possible to verify the qualifications and experience of the TRG review team due 10
the fact that those records were currently retained by the TRG Executive Secretary at
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 scientfic investigation
was in its beginning stages and did not yet warrant review. Consequenty, 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 identfied in an
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eariier sunverllance that EM-343 was not reviewing the PEGD in accordance with Standard
Pracuce Procedure (SPP) 4.12. The PEGD (FY1991) was found 1o be inadequate because the
requirements of DOE/RW-0214 were not inciuded in the PEGD.

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

The only other acavity reviewed under this criterion was the work performed by PDC
personnel. 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 documen: control was found o be not effezsyve on iis
implementauon.

Instrucuons. 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 instructuon file index for
the working file. an approved-original section. an instruction coordination log section. a
memo (o file, a reviewer comment and disposition section, and a reference material section.
For each of the seven working files, the instruction file index sheet was not completed, there
was no approved original SPP in the working file. the coordination log had not been
completed. and the reviewer comment and disposition forms were in various stages of
completeness with no one form fully compieted. These working files are to be mainiained by
the SPP Coordinator, who was identified as PDC. Numerous violations of SPP 2.0}
requirements were noted in reviewing the incomplete working files. These procedurzi
noncompliance problems have been addressed in CAR HQ-91-035.

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 Matrix 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 O 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
SPPs have been set up as quality records while the rematrung quaiity records required by SPP
2.01 have not been created due 1o the incompleteness of the working files.

The audit team evaluated the preparation of the 47 draft SPPs of which most were
modificauons w the revision 0 SPPs. SPP 2.01 revision O was used 10 determine compliance.
The same SPPs seiected for the revision 0 review were selected for the revision | 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. I[n 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 signatures or initials of the reviewers. [t was noted
that for four SPPs of the eight evaluated. the author of the SPP was also listed as a reviewer.

The audit teamn did not find evidence that any EM-343 staff member was invoived 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 quantty] completed forms may stll 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 O but was basically implementing the
unapproved process described in draft SPP 2.01 revision 1.

While discussing the adequacy of these reviews, the PDC SPP Coordinator and support
personnel informed the audit team that SPPs were also reviewed by a QARG and the
documentation of their review comments and comment resolutions would show a thorough
review. The audit team antempted 10 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 charter.

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 0 that had been reviewed by the QARG-1
tSPP) for compiiance 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. Ctiternion S has been found to be not effective in its
implementaton.

Document Control

The audit team attempted to venfy that the requirements contained within the EM QAPD for
Document Control were adequatelyv reflected within the SPPs to ensure adequate
implementauon. Several instances were identified in which QAPD reguirements were not
contatned withun the SPPs, thus jeopardizing their impiementauon. No obiecuve evidence

could be found that the foilowing QAPD requirements had been saustied:

The QA Program Manager and the QA Specialists have reviewed the document control
system and have confirmed its readiness to funcuon 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 panicipates in and monitors the executon of the document
controf svstem (Para, 6.1.5).

These results are not included in @ CAR but are expected 10 be addressed in the next revision
to the SPPs. The SPPs will be revised to 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.

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

The audit team interviewed the PDC Program Manager and a BDM QA Suppor 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 intemnal
reviewers used an intemal letter from the Branch Chief which basically stated to review the
document relative to their areas of responsibility. Although the criteria provided couid have
been more specific. they are considered to have met the intent of the SPP. An opporturuty
exists for management to establish more definitive review and acceptance requirements for
the upcoming Rev. | 10 the EM QAPD.

The audit team reviewed the Review and Comment Records as well as the annotated drafts.
In all cases, comments appeared o have been adequately resolved. Mandatory comments
were initialed by each reviewer indicatng 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 recentiy
revised on 8/26/91 to reflect two recent additions. The Document Transminal/Receip: forms
were randomiy compared against the Distribution List to verify accuracy. No probiems were
noted. Two sets of EM-343 QAPDs were randomly pulled and venfied ic be accurais
reflected on the Distribution List and the Transmirtal/Receipt Forms.

SPP 2.04. "Control of the Standard Pracuce Procedures Manual”. Rev. 0

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

PDC is responsible to EM-343 10 perform document control responsibilities on their behalf.
A PDC Oak Ridge person has been designated as the SPP Coordinator. She mainta:ns the
SPP Distribution List, which is approved by the PDC Program Manager. The latest
Distribution List was issued 8/26/91 10 reflect several current addidons. The list appearcd o
be accurate and was in compliance with the requirements of the SPP. The audit team
randomly sampled several individuals to venty 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 ail but
one case, which was still within the allowable 10 day tme frame, the forms had been
returned 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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SPP 6.01. "Officiai HLW Office Files . Rev. O

The audit team interviewed the EM-343 Branch Chief Secretary and a BD.\j QA. Suppon
person relative to the implementauon and requirements of SPP 2.01. Both individuals
demonstrated adequate knowledge of the procedure.

EM-343 Branch Chief has designated in wntng his secretary as File Administrator. File
numbers have been assigned 1o the HLW Office Files in accordance with DOE Order 1324.3
and Anachment A of the SPP. Alterations. 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 Correspondence”. Rev. 0

The audit team interviewed the EM-343 Branch Chief Secrewary regarding ng impiemenizuon
and associated requirements ot SPP 6.02. The Secreiany was adequately famiiiar with the
SPP requirements.

EM-343 outgoing correspondence 1s prepared within the guidelines of DOE Order 1325.1A
and SPP 6.01, Attachment A. The following three ietters were reviewed for compliance to
the guidelines:

EM-343 10 the Secretary dated 8/16/91
EM-343 10 Murial Scarborough, PR-23, dated 8/16/91
EM-343 10 Corinne Macaluso. RW-331, dated 7/30/91
The above correspondence was found 1o 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 10 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
supporung 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 administrauve standpoint. are not required to be included withun the scope of the QA
program.

SPP 6.05, “Controlded Documents”, Rev. 0

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

PDC. in the role of a direct suppon contractor to EM-343, performs the documen! cONLro;
funcuons.

Controlled Document Master Lists have been developed and are maintained by PDC fcr each
individual assignee. A sampic of these lists was selected for the three EM-343 Program
Managers and venniad (0 be accurate regarding the controiled documents they acwails had in
their possession.

