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11.0 QUALITY ASSURANCE

Beginning with accepting responsibility for the design of the ISF Facility ISFSI through to its completed
decommissioning, it is the policy of DOE-ID to ensure that the facility is designed, constructed, handled,
shipped, stored, cleaned, assembled, inspected, tested, operated, maintained, modified and decommis-
sioned in a manner that assures the health and safety of workers and the public and protects the environ-
ment. The Quality Assurance Program is developed to confirm that essential technical and quality
requirements for structures, systems, and components are achieved and documented.

DOE-ID maintains full responsibility for the development and execution of the ISF Facility ISFSI Quality
Assurance Program. This program applies to design; purchase; fabrication; handling; shipping; storing;
cleaning; assembly; inspection; testing; operation; maintenance; repair; modification of structures, systems,
and components; and decommissioning activities that are important to safety. The ISF Facility ISFSI Quality
Assurance Program is maintained to satisfy the requirements established in 10 CFR 72, Subpart G, "Quality
Assurance."

The proposed quality assurance program for the ISF Facility is the same as the currently approved Quality
Assurance Program (DOE/RW-0333P, Revision 10 [11.1]) for the TMI-2 and FSV ISFSIs (SNM-2508 and
SNM-2504 respectively) and is included as part of the ISF Facility ISFSI license transfer application. The
contents of the Quality Assurance Requirements and Description (QARD) are listed in Table 11.0-1. For
ISF Facility ISFSI activities, DOE-ID and its contractor will apply applicable portions of the QARD to items
important to safety. The purpose of this chapter of the SAR is to define the implementation and application of
those applicable QARD requirements for the ISF Facility ISFSI, including the relationship and integration of
DOE-ID and contractor quality assurance responsibilities. To facilitate this description, this chapter is written
and developed following the format of the QARD. The quality assurance program described in this chapter
shall be implemented by DOE-ID and its contractor through the use of approved, controlled implementing
documents.

Changes that reduce the effectiveness of quality assurance program commitments and represent a change per
10 CFR 72.48, "Changes, Tests, and Experiments,” will be submitted to the NRC for its review and
acceptance prior to implementation.

The ISFSI Quality Assurance Program provides for a graded approach to the implementation of the QARD
Elements, Supplements, and Appendices.

The remaining sections of this chapter describe how each of these Elements, Supplements, and Appendices
will be implemented for the ISF Facility ISFSI.
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All structures, systems, and components are analyzed to determine whether their functions or physical
characteristics are essential to the safety function. Those items determined to be important to safety are
subject to the applicable requirements of the QARD and identified in Table 3.4-1 in the ISF Facility SAR
Structures, systems and components which are not important to safety have the QAP applied in a graded
approach.

111 ORGANIZATION
The following is the organizational philosophy of the ISF Facility ISFSI Quality Assurance Program.

DOE, as facility owner and licensee, retains ultimate responsibility for the safe operation of the facility and
compliance with all license conditions. The management and operation responsibility of the facility is
delegated to the contractor. To exercise its ultimate responsibility, DOE-ID will:

1) Retain responsibility for and perform independent assessments of the contractor's ISFSI quality
assurance program;

2) Ensure that the license conditions for the facility are included in the contractor's contract;

3) Assess the performance of the contractor against the terms of their contract;

4) Retain the responsibility to budget funds necessary and sufficient to safely operate the facility; and
5) Retain the authority to revise the contract in the event contract deficiencies are found relative to

proper implementation of license conditions.

The primary role of DOE-ID is management oversight rather than daily, direct management. Therefore, a
strong assessment function is retained by DOE-ID. The contractor's Quality Assurance (QA) Director has
responsibility for development, management, and implementation of the contractor’s quality assurance
program. As part of this responsibility, the QA Director ensures that other sub-tier contractor Quality
Assurance Programs meet all applicable requirements of the QARD for their scope of work.

The Quality Assurance Program is implemented by trained personnel with adequate resources so that cost
and scheduling considerations do not override the Quality Assurance Program's function. Quality shall be
achieved and maintained by those who have been assigned responsibility for performing work. Quality
achievement shall be verified by persons and organizations not directly responsible for performing the work.
Positions or organizations responsible for establishing and executing the quality assurance program may
delegate work to other organizations. However, the positions or organizations making the delegation shall
retain overall responsibility for the delegated work. Differences of opinion involving quality assurance
requirements shall be brought to the attention of the appropriate management, and, if not resolved, shall be
elevated progressively to successively higher levels of management. Stop work authority for significant
conditions adverse to quality is assigned to the Manager of DOE-ID. Contractor stop work authority resides
with the INTEC QA Manager.

Stop work requests and actions are described in the DOE-ID and contractor's implementing documents.
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DOE-ID and contractor Quality Assurance personnel have the necessary authority, resources, and
organizational freedom to implement the Quality Assurance Program, including the ability to identify quality
problems; to initiate, recommend and provide solutions; and to verify implementation of solutions. QA
personnel also have written authority and responsibility to stop unsatisfactory work, controlling further
processing, delivery, installation, or use of nonconforming items.

QA personnel ensure that assessments of the Quality Assurance Program and its effectiveness are reported to
the appropriate levels of management. Specific quality assurance responsibilities for the ISF Facility ISFSI
are provided below.

11.1.1 The Office of the Manager

The Manager of DOE-ID is responsible for overall executive management of the Idaho Operations Office.
The Manager of DOE-ID has signature authority as the NRC Licensee. (See Figure 9.1-1)

11.1.2 The Office of Administration Services

The responsibility for developing the appropriate revisions to the contractor's contract with DOE-ID is
delegated to the DOE-ID Contracting Officer.

11.1.3 The Office of Environmental Management

The responsibility for the licensee's role of providing program direction to the contractor lies with the
Assistant Manager, Office of Environmental Management (EM). Oversight of the EM owned spent fuel
management facilities and activities, including the NRC-licensed ISFSIs is delegated by the Assistant
Manager for EM to the Facility and Material Disposition Project Director.

DOE-ID personnel performing quality affecting activities are responsible for:

1. Planning and meeting product quality requirements and implementing the Quality Assur-
ance Program in their work

2. Retaining responsibility for delegated work

3. Notifying the immediate supervisor to resolve differing staff opinions related to safety is-
sues and quality issues and if not resolved elevating disputes to successive levels of man-
agement until resolved

4. Recommending work to be stopped when significant conditions adverse to quality are
identified.
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11.1.4 Office of Operational Support

The DOE-ID Assistant Manager, Office of Operational Support, is responsible for oversight of the con-
tractor as stated in Section 9.1.2. The responsibility for oversight of both the contractor’s Quality Assur-
ance Program for the ISFSI as well as the DOE-ID oversight program of the contractor’s performance in
ISFSI operations is delegated through the Assistant Manager, Office of Operational Support to the Qual-
ity and Safety Division Director. The Quality and Safety Division Director delegates the responsibility for
QA oversight of the ISFSIs to the ISFSI Quality Assurance (QA) Manager. The management responsibili-
ties of the ISFSI QA Manager are herein defined.

The ISFSI QA Manager is at the same or higher organization level as the highest Program Manager/Team
Leader responsible for performing work subject to the requirements of the QARD, has knowledge and
experience in quality assurance and management, and has no other duties or responsibilities that could
compromise the required independence. The ISFSI QA Manager has the organizational freedom to com-
municate with senior management and is sufficiently independent from cost and schedule considerations.

The ISFSI QA Manager is responsible for providing guidance and direction to the DOE-ID line organiza-
tion and its contractor on quality assurance matters relating to NRC Licensing activities, developing
DOE-ID's Quality Assurance Program implementation of the QARD, and effectively assuring confor-
mance to quality requirements. The ISFSI QA Manager also is responsible for the overview of work
subject to QARD requirements. This overview includes verifying achievement of quality of work by
DOE-ID’s line organization and its contractor through assessments, surveillances, or other means of
verification, as appropriate.

The ISFSI QA Manager and the contractor's QA Director, respectively, are responsible and accountable
for coordinating with the responsible managers to ensure that acceptable QARD requirement implementa-
tion is developed and established and for documenting and promulgating Quality Assurance policies,
goals and objectives.

Also, the ISFSI QA Manager is kept current through various reports and verifies the implementation,
adequacy, and effectiveness of the overall Quality Assurance Program while maintaining a continual
involvement in Quality Assurance matters (See Figure 9.1-1).

The ISFSI QA Manager is responsible for developing and implementing the Quality Assurance Program.
This includes the following activities:

1) Developing, reviewing, approving, issuing, and maintaining DOE-1D’s implementing
procedures

2) Verifying that the Quality Assurance Program is properly established and executed

3) Ensuring that quality is verified by an organization not responsible for the work and en-
suring that the Quality Assurance Program is adequate and being effectively implemented

4) Ensuring Quality Assurance training and qualification programs are developed for DOE-
ID and contractor personnel who perform quality affecting activities.
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5) Develop, manage, update, and implement a Quality Assurance Audit Plan and schedule,
and coordinate NRC participation in audit activities

6) Identifying quality problems; initiating, recommending, or providing solutions to quality
problems; and verifying the implementation of solutions to quality problems

7) Determining the cause of significant conditions adverse to quality and ensuring that cor-
rective action is initiated for all conditions adverse to quality

8) Accepting final resolution for all DOE-ID audit findings and proposed corrective actions
9) Initiating stop work orders within the license oversight program, when required

10) Receiving and compiling Quality Assurance information and forwarding Quality Assur-
ance program status reports to management

11) Interfacing with NRC to coordinate and clarify NRC Quality Assurance requirements, the
Quiality Assurance Program, and to resolve Quality Assurance issues to NRC require-
ments

12) Interfacing with NRC to coordinate plans and schedules relevant to Quality Assurance for
NRC overview of licensing activities

13) Being responsible for interpreting and approving Quality Assurance Program require-
ments as they apply to the contractor's scope of work.

14) Assignment of the Quality Assurance Specialist (QAS) staff.
11.15 Contractor Personnel

DOE and its contractor personnel perform work subject to the requirements of the QARD per the controls
established in their respective implementing documents. The QARD requirements for the contractor are
identified in the appropriate procurement documents. The ISFSI QA Manager provides overviews of the
contractor's work subject to QARD requirements by using appropriate verification methods.

Quality control functions that are performed as part of the line organization’s activities will have surveil-
lances performed by the Quality Assurance organization to confirm that there is sufficient independence
from the individuals that actually performed the activity.

Quality-related activities are performed by the various contractor departments and contractors of
DOE-ID. The DOE-ID contractor is responsible for development of its Quality Assurance Program which
shall be consistent with the requirements of the QARD. All contractor personnel have the authority to
stop work pending resolution of any quality problem. If a member of another area disagrees, that individ-
ual is instructed to take the matter to appropriate management. The disagreement may either be resolved
at this level or at any level up to and including the DOE-ID Office of the Manager.
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The topics from Section 1.0, Organization, that are implemented from the QARD are:
12 Requirements

Requires preparation of controlled documents describing internal and external
interfaces.

121 Line Management

Requires identification of responsibilities and authorities of organizations
responsible for achieving quality.

122 Quality Assurance Management

Describes appropriate knowledge and experience for those performing the Quality
Assurance function.

1.2.3 Responsibility For Quality
Assigns responsibility for achieving quality in work and the verification of quality.
124 Delegation of Work

Discusses the delegation of the execution of the Quality Assurance program and
maintenance of overall responsibility.

1.25 Resolution of Quality Disputes

Process for resolution of quality disputes.
133 Other OCRWM Affected Organizations

Section "A" and "C" only

Describes DOE EM as an agent of OCRWM. Also requires that appropriate
technical and quality requirements applicable to this scope of work be incorporated
into the associated work documents.
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11.2 QUALITY ASSURANCE PROGRAM

DOE-ID has overall responsibility and program implementation authority for all Quality Assurance
Program requirements. Quality Assurance Program elements that are implemented and discharged by
DOE-ID are those identified as Organization, Quality Assurance Program, Implementing Documents,
Document Control, Corrective Action, Quality Assurance Records, and Audits. Implementation of the
entire QARD is delegated to the contractor for its scope of work.

The ISFSI QA Manager has the assigned responsibility for ensuring that required DOE-ID quality assur-
ance program implementing documents are established at the earliest practical time consistent with the
schedule for accomplishing quality affecting activities. Instructions to DOE-ID personnel for implementa-
tion of quality activities including performance of verification activities are described by implementing
documents.

Specific DOE-ID performance and verification activities include, but are not limited to:
e Reviews and approvals of various DOE-ID and contractor documents

e Surveillances, assessments, and evaluations of the DOE-ID and contractor's quality as-
surance program

e Readiness evaluations with the contractor
o Verification and validation of DOE-ID's personnel training and qualification records.

Authority for implementing Quality Assurance Program elements applicable to activities related to impor-
tant to safety items is delegated by DOE-ID to the contractor. The contractor may pass functional activi-
ties to approved subcontractors. Overall responsibility for adequate implementation and performance by
DOE-ID's contractor and its subcontractors is retained by DOE-ID. DOE-ID requires its contractor to
document its Quality Assurance Program in appropriate descriptions, plans and implementing documents.

The ISFSI QA Manager and the contractor initiate management assessments of the Quality Assurance
program. All pertinent correspondence, checklists, and reports related to assessments are placed in the
Quality Assurance files.

The graded approach for performing management assessments is commensurate with the risk associated
with the item or activity affecting quality being assessed. Any identified corrective actions as a result of
management assessments shall be tracked to completion.

Delegation of authority for implementation of Quality Assurance Program requirements is accomplished
through contracts between DOE-ID and its contractor and/or technical direction given by DOE-ID. Con-
tracts and technical direction specify that the applicable QARD requirements are to be established and
functioning before initiating any activities affected by the contractor's Quality Assurance Program. These
documents additionally require that the need for special controls, processes, test equipment, tools, and
skills to attain the required quality and the need for verification of quality by inspection and testing be
taken into account for the scope of work.
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Proficiency of personnel performing quality-affecting activities is maintained by training, examination,
and/or certification. The graded approach is applied to indoctrination and training commensurate with the
scope, complexity, and nature of the activity. The graded approach is not applied to the qualification and
certification of inspectors, NDE personnel, and auditors. Specific documentation of completed training
and qualifications will be described in the implementing documents. Qualified personnel are certified per
applicable codes and standards.

Nuclear safety related activities are accomplished under controlled conditions. Preparations for such
activities include confirmation that prerequisites, identified in the implementing documents, have been
satisfied.

The contractor's Quality Assurance Program is monitored by DOE-ID on a continuing basis through
review, surveillance, and assessment to evaluate its adequacy and to verify compliance with QARD
requirements.

The topics from Section 2.0, Quality Assurance Program, that are implemented from the QARD are:

2211 QA Program Documents

Discusses the role of the Policy Statement, Implementing Documents, and Re-
guirements Matrix in the quality program.