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

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

Conrtrol of Purchased [tems 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 surveiilance. The
audit team evaluated activities 1n the QAPD and relevant implementng procedures. The log
of review activities was current but did indicate several unreviewed documents. The auditors
observed that EM-343 was using the QARG 1o 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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Controi of Nonconforming liems

EM-343 uses audits ang surveillance to 1dentify nonconforming items and conditions. They
use a Devianon and Corrective Acuon Repornt (DCAR) form to document these
nonconformances. PDC has recenuy developed a database for EM-343 10 track the status of
all DCARs and other nonconformances. The database is scheduled 10 be compieted and
ready for formal use on September 15, 1991.

The audit team reviewed files for eleven DCARs issued in the last two vears. Most of the
files were incomplete as the original records were being stored 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 1o be
effectivelv implemented.

Corrective Action

EM-343 uses the DCAR form 1o document the corrective action acuvities required for
nonconformances that are significantv adverse to quality. For the eleven DCARs reviewed
the audit, there was not sufficient records 10 adequately review and evaluate the criterior.
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 Acuon
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 impiementanon.
Audits

SPP 4.02. "Administration of Qualiry 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 intemal 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 internal audits have been compieted: two audits of Savannah River (SR) and one

audit of West Valley (WV). The audit team chose w0 review the latest SR audit working file
and the only West Valley audit working file. The cemnifications and quaiificauions 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 notificanon letter, audit plans, copies of the
checklists that were 10 be used. and the audit report. The SPPs do not require the keeping of
compieted checklists as quality records.

Without the completed checklists as part of a quality records package, both audit reports were
reviewed 10 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 to what was reviewed. the depth and details of the areas
reviewed. idenufication of the auditors to the areas reviewed, and the results o7 each of the
areas audited. What was present was a description of only the negauve findings and negatve
observauons and effecuveness statements along with the usual informaton about the scope.
attendees. and preaudit and postaudit conferences. This is conmany to SPP 4 03 Anachment
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
reflecied various levels of completeness from very good to poor with the checklist of one
previously qualified lead auditor being evaluated as poor because the documented
informauon. in most cases, failed w0 identify who was interviewed and the details as 1o what
was reviewed. The checklist also identified weaknesses that were not found tc have been
addressed in either the audit checklist or the audit repor.

A review of the qualifications of two technical specialists was conducted. The two techrucal
specialists had excellent technical qualifications; however, based on the audit plan 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 repor, as previously
noted, was deficient in providing any details to support or dismiss this concern. An
observation was written to address this concem.

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

The audit team interviewed an EM-343 QA Specialist and a PDC QA Specialist relauve to
the implementation of SPP 4.13 and the associated requirements.
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EM-343 has parucipated in only one audit led by an external organizauon under the SPP 4.13
procedure. The EM-343 QA Specialist was originally scheduled to be the parucipant.
However, just prior to the audit performance, a BDM person was substituted 10 act as EM-
343's representative on the audit. ANL Audit # QA-91-07 was conducted 5/29-31/91. EM-
343 ook credit for thus acuvity through the partcipation 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 inciuded 1n training modules 1, 2, & 3.

The audit team was unable to evaluate the BDM person’s qualificatons 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 nommally assigned. However. based on interview. he
appeared t0 be adequately expenenced and qualified to paricipate on the audit.

An Audit Summary Report was not completed as required by SPP 4 13 requiemernic
However. the BDM person did file a Trip Repont dated 5/31/91, which provided his
assessment of the audit. This report 1s considered to adequately meet the intent of the Audit
Summary Report since it contains the same type of information.

An External Evaluation Participation Record , Parts 1 & 2, had been completed and was
contained 1n 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.

Internal audits have not been performed. the audit reports do not contain the :nformation
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 timeiy manner.
Based on this Criterion 18 is found to be not effective in its implementaton.
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List of Obiecnve Evidence Reviewed Dunng the Audit

EM Quality Assurance Program Descnptions (Q APDs)

DOE/EM/WO/01. QAPD for High-Leve] Waste Processing
DOE/EM/WQ/02, QAPD for High-Levei Waste Form Development and Qualification

Standard Practice Procedures

SPP 1.01.

SPP 2.01.
SPP 2.03.

SPP 2.4,
SPP 2.05,
SPP 3.01.

SPP 3.02,

SPP 3.03,
SPP 3.04,

SPP 2.05,
SPP 4.01,
SPP 4.02,
SPP 4.03,
SPP 4.04,
SPP 405,
SPP 4.08,
SPP 4.09,
SPP 4.10,

SPP 4.11,
SPP 4.12,
SPP 4.13,

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

"Index of High-Leve! Waste Standard Pracuice Procedures for Quaiity Assurance .
Revision 0

"Standard Pracuce Procedures . Revision O and draft Revision |

"Quality Assurance Program Description Preparauon Maintenance. and Contro! .
Revision 0

“Control of the Standard Pracuce Procedures Manual~, Revision

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

"Preparation and Maintenance of Plans for Personnel Training. Indoctmnation. 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 Surveiilance and Review Personnel Qualifications’,

Revision 0

"Administration of Personnel Cerufication and Qualificaion Records™, Revision 0
"Planning and Scheduling of Evaluation Activities”, Revision 0

“Administration of Quaiity 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 Acceptance Process Technical Documents”, Revision 0
"Review of Program Execution Guidance Documents”, Revision 0

"Panticipation in Evaluation Activities Lead by Extemnal 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. "Control and Disposition of Deviatons and Recommendations for Improvement
by Outside Orgamizauons”, Revision 0

SPP 6.01, "Official HLW Office Files", Revision 0

SPP 6.02, "Preparation of Correspondence”, Revision 0

SPP 6.03. "Incoming Mail”, Revision 0

SPP 6.04, "Commimment Control”, Revision 0

SPP 6.05, "Controlled Documents”, Revision 0

SPP 7.01, "Preparation, Transfer, and Receipt of Quality Records”, Revision 0

SPP 7.02, "Quality Records Management”, Revision 0

SPP 8.01. "Coordination of Reviews and Evaluations by Outside Organizadons”, Revision 0

SPP 802, "Quality Assurance Program Evaluauon and Assessment of Adequacy and
Effectiveness”, Revision 0

SPP 8.03. "Review and Reporung of Quality Assurance Program Progress and Status ",
Revision 0

SPP @01, “Preparauon and Maintenance of the Program Schedules . Revision u

SPP 902, "HLW Monthly Progress Reporting . Revision 0

SPP ©.03. "Preparation and Maintenance of the Work Breakdown Structures (WBS)",
Revision 0

SPP 10.01, "Identification and Analysis of Adverse Quality Trends and Problems’,
Revision 0

SPP 10.02, "Planning and Conduct of Qualitv Improvement”, Revision 0

SPP 10.03. "Differing Staff Opinions and Allegauons”. Revision 0

Working Files For:

SPP 4.01, Revision !, (Drafty
SPP 4.02, Revision 1, (Drafi;
SPP 4 03, Revision 1. (Draft)
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 |. (Draft)
SPP 4.01, Revision 0

SPP 4.02, Revision 0

SPP 4.03, Revision 0

SPP 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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Orgamuzational Chans

+ Wasle Acceplance Parucipants Orgaruzational Chan Fig. 1.2.1isee QAPD..

+ DOE EM Headquaners Orgaruzational Charn - Fig. 1.0.1(see QAPD}

» DOE Waste Operations Organizational Chart - Fig. 1.0.2(see QAPD)

» Parucipants in High-Level Waste Processing Organizational Charts - Fig. 2.2.1-2

A Planning

+ FY 90-92 Long Range Plan and Schedule

+ FY 89 4th Quarner Evaluation Plan and Schedule

FY 90 1st Quaner Evaluation Plan and Schedule

FY 91 2nd Quarter Evaluation Plan and Schedule

+ FY 91 3rd Quaner Evaluation Plan and Schedule
FY 81 4th Quaner Evaluauon Plan and Schedule

Manacament Repons

» Management Assessment of EM-343 by PTSO (Draft) dated March 3. 199}

Monthiv QA Program Status Repons

+ EM-HLW, SR-HLWD and WSRC. dated May 14. 1991
+ EM-343 HLW, dated June 25, 1991
* SR-HLWD. EM-HLW and WSRC, dated Julv 30, 1991

QA Procram Reviews

* Lener dated July 30. 1991 from K. Chacey directing the implementation of SPPs effecuve
October 31, 1990.

» Leuer 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.

» Lener dated July 30, 1991 from K. Chacey delegating authority 10 T. McIntosh, V. Trice
and T. Gutmann.

+ Leuer dated April 8, 1991 from D. Horon transmiring formal comments on
DOE/EM/WO/02 (QAPD)

« Letter dated October 23, 1990 from S. Cowan, conditionally accepting the SR/HLWD and
WSRC Quality Assurance Program Descriptions.
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Trainine

» Training Attendance Rosters
* Lesson Plans 03.901024.01 ana HLW-5002
+ Onentauon to the QA Audit. daied 5/24-25/50
* QAMT Orientation 10 the SPPs. dated 10/16-18/0
* EM-343 QA Orienation, dated 10/29/90
* QA Orientation, dated 10/15/90
« QAMT Orientation to the SPPs. Zated 12/12/50
+ Needs Assessment Worksheels for K. Chacey, T. Gumnann. T. Mclntosh. V. Trice and J.
Hennessey
* Training Course Critigue for QAMT Orientation to SPPs (Lesson HLW 9002, dated
10/18/90
+ TI&O Status repon for Supporiing contractor personnel. dated Aprii 26. 1991
+ TI&O Status of EM-243 and Sueoorung Contractor Personnel (BDM/GER-RES ©5027-9]
1o KA Chacey dated June 26, 191,
* Descnption of SPP Training Modules =1, 2 & 3.
* QARG reviewer training records
- QARG reviewer S. Marra tqualification records)
QARG reviewer D. Ryder
QARG reviewer R. Stockmar
QARG reviewer M. Campbe!
QARG reviewer B. Kehew
QARG reviewer J. Hummce!
QARG reviewer J. Smith
Lesson plan for course =HLW 9101
Lesson plan for course *QARG 9001

» Fiscal Year 1991 Program Execuuon Guidance Document (PEGD).
BDM/SAIC contractor suppon 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 5/22/90
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+ Statement of Work for the TRG Evaluauon of the WVDP Waste Qualificaiion Repon.
Rev. 1. dated £/11/90
* TRG Charter for the WVDP Waste Form Compliance Plan, Rev. 0, dated 52250

+ Review Log for the TRG Waste Acceptance Acuvides

West Valley/WQR TRG Log Sheet

Noncentorming Items/Corrective Action

DCAR Nos. 91EA-SR-AU-001-003
91EA-SR-AL-001-00¢
91EA-SR-AL-001-00v
QAS0-EM-30-01-01
QA90-EM-30-01-06
90EA-SR-S-003-01
90EA-SR-S-003-02
91EA-SR-S-001-01
91EA-SR-S-001-02
S1EA-WV-AL-001-03

e 91EA-WV-ALU-001-05

Management Action Request #MAR-001, 59/9]

Surveillances Repons

+ 90EA-SR-S-002
« S0EA-SR-S-003
+ 91EA-VP-5-003
+ S1EA-SR-S-004
« S1EA-VP-S5-006

Audit-Related Documents

* Audit 91EA-WV-AU-001 checklists for Lefman. Crawford, Stockman, and Ryder.
* Qualification Records for J. Flaherty, SAIC and M.H. Campbell, WHC

Audit Repons

Audit Repornt #90-15-03-1006 (external)
Audit Report #91-15-03-1012 (external)
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Audit Report #91EA-AN-AU-001 (intemal. BDM parucipated oniy)
Audit Repont #31EA-WV-AU-001 (intemal
Audit Repont #91EA-SR-AU-001 (intemal)
Record Files

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

Correspondence

» M.H. Campbell to Mr. W.J. Kehew, March 5, 1991 Subject: QARG-1 SPP Review
» EM-343 Memorandum to Corinne Macaluso, RW-331, dated 6/30/1
+ EM-343 Memorandum to the Secretary dated 8/16/91
+ EM-343 Memorandum to Murial Scarborough, PR-23, dated 8/16/91
Assignment Letter - BDM/GER-KJM-11380-91 dated August 22, 1991

Misceiianeeus

Commitment Summary Log dated 8/27/91

WGWA Chaner dated July 18, 1990

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

Quarnterly QA Status Repon for Hanford site

Quarnterly QA Siatus Repon for Savannah River site

Quality Improvement Log

Commitment Tracking & Reponting Log
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ATTACHMENT 53

Information Copies of Draft

Corrective Action Requests
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SARNO _ ~3-91038