2.2.2 Classifying Items

Identifies quality program applicability to systems, structures and components.
2.2.3 Controlling Activities

Identities controls for activities related to quality affecting items.
2.2.4 Applying QA Controls

Describes graded approach application.

2.2.5 Planning Work
Provides planning elements for documentation of work under suitable controlled
conditions.

2.2.6 Surveillances

Describes quality evaluations for selected work subject to QARD requirements.
2.2.7 Management Assessment

Describes the conduct and criteria for management assessments of Quality
Assurance program effectiveness
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2.2.8 Readiness Reviews

Identifies the need for and how readiness reviews shall be conducted for major
work.

2.29 Peer Reviews
Identifies the need for peer reviews and how they shall be conducted.
2.2.10 Document Review

Describes the basic review process for technical and quality requirements in
documents and implementing documents.

2.2.11 QA Program Information Management

Describes how management shall be apprised of Quality Assurance program
information on a continuing basis.

2212 Personnel Qualification

Describes the established program for the evaluation, selection, indoctrination,
training, and qualification of personnel performing work subject to the QARD.

2.2.13 Qualification of Personnel Who Perform Inspection, Nondestructive Examination, Testing
and Auditing.

Describes amplified requirements for personnel performing Quality Assurance
functions like auditing, inspecting, examining and testing.
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11.3 DESIGN CONTROL

The Quality Assurance Program requires procedures and instructions for implementation and assurance of
design control during the various design phase activities. Design control requirements ensure that designs
as specified in the license application are correctly defined, controlled, and verified. Appropriate provi-
sions of design control include:

1. Specifying design inputs

2. Correct translation of inputs in design documents

3. Sufficient documentation which entails verification that design outputs relate to design
inputs

4. Verification of design by persons other than the originator

5. Assurance that changes to the design are properly reviewed, controlled, and documented.

Designs are reviewed to ensure that the design characteristics can be controlled, inspected, and tested.
Inspection and test criteria are identified. Implementing documents ensure that the design is performed
per approved criteria which include appropriate regulatory and quality requirements and standards, and
that deviations and nonconformances are controlled.

Design control practices provide appropriate attention to design error and deficiency control, design
changes, technical reviews, control of experimental and developmental activities, qualification of data,
and modification control. Practices shall be established to include the use of valid industry standards and
specifications for the selection of suitable materials, parts, equipment and processes for important to
safety structures, systems, and components. Modifications that affect licensing parameters are evaluated
per 10 CFR 72.48, "Changes, Tests, and Experiments".

Provisions are specified for the control of design analyses such as criticality physics, stress, thermal,
hydraulic, and accident; compatibility of materials; accessibility for in service inspection; maintenance
and repair; and delineation of acceptance criteria for inspections and tests.

Revisions of controlled documents, including design documents, are reviewed for adequacy and approved
for release by the same organization that originally reviewed and approved the documents or by some
other designated organization that is qualified and knowledgeable.

Design verification methods include, but are not limited to design reviews, alternate calculations, and
qualification testing or a combination thereof. When a test program is to be used to verify the adequacy of
a design, a qualification test of a prototype unit under adverse design conditions shall be used. Independ-
ent design verification is completed before relying on the item to perform its function. Confirmation that
the correct computer code has been used is part of the design verification. Design verification shall re-
quire a level of skill at least equal to that of the original designer, design checking can be performed by
less experienced persons. The Design Control activities and their implementing documents are required to
be in compliance with the requirements of QARD Section 3.0, Design Control.
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Appropriate design verification implementing documents are established and executed commensurate
with the importance to safety of the structures, systems, or components and in compliance with require-
ments of QARD Section 3.0, Design Control.

The graded approach for design verification is a function of importance to safety and the complexity of
design, the degree of standardization, the state of the art, and the similarity with previous designs.

When quality related structures, systems, and components are designed or require design modifications,
controls are applied commensurate with the controls established for the original design, applicable regula-
tory requirements, and health and safety of operating personnel and the general public.

DOE-ID delegates implementation authority for QARD Section 3.0, Design Control to its contractor.

DOE-ID monitors its contractor's design control activities, by surveillance and assessment and periodi-
cally reviews the contractor's practices to ensure proper implementation and adequacy.

DOE-ID's contractor is assigned Design Control responsibility in support of program activities and is
required to implement and maintain design control/verification practices and/or to delegate these quality
assurance program requirements to its next lower tier contractor for their implementation.

The topics from Section 3.0, Design Control, that are implemented from the QARD are:
3.2.1 Design Input Control
Describes criteria that provides for adequate control of design inputs.
3.2.2 Design Process
Describes controls for an adequate design process.
3.2.3 Design Analyses
Describes criteria for adequate design analyses.
324 Design Verification

Provides additional document review criteria for completed design analyses and
design output in support of QARD Section 2.2.10, Document Review.

3.25 Design Reviews
Describes how design reviews are controlled and performed.
3.2.6 Alternate Calculations

Describes the appropriateness of assumptions and checks required for other
calculation methods.
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3.2.7

3.2.8

3.28.1

Qualification Testing

Describes criteria for verification of design adequacy.

Design Change Control
Provides criteria for controlling design changes.
Design Interface Control

Provides criteria for controlling design interfaces.
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11.4 PROCUREMENT DOCUMENT CONTROL

Implementing documents are established and executed to ensure that applicable regulatory and technical
requirements, design bases, quality assurance program requirements, and other performance requirements
necessary to ensure adequate quality are included or referenced in documents for procurement of material,
equipment, and services. These implementing documents clearly identify the sequence of actions to be
accomplished in the preparation, review, approval, and control of procurement documents.

These actions include: evaluating qualifications of suppliers; ensuring qualified suppliers remain quali-
fied; accepting purchased items or services and invoking applicable technical, regulatory, administrative,
and reporting requirements, such as 10 CFR Part 21.

These implementing documents include provisions for ensuring that documentation for structures, sys-
tems, and components classified as important to safety provide objective evidence that those items con-
form to procurement requirements. Those implementing documents further ensure that inspection, test,
and acceptance requirements have been used to monitor and evaluate the performance of the supplier and
are satisfied before these items are placed in service.

Controls include specifying documents along with their revision level and change status that describe
selection criteria, determination of suitability for intended use, evaluation, receipt inspection, and dedica-
tion of commercial grade items for use in structures, systems, and components classified as important to
safety.

Implementing documents are established and executed to verify that the quality of purchased items and
services is evaluated at appropriate intervals and to a depth consistent with the items' and services' impor-
tance to safety, complexity, quantity, and frequency of procurement. A review and concurrence of the
adequacy of quality requirements stated in procurement documents is performed by qualified personnel.
This review shall determine that:

1. Quality requirements are correctly stated, inspectable, and controllable
2. There are adequate acceptance and rejection criteria
3. The procurement document has been prepared, reviewed, and approved per quality assur-

ance requirements.

DOE-ID delegates implementation authority for QARD Section 4.0, Procurement Document Control to
its contractor.

The graded approach for applying Quality Assurance Program requirements on suppliers depends on type
and end-use of the item or activity affecting quality being procured.

DOE-ID monitors its contractor's procurement document control practices that support program activities,
or, by surveillance and assessment, periodically reviews its contractor's practices to ensure their proper
implementation and adequacy.
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The topics from Section 4.0, Procurement Document Control, that are implemented from the QARD are:

421 Procurement Document Preparation
Describes necessary provisions for issued procurement documents.
422 Procurement Document Review and Approval

Provides additional document review criteria in support of QARD Section 2.2.10,
Document Review for procurement document review and approval.

423 Procurement Document Change

Describes change controls imposed on procurement documents of items and
services that affect quality.
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115 IMPLEMENTING DOCUMENTS

Implementing documents are instructions, procedures, drawings and other documents that prescribe an
approved process for accomplishing work in compliance with Quality Assurance Program requirements.
Activities affecting quality are prescribed and accomplished per documented implementing documents.
Implementing document requirements ensure that work is prescribed by, and performed per written
implementing documents. Methods for complying with each of the applicable Quality Assurance re-
quirements are specified in the implementing documents. The graded approach for the direction of work
processes, in the form of instructions, procedures, and drawings is commensurate with risk, complexity,
and importance of the work. Document Control requirements provide guidance for the review, approval,
and control of implementing documents.

Provisions are established which clearly delineate the sequence of actions to be accomplished in the
preparation, review, approval, and control of implementing documents.

Contractor QA, as part of a multi-disciplined review team, reviews and concurs with inspection plans;
test, calibration, and special processes; procedures; drawings and specifications; and their associated
changes.

DOE-ID has a procedural control system for its implementing documents which assigns responsibility
and provides instructions for preparation, review, approval, release, issuance, distribution, and control of
changes to implementing documents.

The ISFSI QA Manager participates in and monitors program execution of these implementing docu-
ments related to program quality affecting activities. Periodically the ISFSI QA Manager performs sur-
veillance or arranges for an independent assessment of DOE-ID Quality Assurance Program practices to
document their level of implementation and adequacy.

DOE-ID monitors its contractor's procedural practices related to implementing documents, and, by sur-
veillance or assessments, periodically reviews its contractor's practices to document their level of imple-
mentation and adequacy.

DOE-ID's contractor is assigned the authority for performing work activities affecting quality in support
of program activities and is required to establish and implement a practice of prescribing those activities
per documented instructions, implementing documents, and drawings.

The topics from Section 5.0, Implementing Documents, that are implemented from the QARD are:

52 Requirements

Specifies that work done per the QARD shall be performed per controlled
implementing documents.

521 Types of Implementing Documents

Describes the type of document to be used to perform work per the QARD and what
they include.
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522 Content of Implementing Documents
Describes the information that implementing documents shall contain.
523 Review and Approval of Implementing Documents

Requires that implementing documents shall be reviewed and approved per QARD
Section 6.0 Document Control.

5.2.4 Compliance With Implementing Documents

Requires individuals to comply with QARD requirements and describes what to do
when work can not be completed per QARD requirements.
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11.6 DOCUMENT CONTROL

Document control requirements ensure that the preparation and issuance of documents including changes
thereto, are reviewed for adequacy, approved for release, and distributed to and used at the location where
the work is being performed. The document control system provides for identification, preparation,
review, approval and distribution of documents in a graded manner. The review, approval, distribution
and issue of documents and changes thereto, shall be procedurally controlled to ensure that documents are
adequate and that Quality Assurance Program requirements are stated. Implementing documents and
documents that specify technical and/or quality assurance requirements are controlled per requirements of
the Quality Assurance Program.

The controlled documents include but are not limited to:
a. Design specifications
b. Design and fabrication drawings
c. Procurement documents
d. Quality Assurance Program manuals
e. Design criteria documents
f. Fabrication, inspection, and testing instructions
g. Test procedures.

Implementing documents provide program guidance, technical and/or quality assurance requirements, or
prescribe work processes that ensure proper execution of Quality Assurance Program activities. Compli-
ance with the Quality Assurance Program's document control implementing documents ensures that the
designated document holder and user of these implementing documents have the latest up-to-date infor-
mation and data available which define technical and quality assurance requirements.

Distribution of new and/or revised controlled documents is in accordance with work processes that are
established, approved, and documented in the Quality Assurance Program's implementing documents.
Provisions shall be established which identify those individuals or groups responsible for reviewing,
approving, and issuing documents and revisions thereto. Approved changes shall be included in imple-
menting documents prior to the implementation of the change.

A master list (either hard-copy or electronic) shall be established and identify the current revision number
of procedures, specifications, and drawings. This list shall be updated and distributed to pre-determined
responsible personnel to preclude the use of superseded documents.

DOE-ID monitors its contractor's procedural practices related to document control, and, by surveillance or
assessments, periodically reviews its contractor's practices to document their level of implementation and
adequacy.
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DOE-ID's contractor has established and implemented document control practices through their Quality
Assurance Program and its associated implementing documents which are responsive to this Quality
Assurance program.

The topics from Section 6.0, Document Control, that are implemented from the QARD are:

6.2.1 Types of Documents

Requires that implementing documents and documents that specify technical and
quality requirements be controlled per this section.

6.2.2 Preparing Documents

Requires assignment for preparation and maintenance of documents to appropriate
organizations.

6.2.3 Reviewing Documents

Requires that documents shall be reviewed per QARD Section 2.2.10, Document
Review.

6.2.4 Approving Documents

Requires identification of the position which has approval authority for documents.
6.2.5 Distribution and Use of Documents

Provides criteria for distribution and use of documents.
6.2.6 Changes To Documents

Provides criteria governing changes to documents.

6.2.7 Expedited Changes
Provides criteria for initiating changes at the work location by responsible
management.

6.2.8 Editorial Corrections

Describes the criteria for editorial changes to documents.
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11.7 CONTROL OF PURCHASED ITEMS AND SERVICES

Control of purchased items and services requirements provide for planning and executing procurements
assuring that purchased items and services meet specified requirements. Technical and quality assurance
requirements specified in these documents are verified and incorporated into the program prior to starting
work subject to the requirements of the Quality Assurance Program.

Qualified personnel evaluate the supplier's capability to provide acceptable quality services and products
before the award of the procurement order or contract. The contractor's quality assurance, requesting
organization and technical support as required participate in the evaluation of those suppliers providing
important to safety items and services and the responsibilities for each group's participation are provided.

The evaluation of suppliers is based on one or more of the following:

a. The supplier’s capability to comply with the elements of the quality assurance criteria that are
applicable to the type of material, equipment, and service being procured

b. A review of previous records and performance of suppliers who have provided similar arti-
cles of the type being procured

c. Asurvey of the supplier's facilities and quality assurance program to determine the capability
to supply a product that meets the design, manufacturing, and quality requirements.

The results of supplier evaluations are documented and filed. Supplier's certificates of conformance are
periodically evaluated by audits, independent inspections, or tests to ensure they are valid.

Receiving inspection of the supplier-furnished material, equipment, and services is performed to ensure
that items accepted and released are identified as to their inspection status prior to forwarding them to a
controlled storage area or releasing them for installation or for further work.

Surveillance of suppliers during fabrication, inspection, testing, and shipment of materials, equipment,
and components shall be planned and performed per written procedures to ensure conformance to the
purchase order requirements. These procedures provide for: (a) instructions that specify the characteristics
or processes to be witnessed, inspected, or verified, and accepted; the method of surveillance and the
extent of documentation required; and those responsible for implementing these instructions, and, (b)
assessments and surveillance which ensure that the supplier complies with the Quality Assurance Pro-
gram requirements. Surveillance shall be performed on those items where verification of procurement
requirements cannot be determined upon receipt. That verification documentation shall be available for
the life of the NRC issued operating license for the operation of the ISFSI.

The supplier furnishes the following records as a minimum to the purchaser:

a. Documentation that identifies the purchased material or equipment and the specific procure-
ment requirements (e.g., codes, standards, and specifications) met by the items

b. Documentation that identifies any procurement requirements which have not been met to-
gether with a description of those nhonconformances dispositioned "accept as is" or "repair".
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Items accepted and released are identified as to their inspection status prior to forwarding them to a
controlled storage areas or releasing them for installation or further work.