OFFICE OF CIVILIAN CATE .
RADIOACTIVE WASTE MANAGEMENT SHEET 3F ,
U.S. DEPARTMENT OF ENERGY QA
WASHINGTON. D.C.  wes no £ 07 )
CORRECTIVE ACTION REQUEST
" Cemroting Document N g ? Relatea Reoornt No. ’
DOEEM/WO/02. gatea 1€/90 : Augn HQ-51-0C3 i
* Resoonsioie Orgamization * Discusseo wan l
EM-343 : X Chacey. uv. Hennessev. H. Nguver i
* Resoonse Due " Resoonsionifty tor Corrective Action ¢ '* Stop Wom Order ¥ or N i
EM-343 See Note i
* Requiremen: ;
Suboaragrapn § 1.1 “Waste Qveranons nas 95130NSNed @ MaNagement Oroceauras systém.  T-e 0rocedures prascnoe i

T9IN0As 10r DANArMING QUANIV-1e1al80 acIvVlies in SUOPOM O CeveIDMent and QuaIMCAloN acivRIes

S.ovaragrapn 8 1.2, "Vartcanon Foects Brancn qocuments 1Nat are re:ale0 10 guailly 07 1R3! anec S.a.Iv assSurancs
25¥I8S are corIroNed DY DYOCeCU’e8S | T 8Se 0roceaures a00ress 1ne ICIOWING. . &, IMha .ssLance o 2ocuments for
-58 &1 OC3loNs where tNe aciivity win 0@ penormeq prior ¢ commaenc:t3 the work.”

* Agverse Canomon:

Sersonne! cemonsraled a general lack of cOMpIance witn the issuea Stangarg Practice Procecures -5 finaing
5U00CTeq oy the tollowing:

: The oreparaton ang raview process of Revision C ana ¢! crat Revision * of the SPPs ci¢ rct compry wih SPP
2.01. The aporoval of Revision O c:ic not compry witn SPP 221 Cetais Of GahCiencies are coniained in audd
‘aport HQ-91-003.

z *Gold Shaet” system was used ! Maxke ma;r changes 1o Droceaures. | ™S DrOCeSS bvpasses the
‘equirements In SPP 2 21 »at revisions ‘¢ SPPs foliow (g $ame S160S used 1o Geveo 8 snginais.

~eCOMMENcea ACtion(s):
‘aentry N8 remecial &CtIONS taken Of 10 be taxen 10 Correct the SDECMC AEIKIONCIes NOted In Biocx & investgEte Me

Ylamaer Sate: ’ Sevenrv Leve: - i 3 Approveo oy Date:
TR 2C 3o
, L A 8729/91 | | oaA

¥ Vermcation ot £3rrective Action:

' " Carrectve Action Compietea ang Accectea: " Closure Approved By:
| QAR Date QA
L
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CAR NG -2-51038

OFFICE OF CIVILIAN aTE
RADIOACTIVE WASTE MANAGEMENT SHEET e
U.S. DEPARTMENT OF ENERGY QA
WASHINGTON, D.C. . WBSNC 527

CORRECTIVE ACTION REQUEST »
" Controliing Documem ' , ? Relatea Reoon No. ]

DOEEM/WO/02. SPP 201, ana SPP 3.02. Revs. 0 ! Auart HQ-91-0C3

[

_ * Resoonsibie Organization * Discussec wWin i
EM-343 ‘ Tom Gutmann ,

"~ Response Oue " Resoonsioninty for Corrective Action | * Stoo Worx Oraer ¥ or N i
EM-343 : See Note. |

" Requirement: 5

Paragrapn 2.7.1(2) of DOEEMWOM2. requrras. in Darn. tha estapisnment and IMPIEMEMATION Ot 3 MeNOg of seletng.
AdOCINNAuNg. and traning personnel who penarm or venly aclivities arecung quaity and Defore assning personne: o
bernorm activiies aftecting quainy the vitmticaton Prolects Brancn ensuras the posmions are evaiLaeC anC marg.a.tv-
ilecting responsiouNes are cocumented anc Useda as a Dasis 10 DArsoNNal seIection

SPP 2.2t ano SPP 302 require that managers ensure that oeaoie cenorming acviies anect.ns Z.a.tv Cf acivmes
assurmg C.auly are inooctirnateq. fraineQ ano onented pnor 1o oenom-.:—vg the acivny

 Acverse Conanon:
e training program was inagequate anc ingrectve. This finding is suooorteo by the tonowing

Thirteen ot 20 oersonnet interviewea cemonstrated a generailacx ot knowieage of the conten: 27 '~ orocegures
ang. in many cases. were not aware that procegures covenng ther activities existec.

TI&0 Plans ana Scheaules were not issuea 1o EM-343 orolect managers oy Decemoer 31 * 320 as requires by
SPP 301, The onty Ti&O Plan ang Scheauie Oresenteo Ic ha auait team {Or review was .AC:LORC i~ 9Tler
BOM/GER-RES 16027 'rom BDM & BOMSAIC to K. A. Chacey. aated June 26. 1991 k was rc: .ssued ov EM-
343

n~

SeCOMMeNnced ACUON(s)
identty the remeasal actions taken or 1o be tdxan to correct the soecrc cetictencies noted In Biocx 6 Ivestigate me

Y immator Qate: ; ° Seventy Lgve - . > Aoorovea oy Date:

YA Eﬁ\g hmacac '
CoL w‘éﬁc m?:} /29/91 | OQA

"~ Vermcauon ot Cormeane Action-

T Correcive Acion Compieted ana Accemtea: " Closure Approvea By:
QAR Date OQA

n-,nw—---—--—-w—---m-o—-c Hous et Cuntuw 4. 1607 “SiED MNS on S VRENEEES Awees Natvens Asarw GO
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ATTACHMENT 2 Audit Repon
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Page 33 of 47

OFFICE OF CIVILIAN TaTE
RADIOACTIVE WASTE MANAGEMENT S~EET ~F
U.S. DEPARTMENT OF ENERGY QA
WASHINGTON, D.C. ~BS NO 507
CORRECTIVE ACTION REQUEST
" Controiting Documenm . . ‘ Relatea Reoon No.
DOEEWWOQO/C2. Fev 0. gateg 1090 ! Auan HQ-91-003 ’
‘ Responsiois Organization * Discussea wWin
EM-343 ! J. Hennesseyv. K Chacev ’
- Response Due Resoonsionnty for Corrective Acton " Stap Work Orger Y or N !
EM-343 See Note |
" Qequiremenm- '
|
i

Suboaragrapn '8.! € "The aCIV'8s anC 0raclices wnich carry Oul 1N@se DrocCeaures are audiled uSon IMDIeMentaon
ing at leas! arnuailvy thereaner *