The graded approach for verification of supplier activities, the selection of suppliers, and amount of
supplier documentation, including planning is applied based on the relative importance, complexity, and
quantity of the item or activity being procured.

DOE-ID delegates implementation authority for QARD Section 7.0, Control of Purchased Items and
Services, to its contractor.

DOE-ID monitors its contractor's control of purchased items and services practices in support of program
activities, and, by surveillance and assessments, periodically reviews its contractor's practices to docu-
ment their level of implementation and adequacy.

DOE-ID's contractor is assigned authority for implementing QARD Section 7.0, Control of Purchased
Items and Services, for procurement of items (structures, components and systems) and services in sup-
port of program activities and is required to establish and implement a system for control of the procure-
ment activity that is responsive to the requirements of the QARD. It is required that supplier Quality
Assurance Programs be reviewed and accepted before initiation of program activities affecting quality.

The topics from Section 7.0, Control of Purchased Items and Services, that are implemented from the QARD
are:

7.2.1 Procurement Planning
Describes criteria for adequate procurement planning and documentation.
722 Source Evaluation and Selection

Provides criteria for determining supplier selection and supplier capability in
providing items and services that affect quality.

7.2.3 Proposal/Bid Evaluation

Provides criteria for the proposal/bid evaluation process and who shall participate in
that evaluation.

724 Supplier Performance Evaluation
Provides criteria for interfacing with suppliers and verifying their performance.
725 Control of Supplier Generated Documents

Establishes criteria for controlling, processing and accepting procurement
documents.
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7.2.6 Acceptance of Items and Services

Provides criteria for objective evidence used in the acceptance of procured items
and services.

7.2.7 Certificate of Conformance

Provides criteria for when a Certificate of Conformance is used for acceptance of an
item or service.

7.2.8 Source Verification

Provides criteria where various methods of source verification may be used.
Includes description of the process involved to control and personnel qualifications
for source verification.

7.29 Receiving Inspection
Establishes the criteria for when receiving inspection is used to accept an item.
7.2.10 Post-installation Testing

Establishes that QARD Section 11, Test Control and that post-installation testing
criteria are mutually established by purchaser and supplier.

7.2.11 Control of Supplier Nonconformances

Establishes requirements for both purchaser and supplier to document the process
for disposition of items that do not meet procurement document requirements.

7.211.1 Commercial Grade ltems

Establishes an acceptable alternative for commercial grade items when and where
specified by the design.
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11.8 IDENTIFICATION AND CONTROL OF ITEMS

Consistent with the importance to safety, implementing documents shall be established and implemented
to identify and control materials, parts, and components including partially fabricated sub-assemblies to
ensure that only correct and accepted items are used and installed.

Identification requirements are determined during generation of specifications and design drawings.
Correct identification of materials, parts, and components is verified and documented prior to release for
fabrication, assembly, shipment, and installation.

The graded approach for identification and control of items, and traceability requirements are specified in
applicable codes, standards, or specifications.

DOE-ID delegates implementation authority for QARD Section 8.0, ldentification and Control of Items,
to its contractor.

DOE-ID monitors its contractor's identification and control of item practices and, by surveillance and
assessments, periodically reviews its contractor's practices to ensure proper implementation and ade-

quacy.

DOE-ID's contractor is assigned responsibility for implementing QARD Section 8.0, Identification and
Control of Items, for items which support program activities and is required to establish and implement
identification and control practices that are responsive to the requirements of the Quality Assurance
Program.

The topics from Section 8.0, Identification and Control of Items, that are implemented from the QARD are:

8.2.1 Identification
Establishes the requirements for maintenance of identification of items.
8.2.2 Physical Markings

Establishes physical marking requirements for item identification.

8.2.3 Traceability
Provides requirements for the established and maintenance of traceability criteria to
items.

8.24 Conditional Requirements

Establishes controls for item identification to be specified in specifications.
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11.9 CONTROL OF SPECIAL PROCESSES

Implementing documents are established and implemented to control special processes such as welding,
heat treating, and nondestructive examination. Implementing documents are used to ensure that process
parameters are controlled and that the specified environmental conditions are maintained.

Special processes are accomplished by qualified personnel using qualified implementing procedures and
equipment per applicable codes, standards, specifications or other special program requirements. The
graded approach is not applicable for special processes. Special processes are performed by qualified
personnel and accomplished per written process sheets or equivalent, with recorded evidence of verifica-
tion per Quality Assurance Program requirements. Qualification records of procedures, equipment, and
personnel associated with special processes shall be established, filed, and kept current.

DOE-ID delegates implementation authority for QARD Section 9.0, Control of Special Processes, to its
contractor.

DOE-ID monitors its contractor's special processes control practices related to program activities, and, by
surveillance and assessments, periodically reviews its contractor's practices to ensure proper implementa-
tion and adequacy.

DOE-ID's contractor is assigned responsibilities for implementing QARD Section 9.0, Control of Special
Processes, for activities where special processes in support of program activities are involved, and is
required to establish and implement practices to ensure adequate performance and control of production
special processes. DOE-ID’s contractor's special process controls shall be responsive to the requirements
of the QARD.

The topics from Section 9.0, Control of Special Processes, that are implemented from the QARD are:
921 Special Processes

Establishes requirements for control and verification of quality for special processes.
9.2.2 Personnel, Implementing Documents, and Equipment Qualifications

Establishes requirements that process parameters are controlled and environmental
conditions are maintained.

9.2.3 Qualification of Nondestructive Examination Personnel

Establishes the requirements for the control and administration of training,
examination, and certification of nondestructive examination personnel.



ISF FACILITY Rev. 4
Safety Analysis Report Page 11.9-2

THIS PAGE INTENTIONALLY LEFT BLANK.



ISF FACILITY Rev. 4
Safety Analysis Report Page 11.10-1

11.10 INSPECTION

The inspection program'’s implementing documents shall be established and implemented to describe the
planning (performance and documentation) and execution of inspections. These inspections shall verify
conformance of quality affecting activities with requirements. The inspection program shall be estab-
lished, documented, and accomplished per written, controlled procedures.

Implementing documents address inspection planning, acceptance criteria, inspection techniques to be
applied, establishment of hold points, documentation of inspection results, and actions to be taken when
acceptance criteria are not met. Inspection implementing documents address source, in-process, final,
receipt, maintenance, modification, operations, and eventually, decommissioning activities. Inspections
are conducted by certified personnel who are independent of the inspected activity. Inspection results are
documented by the inspector and reviewed by the cognizant quality assurance organization.

Inspection practices identify and verify conformance of items and services with the documented specifi-
cations, instructions, implementing documents and drawings for accomplishing the required activities.
Documented inspection practices shall be responsive to the requirements of the Quality Assurance Pro-
gram. Inspection personnel shall be sufficiently independent from the individuals performing the activity
being inspected.

Inspection procedures, instructions, and checklists shall provide for the following:
a. ldentification of characteristics and activities to be inspected
b. Identification of the individuals or groups responsible for performing the inspection operation
c. Acceptance and rejection criteria
d. A description of the method of inspection

e. Recording evidence of completing and verifying a manufacturing, inspection, or test opera-
tion

f.  Recording inspector or data recorder and the results of the inspection operation.

The graded approach for inspection, verification and documentation is applied based on the importance or
complexity of the item or activity affecting quality being inspected or tested. Modifications, repairs, and
replacements are inspected per the original design and inspection requirements or acceptable alternatives.

The individuals or groups who perform receiving and process verification inspections are identified and
shown to have sufficient independence and qualifications.

DOE-ID delegates implementation authority for direct inspection of items and work practices per QARD
Section 10.0, Inspection, to its contractor.
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DOE-ID monitors its contractor's inspection practices associated with program activities, and, by surveil-
lance and assessments, periodically reviews its contractor's practices to ensure proper implementation and
adequacy.

DOE-ID's contractor is assigned responsibility for performing procurement, manufacturing, fabrication
and assembly, testing, constructing, and operational activities in support of program activities, and, is
required to establish and implement inspection practices of sufficient scope to be fully effective.

The topics from Section 10.0, Inspection, that are implemented from the QARD are:
10.2.1 Inspection Planning

Establishes requirements for performing and documenting inspection planning.
10.2.2 Selecting Inspection Personnel To Perform Inspections

Establishes qualification requirements for inspection personnel.
10.2.3 Inspection Hold Points

Establishes criteria for mandatory hold points to control work.
10.2.4 Statistical Sampling

Requires that statistical sampling shall be based on recognized standard practices.
10.2.5 In-Process Inspections and Monitoring

Establish criteria for in-process inspection of items to verify quality. These criteria
include those necessary for coordination and sequencing of work at established
inspection points.

10.2.6 Final Inspection
Establishes criteria for final inspection of items.
10.2.7 Accepting Items

Establishes criteria for acceptance of items. QARD Section 14.0, Inspection, Test,
and Operating Status governs the item's inspection status.

10.2.8 Inspection Documentation

Provides criteria that govern contents of inspection documentation.
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10.2.9 Qualifications of Inspection and Test Personnel

Provides guidance for qualification, determination of initial capabilities,
indoctrination and training of inspection and test personnel, and functional
qualification levels and associated documentation.
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11.11 TEST CONTROL

Written and controlled procedures are established and executed to verify conformance to specified re-
guirements and demonstrate that items provide satisfactory performance. These procedures contain:

a. Instructions and prerequisites to perform the test

b. Use of proper test equipment

c. Acceptance criteria

d. Mandatory witness and hold point inspections

e. Other specified technical and/or quality assurance requirements.
Written test procedures incorporate and reference:

a. The requirements and acceptance limits contained in applicable design and procurement
documents

b. Instructions for performing the test

c. Test prerequisites

d. Mandatory inspection hold points

e. Acceptance and rejection criteria

f.  Methods of documenting or recording test data results.

Test results shall be documented, evaluated, and their acceptability determined by a qualified, responsible
individual or group. When practicable, testing will test the structure, system, or component under condi-
tions which will be present during normal and anticipated off-normal operations.

DOE-ID delegates implementation authority for QARD Section 11.0, Test Control, to its contractor.

DOE-ID monitors its contractor's testing and test control practices related to program activities, and, by
surveillance and assessments, periodically reviews its contractor's practices to ensure proper implementa-
tion and adequacy.

DOE-ID's contractor is assigned responsibilities for documenting, evaluating, and determining test result
acceptability in support of program activities, and is required to establish, as applicable, proof tests, pre-
operational tests, product certification tests, and other testing activities that are responsive to the require-
ments of the QARD.

The topics from Section 11.0, Test Control, that are implemented from the QARD are:
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11.2.1 Test Planning

Establishes criteria for effective test planning.
11.2.2 Performing Tests

Establishes criteria that implementing documents shall address for tests.
11.2.3 Use of Other Testing Documents

Establishes criteria for incorporation of test information directly from testing
documents into the testing implementation documents.

1124 Test Results

Establishes criteria for documentation and evaluation of test results.
11.25 Test Documentation

Establishes criteria for contents of test documentation.
11.2.6 Qualification of Test Personnel

Establishes criteria that test personnel shall be qualified per QARD Section 10,
Inspection.
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11.12 CONTROL OF MEASURING AND TEST EQUIPMENT

Implementing documents are established and executed to ensure that appropriate tools, gauges, instru-
ments, and other measuring and testing devices used in activities which have quality assurance require-
ments or health and safety considerations are properly controlled, calibrated, adjusted, and maintained at
specified intervals. The graded approach is not applicable for measuring and test equipment used for
activities affecting quality.

Provisions, contained in procedures, describe the calibration technique and frequency, maintenance, and
control of the measuring and test equipment (instruments, tools, gages, fixtures, reference and transfer
standards, and nondestructive test equipment) which is used in the measurements, inspection, and moni-
toring of important to safety structures, systems, and components.

These implementing documents shall maintain equipment accuracy within necessary limits and maintain
traceability to National Institute of Standards and Technology (NIST) or other known standards.

Calibration standards have an uncertainty requirement of no more than 1/4th of the tolerance of the
equipment being calibrated. A greater uncertainty may be acceptable when limited by the "state-of-the-
art".

The complete status of all items under the calibration system shall be documented and maintained.

DOE-ID delegates implementation authority for QARD Section 12.0, Control of Measuring and Test
Equipment, to its contractor.

DOE-ID monitors its contractor's measuring and test equipment control practices related to program
activities, and, by surveillance and assessments, periodically reviews its contractor's practices to ensure
proper implementation and adequacy.

DOE-ID's contractor is assigned responsibility for performing inspections, examinations, or tests which
support program activities, and is required to establish and implement a system of calibration and control
of measuring and test equipment that is responsive to the requirements of the QARD.

The topics from Section 12.0, Control of Measuring and Test Equipment, that are implemented from the
QARD are:

12.2.1 Calibration

Provides criteria for calibration, adjustment and maintenance of measuring and test
equipment.

12.2.2 Documenting the Use of Measuring and Test Equipment

Requires that use of M&TE be documented.
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12.2.3 Out-of-Calibration Measuring and Test Equipment
Provides criteria for when MT&E shall be considered as out-of-calibration.
12.2.4 Lost Measuring and Test Equipment
Provides criteria for lost M&TE.
12.25 Handling and Storage
M&TE shall be properly handled and stored to maintain accuracy.
12.2.6 Commercial Devices
Provides criteria for rulers, tape measures, levels, and other commercial equipment.
12.2.7 Measuring and Test Equipment Documentation

Provide criteria for M&TE documentation information.
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11.13 HANDLING, STORAGE, AND SHIPPING

Consistent with an item's or activity's importance to safety, procedures are established and executed to
control handling, storage, shipping, cleaning, packaging, and preservation of material and equipment shall
be accomplished by qualified individuals to prevent damage or loss, and to minimize deterioration.

Procedures shall be prepared which control the cleaning, handling, storage, packaging, shipping, and
preservation of materials, components, and systems per design and specification requirements to preclude
damage, loss, or deterioration by environmental conditions such as temperature or humidity.

Application of the graded approach for handling, storage, and shipping of items is specified in work and
inspection instructions, and depends on how critical, sensitive, perishable, or high-value the item is.

DOE-ID delegates implementation authority for QARD Section 13.0, Handling, Storage, and Shipping, to
its contractor.

DOE-ID monitors its contractor's handling, storage, and shipping practices related to program activities,
and, by surveillance and assessments, periodically reviews its contractor's practices to ensure implementa-
tion and adequacy.

DOE-ID's contractor is assigned the authority to develop special handling, preservation, storage, cleaning,
packaging, and shipping practices which support program activities, and is required to establish and
execute implementing procedures which control the cleaning, handling, storage, packaging, shipping, and
preservation of materials, components, and systems per design and specification requirements which
preclude damage, loss, or deterioration by environmental conditions. These practices shall be responsive
to the requirements of the QARD.

The topics from Section 13.0, Handling, Storage, and Shipping, that are implemented from the QARD are:

13.2.1 Controls

Provides criteria for handling, storage, cleaning, packaging, shipping, and
preservation of items.