Z.oparagraon 2 2.2, “Te Ofce ot E-v tmmentar Quanty Assurance Quaity Conler 0ens =< a~ an~_a. assessmem
I' i"e sCODe. sialus. aCeQUACY aTC TCTCrance Of tne Quaudly assurance orocram war CTE SW-IZ'4 Resutant
<S7reclive measures 8/eé reDOMBJ 10 1me aTecled Organizalions 'of COMDIBNON. "8 CCrTeCIVe aCSNS aré lracked to
cmoiehon t

* Agverse Concmion’

NO management assessments or internar CA program auans ot EM-343 have peen ccmoielec
No internal auans ot EM-343 hac been pertormec as ot August 3C. 1981,

N6 management assassments nac been ‘issued” as oi August 3C. “391. One assessme~: "eoon ransmmed
‘om M H. Camooeu Proiects Tecnnicar Suopon Office. 10 K.A Chacey. EM-343. catec Marz~ < *931 had been
oresented 1o EM-343 management byt nag not Deen 1SSLEd ana tNe Brancs Chie! IRCIETEC 15! T Wouid POt be
'SSUSC. As 3 CONSEAUENCE. NO aCiaN had Deen laken 10 aoaress (Ne ASSESSMEN s * ACgs

[

SeCcOMMeNaes ACHION(S!H:

‘gentity the remedial actions 1aken Or 1c De taxen 10 correct the SOeCHic daticlencies noted Ir Biocx & Jentry the

' “~uator Date:  ’ Severntv Lever - . 7 Approvea oy Date.
r . i )
W J ™ ‘Qz@3n !

. L WhAde/C. Morett 8728791 | OQA
¢ 7% Verhication ot Comecive Action:
i

Y Carrective Action Compietec anc Accepted: |’ Closure Approvea By:

QAR Date OQA

o, G20 TR SV CHS BEERS © CIP SIS 5y YOATEIASS twn (4630 B Ounut Q. HEES GEES CEREN 4, 1007, SIS WIS af e Vtemes Aunen lssvams Avow GRS
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CARNT _-251337
OFFICE OF CIVILIAN “ang
RADIOACTIVE WASTE MANAGEMENT segzm o
U.S. DEPARTMENT OF ENEAGY -
WASHINGTON, D.C. ]g

CORRECTIVE ACTION REQUEST
(contitnuation sheet)

Slocx T icentiruedas
ZICR . connnveds

~3LS8 (1 I"0 30V8rse CONCilion a7C 178 0'3"16C CTrractve acton I DrBVENt TeCUITENCe Froviae t=¢ ‘853G SDIe Derson
37C DianneqQ ComoIeNON Cale 10r 8ach emr ed accn




ATTACHMENT 3 Audit Repor

HQ-91-003

Page 35 of 47

" CARNO  HO$1.038

OFFICE OF CIVILIAN | oare
RADICACTIVE WASTE MANAGEMENT | SHEET_____ =F '
U.S. DEPARTMENT OF ENERGY ‘ QA
WASHINGTON, D.C. WBS NO - 8.07
CORRECTIVE ACTION REQUEST
+ ' Controtaing Document . ’ * Relatsa Repont No. i
‘ DOE/EM/WO/02, datea 10790 . Audit HQ-91-003 i
. Resoonsioie Organizaton | Discussea Wih
EM-343 ] J. Smnn, J. Hessessey i
¥ Stop Work Orger Y or N

See Note

. " Responss Due t " Resoonsiointy for Correcuve ACon
EM-343

* Reauiremen:
DOEEM/MWO/2, Paragrapn 5.1.1 states that EM-343 has cevenced & management proceaures sysiem to perform
Quaitv-afiectng actviies. The EM-343 Brancn Chief 1010 the auct team that the Quality Assurance Review Group
iCARG) penorms the quainy-affecting aciviies of Droceqaure reviews.

. * Aaverse Canattion:
! The QARG-1 (SPP) aud nat:

4. compty wih the apoicapie SPPs or ts own chaner
agequataely review the araft revision 1 or craft revision 0 SPPs

o

2. Discussion:

a. The auon 1eam was toid that the QARG-1 (SPP) penormed ns tunction 1n accordance wih a Chaner. Thas
Chaner aio not inciuge tull comoiiance witn SPPs 4.05 anc 4.06. Though the Charter acdressec a8 process
simitar 1o SPPs 4.05 ang 4.06. the Review Coorginator (SPP) responsoiies were not accompisnea by the

Recommenaea Actionis):
Idemity the remedial actions to0 De taxen o correct the geficiencies notec In Biock € uncer "Discussion.” ldentdy

Y gdaar Date: |* Severty Leve - i ' Approveo by Date: :
| 102830 ! |
i C.G Waienga / 8729731 i OQA i
| Vermcaton of Cofreciive Action: ’
'* Correctve Action Compisted ana Accemted: [ Closure Approveo By: ’
QAR Date OQA '»

Mo’ 60430 IR G IR SRIINS © GIS YUL &y MRS e G0 © O @ Mes G Cunaw o, WP “Blep Wk 4 B0 VRibaies Al Bt AR SREY’.
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ATTACHMENT 32

ZAANG ~0-91038 .

OFFICE OF CIVILIAN SaTg

RADICACTIVE WASTE MANAGEMENT SHEE s ,

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

-4
’
)

n

CORRECTIVE ACTION REQUEST

(continuation sheet)

Siock 6 ‘cemunupa)
SIOeR D corinuea)

Program Manager as gescrivea in tne Charter ang tt was notea that two mempers of the QARG ! {SPP) were
"ot memoers of the core grcus :stag in 'ng Chanar.

o] The aucn team assessec thg adequacy of tha QARG-1 (SPP raview Dased on a Marcn 5. '391 letter trom
M H Campooeli 1o WJ. Kehew trat contained the agenoa tor 1ne QARG-1 'SPP! meeunq. ‘eview critera, and
"~ SPP review assgnments. T~¢ QARG-: (SPP) CONSISIBA O! SX MeMmDers (ICLf reviIewers. an Executlive
Zhairman. ane an Executive Secratarv) -8 agenca caiied !z reviewing 47 SPPs cuning a 'wo-0av peroa.
-8 Execulive Chairman ang the Executive Secretary were no! 25570 10 DAMOrM any 10:™al reviews. E£acn
<7 iTe ramaining four memoers were assioned acoroximateiv 25 SESc 10 raview ang were 10 document their
SSTTENIS pNOf 1C antenaance al ine meeling T weive SPPs were asskaned 10 ail {0ur raviewers whne tne
‘emaining 25 SPPs hag oniv one asskneda reviewer T~a agenca Siaec :Ral ihe feviewers were 10 rancomiy
CTBOK 355K0N8J DrOCAOU!AS 107 1N GIVeN Creria. T-8 DuIDOSA Of Ne WO-0ay meeling was (0 C:1SCUSS Onw the

‘AVIeWers commants 10 $6e 1t g comments nag ment ang 1© consciaate the commaents.,

" aDD@area (nat the posmion taxen oy the QARG- ' for 35 of tre SFPs was not based on a tncrouan review ot
=8 SPPs ov ai the QARG-1 .SFP: ~empars. DUl CCrsisted Cf ‘ancom ChecKks Dy Cne MempDer wnose

SOMMENts Were only réviewed ana concurred wan by tha entire QARG-1 (SPPY.