13.2.2 Special Equipment, Tools, and Environments

Provides criteria for special equipment and protective environments for particular
items.

13.2.3 Marking and Labeling

Provides criteria for establishment of marking and labeling for packaging, shipping,
handling and storage of items.
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11.14 INSPECTION, TEST, AND OPERATING STATUS

Implementing documents are established and executed to identify the inspection, test, and operating status
of items. The Quality Assurance Program has provisions to ensure that inspection, test, and operating
status is verified before release, fabrication, installation, test, and use of items to preclude inadvertent
bypassing of inspections and tests and to prevent accidental operation. Application and removal of status
indicators, welding stamps, and other tags, markings, and labels shall be procedurally controlled.

The graded approach is not applicable for inspection, test and operating status. The status is identified
either on the item or on documents to ensure the inspections and tests have been performed, and to ensure
items are not inadvertently installed, used, or operated.

Bypassing of inspections, tests, and other critical operations shall be procedurally controlled under the
cognizance of the contractor's quality assurance organization.

DOE-ID delegates implementation authority for QARD Section 14.0, Inspection, Test and Operating
Status, to its contractor.

DOE-ID monitors its contractor's practices related to program activities for indicating inspection, test, and
operating status, and, by surveillance and assessments, periodically reviews its contractor's practices to
ensure implementation and adequacy.

DOE-ID's contractor is assigned authority for: (1) developing practices that identify the inspection and
test status of structures, systems, and components throughout their fabrication; (2) documenting bypassed
inspections, tests, and other critical processes that are under the purview of the Quality Assurance Pro-
gram; (3) identifying the organization responsible for documenting and identifying the status of honcon-
forming, inoperative, or malfunctioning structures, components, and systems which support program
activities; and (4) establishing and implementing those practices to be responsive to the requirements of
the QARD.

The topics from Section 14.0, Inspection, Test and Operating Status, that are implemented from the QARD
are:

14.2.1 Identifying Items

Provides criteria for identification of items passing or not passing required
inspections and tests.

14.2.2 Indicating Status

Provides criteria for indicating status of required inspections and tests and authority
of application and removal of status indicators.
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11.15 NONCONFORMANCES

Nonconformance requirements shall establish control of items (material, components, and systems) that
do not conform to requirements in order to prevent their inadvertent installation or use through written
documents. The identification, documentation, tracking, segregation, review, disposition, and notification
to affected organizations of nonconforming material, components, systems, services, or activities shall be
procedurally controlled to prevent inadvertent test, installation, or use.

A corrective action system is established and executed which promotes a "no fault™ attitude toward identi-
fication of conditions that are adverse to quality. Nonconforming items must be reviewed and accepted,
rejected, repaired, or re-worked per implementing documents.

Documentation shall:
a. ldentify the nonconforming item

b. Describe the nonconformance, the disposition of the nonconformance, and the inspection re-
quirements

c. Includes signature approval for the disposition.

Provisions shall be established identifying those individuals or groups delegated the responsibility and
authority for the disposition and the close out of nonconformances.

The graded approach is not applicable for the identification and control of nonconforming items. All
items that do not conform to the quality requirements shall be controlled to prevent their inadvertent
installation or use. Nonconforming items shall be segregated from acceptable items and identified as
discrepant until properly dispositioned and closed out.

Dispositions to nonconformances shall identify materials, components, and systems to be used-as-is,
rejected, or re-worked. Dispositioned nonconformance reports shall be made part of the quality records.

Acceptability of re-work or repair of materials, parts, components, systems, and structures shall be veri-
fied by re-inspecting and re-testing the item as originally inspected and tested or by a method which is at
least equal to the original inspection and testing method. Inspection, testing, re-work, and repair proce-
dures shall be documented.

Nonconformance documentation is analyzed to identify adverse trends in the performance of the Quality
Assurance Program. Results of these analyses are reported to DOE-ID's, and its contractor's, senior man-
agement.

DOE-ID also retains authority to identify and require that DOE-ID and contractor identified nonconfor-
mances be entered into its contractor's nonconformance control system.

DOE-ID monitors its contractor's nonconformance control practices related to program activity, and, by
surveillance and assessments, periodically reviews its contractor's nonconformance practices to ensure
implementation and adequacy.
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DOE-ID delegates implementation authority to its contractor for developing procedurally controlled
practices that identify, document, track, segregate, review, disposition, and notify affected organizations
of nonconforming materials, components, and systems, and is required to establish and implement those
practices for the control of nonconforming materials, components, and systems in support of program
activities. These practices shall be responsive to the requirements of the QARD.

The topics from Section 15.0, Nonconformances, that are implemented from the QARD are:

1521 Documenting and Evaluating Nonconforming Items

Provides criteria for nonconformance identification and describing nonconforming
characteristics of an item. Corrective action criteria used for evaluation use the
requirements of QARD Section 16.0, Corrective Action.

15.2.2 Identifying Nonconforming Items

Provides criteria for identification of nonconforming items through marking,
tagging or other means.

15.2.3 Segregating Nonconforming Items
Provides criteria for segregation of nonconforming items to prevent inadvertent use.
1524 Disposition of Nonconforming Items

Provides criteria of the use of "use-as-is", "reject", "repair”, or "rework" dispositions
for nonconforming items.

15.25 Quality Trending

Requires that nonconforming documentation shall be periodically analyzed to
identify quality trends per QARD Section 16.0, Corrective Action.
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11.16 CORRECTIVE ACTION

The corrective action system elements consist of prompt identification, documentation, classification,
cause analysis, correction of condition, elimination of root cause factors for significant conditions, and
follow-up activities. All conditions adverse to quality shall be promptly identified and corrected.

Procedures have been established and implemented for the identification and correction of conditions
adverse to quality including the causes of significant conditions adverse to quality identified through
internal DOE-ID surveillance and assessments or external surveillance and assessments performed on the
program. Procedural instructions and policy guidance provide criteria for determining the existence of
significant conditions adverse to quality. The ISFSI QA Manager provides follow-up to verify timely and
proper implementation of corrective action.

Corrective action is required for conditions adverse to quality such as failures, nonconformances, mal-
functions, deficiencies, deviations, and defective material, components or systems. Significant conditions
adverse to quality identified by DOE-ID overview or assessments of the contractor's activities requires
corrective action by the DOE-ID contractor and DOE-ID's review and approval prior to the corrective
action's implementation. Corrective action to preclude recurrence of a nonconforming condition is com-
mensurate with the item's importance.

Corrective action documentation is provided to appropriate DOE-ID and its contractor's management, and
requires appropriate quality assurance organizational concurrence with proposed actions.

DOE-ID monitors its contractor's corrective action systems related to program activities, and, by surveil-
lance and assessments, periodically reviews its contractor's systems to ensure implementation and ade-

quacy.

DOE-ID's contractor is required to establish and implement a corrective action system which supports
program activities and is responsive to the requirements of the Quality Assurance Program. Quality
information is promptly analyzed and examined for adverse quality trends. Trend analysis identifies
adverse quality trends.

Quality trends and results of remedial actions are reported to the ISFSI QA Manager who is responsible
for corrective action tracking and providing appropriate DOE-ID upper management appraisal.

DOE-ID's contractor collects key information from program assessments, surveillance, and assessments
reports. Analysis is performed to ensure prompt identification of adverse quality trends. Evaluations are
performed to determine systemic root cause(s) and determine if a course of action for correction is re-
quired.