The auar team reviewea the aratt SPP 2.01 rewision * 'mat rac peen reviewed ov tne QARG- (SPP) for
comonance witn DOE-RW-0214 QARD. The aucn feam noted t=at tne araft SPP 2.01. revisian 1 18 not
4gequate ang not compiete because 1) contrary 1o ASME NOA-1-1689. Suppiement 6S-1. Paragrapn 2.b SPP
2.C1 does not entty wno is resoonsidie for assigning tne reviewers: 2: contrary 10 Paragraon 2.c SPP 2.01
J08s NO! require 1NAr COCUMGNS De reviewed tor a08qUACY. CCmDIBlaNass. ana Correciness: ana 3) contrary
"> Secton 3 SPP 2.01 does not agoress makwor or minor €Ranges. coes No! requiré INat the reviewing |
Srganizaton Nave access (0 Cerinent background 4aala ofr NfGrManton LoGA wIC 16 DASe tre:r A0DIOVAlL and :
CO@s not require tNat (N same organzation wno penormead the OngINal 1eVIew aiso reviéw revisions uniess :
another organzaton i1s specricaily cesignateq.

The auan team aiso revieweo SPP 2.05. revision O that hag DEON reviewed Dv the ICUr réVIew 18aM MemDers.

The SPP was not adeguate in that ¢t faiea 10 Drovice a method wnh ODIeCTIVe crtena on NOw (O JetemMmine anc

COCUMENT wOrk tNat 1s SUDICT 1O Qualty assurance orogram requirements. This violatas the QARD reguirement

Nal "a metnoa snall be Cevelrned 1o identty tems and actvilies to which the quality assurance program
‘ apones.” The SPP fais to satisty the *Purpose” secton of the SPP. which states that “this procecure cescnbes
i the Measures required 1o delineate the quaity-atfecting aclviies 10 be perormea...” Also. the SPP provides
an incomolete defintion of “items anc actvities Impaortant (o satety ang waste 1sotation.” The gefinmon never
defines “imoornant to waste isotation” (reference NUREG-1318). However. tne mar concern wnn the 808QuUacY
of the SPP is that even # the detinmion was correct. the agefintion nas nc clear relevancy to the estapiishment
of critena for getermining £M-343 work that s SUDI@CT 10 Qquallty assurancs program requirements.

Block 7 (continuea)

'he cause of the acverse conaition and the Dlanneo Corrective acuon 10 prevent recurrence. Froviae the resoconsole
Serson ang planneo comptetion date for eacn identtied action.




ATTACHMENT 3 Audit Repornt
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OFFICE OF CIVILIAN Tate
RADICACTIVE WASTE MANAGEMENT SnEET oF
U.S. DEPARTMENT OF ENERGY QA
WASHINGTON, D.C. HBS NO 507

CORRECTIVE ACTION REQUEST

Controiing Documaent . i ‘ Reiatea Asoon No.
DOE-EM/WO02. Rev C cateo *290 ! Audnr HQ-81-003
- Responsipie Organization ‘ O.scusse0 Wih
EM-343 J. Stanarter. J. Smnh. J. Hennessev
- Qesponse Due Resoonsioity 1or Corrective Acton * Stoo Worx Orger Y or N

£M-343 See Note

' Gequirement:
Supbparagrapn 2.7.°. "Ademional quaity assurance 070Qram acuvmes 10r waste accenlance Drocess actviies of high-evet
#3516 10fM CAvVeI0DMeNnt aN0 CLaulCalhon 18ading 1o DrOCUCION Nave D8N es1abisned ang mCiemented to Sausty the
‘sgurrements ¢t DOEFW-02°4  T-gse inc'zg img "2 owing - ' Esiapusning 37C (TTIeMenT ~3 2 sysiemanc methed
v WNICh CUaiiY SSLIANCA aCTVA.6S ar8 S6 8Ctec A°C 320,80 1C wasle acCeOance DrOCeSs ACh YT 8s o' ~Tmoevel wasle
‘It= cevelsT™ent and guatcalcn

* Aoverse Concnion

EM-343 has not estadisned or iMpiIemented a svstematic methogd tar cetining tne worx that:s suoiect < 1ne EM-343 QA
srogram requirements. SPP 2.0S, *Seective Apoicanion of Quauty Assurance ACivilies.” was not issuec at the time of
"8 auait. No melnoo existed 1or 1he seiective appucation of QA acuvites 10 £M-343 worx

centty the remecial actions taker or !IZ De taken !¢ correct the spechic ceticiencies notea .~ Siock € -~vestgale the

tinamior Cate: ' Severtv Lave - > Aoprovea ov Date:
. = @22
-T.G. Walenga , 82991 ! OQA

* vertication ot Correctve Action:

|
"¢ Correciive Acton Compisted ano Acceoted: 7 Closure Acprovea By:

|

Nem: £45-30 WL TUF IR SIERS B SED WIS 7 AU Fu 64030 5 Oenet G. Herws e CERBE 6. 169), "D WITE 66 e VAR Ameen lewves e GRS

QAR Dats | OQA
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QOFFICE OF CIVILIAN R

RADICACTIVE WASTE MANAGEMENT imEET 1 = _

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

CORRECTIVE ACTION REQUEST

(continuation sheet)

Soex 7 corunuea)
ISR cenhnuveq)

TDact 17at the 1ack 01 Naving @ 9racing system™ ~ag on the work pDenormeaq IC Aate. anc Kentty re—ec:a: actians taxen
7 'C D@ 1axen to Correct the ao00TCta: cetc gces centeg c.r~g 'Ts “vesugautT Is71t, 'tz za.se of each
S8NCIgNCY anc Ine Overal Cause iral 0er™Tea Ine acverse conction ¢ ccour 1gentty tha CSrrectve 3CSNS NeCessar
T S78VENl 'BCUIBNCE Of eacn CeICIeNcY arc t-e agverse conaiton  Srovige the r8spOrs D'e 0R'S2”~ anc Qlannec
IZT0eloN 0ale 1or 6ach Icentr.ed act.o s




ATTACHMENT 3 Audit Repont
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TAR NG «.31040

OFFICE OF CIVILIAN TATE .

RADIOACTIVE WASTE MANAGEMENT SHEET - 7F X
U.S. DEPARTMENT OF ENERGY QA

WASHINGTON. D.C. , W8S NO £ 97

CORRECTIVE ACTION REQUEST

! Reiated Repon No.

" Controting Documen
Auan HQ-81-063

DOEEM/WO/02. Rev 0. dated 10/90

 Fesoonsitie Organizaton * Discussea Wih
EM-343 X K. Chaceyv. R. Torro. R. Stockman
" Responss Ous ., Responsionny for Corrective Acion | " Stoo worx Qrgar Y or N
EM-343 : See Note
* Sequirement l

Paragrapn ' 2.2 states. “The varfication Proiects Brancn Criet 1s assisieg In managing anc cirecting HLW quaity
255u7aNCe OOQrams OV SUDDOM $8IVICES CONtraciors. wno orovide a HLYY Coanty Assurance Frozram Manager. *

'
i

* Agverse Lenanon

Tre virucaton Proects Brancn Chisf has not hiteg the HLW Cloaity Assurance Program Manager oositc»

S8COMmMeN0ea ACUON(S);
Jentry 178 remedial actions 10 e taken 10 COrrect the cetciencies noted :~ Blocx 6. |denty the cause of e

*i~vator Date: ;* Saventy Lever - .’ Approvec oy Date:

W% hCa2®mac ’
C. 11729798 ! 0QA

" Vermicauon or Corrective Achon:

| ! Correctve Action Compieted ana Accerxed: "7 Closure Approvea By:

QAR Date OQA
i

440 ® Sony @ tres cuns Ouistes 4. 991 “TINS Wk o6 S0 Wlewee Smeun Lo Anme GEas’.

L4 - 1 1 4 -y
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ATTACHMENT 3

CERNG  ~T.91040
e

OFFICE OF CIVILIAN 1aE
RADIOACTIVE WASTE MANAGEMENT 2
U.S. DEPARTMENT OF ENERGY

WASHINGTON. D.C.

CORRECTIVE ACTION REQUEST
(continuation sheet)

Slocx

sZhrrysdd

30verse ccnQIoON anc ite 01anned Co T ect ¥ CLCN IC Sravent recuIrence Frovi0g ine fesos sSin 6 Sersa a=¢c o:an~ec

ISmpiehon cale 1or eacn :gentrieg acugon '
:




Audit Repont
HQ-91-003
Page 41 of 47

ATTACHMENT 3

TABNC -3 31540
OFFICE COF CIVILIAN Tate
RADIOACTIVE WASTE MANAGEMENT SmEET ~e
U.S. DEPARTMENT OF ENERGY QA
WASHINGTON, D.C. WBS NO 547

CORRECTIVE ACTION REQUEST
‘ Relatea Reoort No.

" Controting Document
Audn HQ-91-0C3

SPP 4 04. Rev. 0. cated 2290

* Sespansiie Organization * Jiscusseo wrn
EM-343 T Mcintosn
- Sesponse Uue " Resoonsioity 1or Carrective Acion * Stoo womk Grager Y or N
£M-343 See Note

Sequirement
Saragraor £ 2.7 “The Evawalori cocumants any gevialions on a gevialior *epon ~ accordance wnr SFP £ 2+

Agverse conation
Deticiencies entrhea in Surveinance Reoon 91EA-VP.S-0C3. catec 6:14 91 were not GOCUTENIEC C~ CaVIANon reoans.
!2 agamon. ~5 action naad been taxen 1o correct the 10eNUNea Os8NCIBNC:8S. . "0 CalCIeNCIes Nac Deen INCILEeda In the
Quauty Improvement Log ratner than OeIng gocumantec on gevialion reoorts. ' Re surveniance repcrt hag not been
“acceoteg” tv EM-343.

Deta's' S:ix signmicant 0eficiencies were Igenthod Dv tn@ surveniance team '~ tne areas o' CA grecgram cefintion
“MCiiOING ‘acK Of an EM-343 CA Program Manager;. ‘mprementation ang conriSrmance 10 DrOCEduUres 8corcs ang
*8COrCS Mmanagement. ON@NtatoN1aiNING. SOCUMENt control. and INatention <o geiann Thasurvemance 'eam commaented.
"It 2150 2000400 10 (NG SUNVEIIANCS 1AM that IMDIeMENIaton May 0® SIOWSG Dy a1 aDOArent 1acx of 3 Comorenensve
-cerstanaing of the QA Program bv EM-343 darsorner ana in-nouse resources

~eCOMMENces ACTION(S):

iasntty the remeaqiai actiONS 1O DE 1axken 1o COrrect the JeNCIencies notea In Biock 6. lgentrty the cause of :Ne

¥ fmmater Date: . * Sevaentv Lave! - .’ Approvea bv Date:
LM ADN Ln T C2@m3C i
L. Wace 8/29:91 | : O0A
* Vertication ot Corrective Action:
| * Corrective Action Compietes anc Accemteq: , * Closure Approvea By:
1
' QAR ) Date IOQA
H |
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f" CARNO  =0-91-042

OFFICE OF CIVILIAN ' oaTE
RADIOACTIVE WASTE MANAGEMENT  sHeeT___- _ of
U.S. DEPARTMENT OF ENERGY ‘ QA

WASHINGTON, D.C. | WBSNO 807

CORRECTIVE ACTION REQUEST
' Controiing Document . ! Relatea Repon No. i

|

Each SPP ano DOE/EMWO/02. Rev. 0. dated 10/91 Audit HQ-91-003
* Responsibie Organizaton |* Discussec With I
EM-343 ' K. Chacey, R. Stockman. R. Torro l
"> Response Due " Responsioity for Corrective Acton " Stop Worx Orger Y or N ‘
l EM-343 See Note

| * Requirement:

The Scope of each Standaro Practice Procedurs states. “The provisions of this ... SPP apoly onk 1o tne organzaton(s)
hat has ... had t iInvoked Dy contractual or other means.*

COEEM/WO/02. Suboaragrapn 4.1.1(2); *Adminsratve SUOOOI CONIAcES are the venicie tNrougn wnich Heaoquartars

STIains technical SUDOOI N CaMyINg Gut s Management duties. Such COMracts SpecTy batn the technical ana quaty
dsSSurance requIrememnts as weil as agministrative and financial consigeratons.”

|

|
|

. * Agverse Conanion:

The acministrative suppor contract for BDM does not require BDM to perform work In accoraance win the SPPs or the
EM-343 QAPD.

" Recommencea Acuonis):
Identrty the remeaial actions 1o be taken 10 correct the deficiencies Noted in Block 6. Provice the responsie

¢ Inmaor Date: |’ Seventy Lever - " Approvea by Date:
£E T Arewn 102033
R. D. Brown 8729791 | OQA

" Verficaton of Corrective Action:

"* Corrective Action Completes ana Acceptea: " Closure Approvea By:
QAR Date OQA
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OFFICE OF CIVILIAN IaTE '
RADIOACTIVE WASTE MANAGEMENT o SmEET__ D cF ,
U.S. DEPARTMENT OF ENERGY :
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST
(continuation sheet)

Block 7 ‘centinueq)l

DArson ang planneq complenon cate 10r sacn aentmeaq action.
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{
i

Y CARNO  ~0-91043

OFFICE OF CIVILIAN | CATE
RADIOACTIVE WASTE MANAGEMENT  sueeT__- _ =r
U.S. DEPARTMENT OF ENERGY i QA
WASHINGTON, D.C. | wesno. £ 07

CORRECTIVE ACTION REQUEST
' i ! Related Repon No. i

' Controting Documaent
] Audt HQ-81-003

DOE/EM/WO/02. Rev. 0. datea 10/90

* Responsioie Organuzaton i Discussec With
EM-343 , H. Wafter. J. Smrth :
" Resoonse Oue I " Responsibinty for Corrective Acion ; " Stop work Orger Y or N
! EM-343 See Note

| ° Reaquirement:

!

Subobaragrapn 2.7.1 (3): “The overview practice inciuges the following acviies: Review ang accentance ot Operanons
CtHtices quaity assurance pians ano Impiementing procecures.”

* Agverse Concnon;
EM-343 has not revieweo ana acceoted the West Valiey or Ricniana QCoeratons Office impiementing proceaures.

Note: West Valley's QAPD had been congmionally acceoteo. he QAPDs for Richlano Operatons Office ana
Wesnngnouss (pertorming comractor) hag been reiected.

|
|

. Recommenaea Action(s); ;

Identrty the remeqial actions taxen or to be taken to correct the spectic geficiencies noted in Blocx 6. Provice the {

Y inmator Date: |’ Severny Level - 3 Approvea oy Date: ;
R MM 10203®@
R.D. Brown 8/29/91 OQA j
" Vermication ot Corrective Action:
7% Carrective ACion COMDIStsd ana ACCeTIed: " Closure Approvea By:
QAR Date OQA

ouD: GRS SR b Sub GRS © SED SO By SMEERD SUR 5438 B Omae 6. MRS aae CuEner 4, 1001, Sl WINE 00 G WG A Danas Ariew SReE".
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CARNO _HG-91-043 .

OFFICE OF CIVILIAN CATE '

RADIOACTIVE WASTE MANAGEMENT SHEET ___:  oF .

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

CORRECTIVE ACTION REQUEST

(Contiuation sheet)

Block 7 (contmued)

'9S00NSHie OErsCN and Planned CSMpletoNn date for each dentfied acton.




“

NAME

H.P. Brown
R.D. Brown
J.T. Buckley
K. Caner

K. Chacey
R.W. Clark
J.T. Conway
S.L. Crawford
A. Dasu

J.P. Dreis
N.C. Frank
T.S. Gummann
J.E. Hennessey
D.G. Honon
JE. Irvin

IJ. Lefman
W.J. McClanahan
T. Mclntosh
C.D. Morell
F.E. Nash
H.P. Nguyen
C.J. Payton
K.G. Picha, Jr.
T.E. Rodgers
S. Rodick

J.L. Smith

J. Standifer
R.E. Stockman
R.G. Thomas
R. Toro

V. Trice

0. Truskett
L.R. Wade
C.G. Walenga
H.F. Walter
J.C. Yocum
J.A. Youmans

WASTE VITRIFICATION PROJECTS BRANCH

ATTACHMENT 4

HQ-51-003 AUDIT PERSONNEL LIST

PDC

CER
USNRC
EM-343
EM-343
OCRWM 0QA
USNRC
BDM/SAIC
BDM/SAIC
BDM/SAIC
CER
EM-343
EM-343
RW-3
WHC
SAIC
BDM/SAIC
EM-343
CER

Duke Eng/TESS
EM-343
PDC
BDM/SAIC
CER-

PDC

PDC

PDC
BDM/SAIC
CER
BDM/SAIC
EM-343
EM-343
Weston
CER
EM-343
BDM/SAIC
BDM/SAIC

ORGANIZATION  TITLE

Staff Advisor

QA Spec/Auditor
QA Engr/Obs.
Secretary

WVP Branch Chief
Director, HQAD
SR WA Engr/Obs.
SR QA Engr.

QA Suppon

Engr.

Lead QA Spec/ATL
Prog. Mgr.-DWPF
Ast. Prog. Mgr-HWVP
Director, OQA

EM

Mgr. QA Group

Sr. QA Engr.

Prog. Mgr-WVDP
QA Spec/Auditor
QA Audit Mgr/Obs
Ast Prog Mgr DWPF
Staff Advisor

Sr. Staff Mbr.

QA Spec/Auditor
Principal Eng.

Staff Adv.

Program Manager
Dpty. QA Mgr.

QA Spec/Auditor
QA Suppornt

Prog. Mgr.-HWVP
Tech. Rev. Mgr.

Sr. Qual. Engr/Audt
QA Spec/Auditor
Phy. Scientist

Staff Member

QA Support

PRE-
AUDIT

R PER R R A A NI M M MR MDD DD 2 pE D D D¢ > ¢ > e HKHR

Audit Repornt
HQ-91-003
Page 47 of 47

CONTACTED
DURING POST-
AUDIT AUDIT

X X
X

X

X
X
X
X

X X

X X
X

X

X X
X

X X

X X
X

X

X X
X
X

X

X X

X

X X
X

X X

X

X X
X
X

X
X

X X