The topics from Section 16.0, Corrective Action, that are implemented from the QARD are:

16.2.1 Identifying Conditions Adverse To Quality

Provides criteria for identification of conditions adverse to quality.
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16.2.2 Classification of Conditions Adverse To Quality
Provides classification criteria for conditions adverse to quality
16.2.3 Conditions Adverse To Quality

Provides criteria for documenting and reporting to appropriate levels of
management conditions adverse to quality.

16.2.4 Significant Conditions Adverse To Quality

Provides criteria for determining, evaluating, investigating, and concurring of
proposed remedial actions for significant conditions adverse to quality.

16.2.5 Follow-up and Closure Action

Requires Quality Assurance verify implementation of corrective actions and closed
related corrective action documentation when complete.

16.2.6 Quality Trending

Provides criteria for determining adverse quality trends and the manner in which
trend evaluation shall be conducted.
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11.17 QUALITY ASSURANCE RECORDS

Quality Assurance records requirements ensure that Quality Assurance records are specified, prepared,
maintained and retrievable. As identified in the implementing documents Quality Assurance records are
classified as lifetime of the facility license or as nonpermanent. The graded approach for Quality Assur-
ance Records is as specified in design documents, procurement documents, test procedures, and opera-
tional procedures. To aid in minimizing the retention of unnecessary records, the records program shall
list records to be retained by "type of data" rather than by record title.

Implementing documents control records that document: design, design review and peer review reports,
engineering, procurement, manufacturing, construction, inspections, tests, installation, pre-operation,
start-up, operations, maintenance, modification, decommissioning, audits, manufacturer's records, proof,
receipt, training and qualification records of personnel, procedures and equipment, operating logs, results
of reviews, assessments, material analyses, monitoring of work performance, calibration procedures and
reports, nonconformance reports and corrective action reports.

Implementing documents are established and executed to ensure that sufficient records of structures,
components, systems and activities are generated and maintained to reflect completed work. These im-
plementing documents provide for the administration, receipt, retrieval, and disposition of Quality Assur-
ance records. All Quality Assurance records are retained in storage, and are identified and retrievable.
DOE-ID delegates to its contractor the maintenance and control of the records storage facilities per the
requirements of the QARD for the life of the ISFSI.

Established implementing documents assign responsibility for storage, filing system, transmittal verifica-
tion, record access, retrieval and removal, filing supplemental information and for the disposition of
superseded records.

DOE-ID monitors its contractor's records' practices related to program activities, and by surveillance and
assessments, periodically reviews its contractor's practices to ensure implementation and adequacy.

Quality Assurance records generated by DOE-ID will be maintained in accordance with the QA program.

DOE-ID's contractor is assigned authority for performing work activities, and is required to establish and
implement a practice of specifying, preparing, and maintaining records in a manner that is responsive to
the requirements of the QARD.

The topics from Section 17.0, Quality Assurance Records, that are implemented from the QARD are:

17.2.1 Classifying Quality Assurance Records
Provides criteria for classification of quality assurance records
17.2.2 Creating Valid Quality Assurance Records

Provides criteria for identification, creation, handling, and validating of quality
assurance records.
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17.2.3 Receiving and Indexing Quality Assurance Records

17.2.4

17.2.5

17.2.6

17.2.7

17.2.8

17.2.11

17.2.12

Provides criteria for establishment of a receipt control system for quality assurance
records.

Correcting Information in Quality Assurance Records

Provides criteria for correction and approval of information changes to quality
assurance records

Storing and Preserving Quality Assurance Records

Provides criteria for storing and preserving methods for quality assurance records in
predetermined storage facilities

Retrieval of Quality Assurance Records

Provides for planned retrieval time of quality assurance records and provides criteria
for controlling access to storage facilities

Retention of Quality Assurance Records

Establishes criteria for retention and preservation of quality assurance records.
Provides criteria for disposal of nonpermanent quality assurance records

Turnover of Quality Assurance Records
Section "A" only

Provides criteria for temporarily stored quality assurance records subject to records
turnover requirements

Temporary Storage Facility

Provides criteria for temporary storage of quality assurance records during
processing, review, or use until turnover to DOE-RW for disposition.

Replacement of Quality Assurance Records

Provides criteria for replacement, restoration, or substitution of lost or damaged
quality assurance records
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11.18 AUDITS

Quality Assurance audits are to be performed by the contractor in accordance with their DOE-ID ap-
proved Quality Assurance Program. DOE-ID retains responsibility for the development and implementa-
tion of an audit plan which will evaluate the performance of the contractor as well as the adequacy of
DOE-ID’s oversight of the contractor.

DOE-ID Quality Assurance audits and surveillances conducted under the direction of the ISFSI QA
Manager will be planned, performed, and reported by trained and qualified personnel in accordance with
implementing procedures. All audits of the contractor related to NRC regulated activities will be lead by
and Audit Team Leader who is not an employee of the contractor or parent organizations. Subjects for
Quiality Assurance audits and surveillances shall include, but not be limited to:

e Compliance, implementation, and effectiveness of the DOE-ID and contractor’s Quality Assurance
programs,

e Compliance with the 10 CFR Part 21 reporting requirements,
e Personnel training, and
e The managerial and administrative controls used to ensure safe operation of the ISF Facility ISFSI.

Regularly scheduled audits are supplemented by special audits when conditions which warrant special
audits exist or when requested by DOE-ID management.

DOE-ID's contractor has established and executed implementing documents to confirm that activities
affecting quality comply with the Quality Assurance Program and that they have been effectively exe-
cuted and responsive to the requirements of the Quality Assurance Program.

DOE-ID monitors its contractor's records practices related to audits, and by surveillance and assessments,
periodically reviews its contractor's practices to ensure implementation and adequacy.

The topics from Section 18.0, Audits, that are implemented from the QARD are:
18.2.1 Scheduling Internal Audits
Provides criteria for scheduling internal quality audits.
18.2.2 Scheduling External Audits
Provides criteria for scheduling external quality assurance audits.
18.2.3 Audit Schedule

Provides criteria for development of an audit schedule.
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18.2.4 Audit Planning

Provides criteria for development of an audit plan and scope of the audit.

18.2.5 Audit Team Independence
Provides criteria for audit team independence, authority, and organizational
freedom.

18.2.6 Audit Team Selection

Provides criteria for identification of audit team, team leader and technical
specialists.

18.2.7 Performing Audits

Provides performance criteria for the audit team leader to ensure that the audit team
is prepared to perform the audit.

18.2.8 Reporting Audit Results
Provides criteria for preparation, contents, and signing of the audit report.
18.2.9 Responding To Audits

Provides criteria for management to respond to the audit report.

18.2.10 Evaluating Audit Responses
Provides for audit responses to be evaluated per QARD Section 16, Corrective
Action.

18.2.11 Follow-up Action

Provides criteria for follow-up actions to be taken by the auditing organization to
verify that corrective actions were accomplished per QARD Section 16, Corrective
Action.

18.2.12 Technical Specialist Qualifications

Provides criteria for the indoctrination and training of technical specialist personnel
to QARD Section 2, Quality Assurance Program.

18.2.13 Auditor Qualifications

Provides criteria for appropriate training and orientation of auditors for developing
their competency in performing audits.
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18.2.14 Lead Auditor Qualifications

Provides criteria for lead auditor skills at organizing and directing personnel.
18.2.15 Lead Auditor Education and Experience

Provides criteria for certification of education and experience of lead auditors.
18.2.15.1 Lead Auditor Communication Skills

Requires that lead auditors have effective communications skills.
18.2.16 Lead Auditor Training

Provides criteria for training lead auditors to attain proficiency.
18.2.17 Lead Auditor Audit Participation

Requires lead auditors to participate in five (5) Quality Assurance audits with at
least one (1) being nuclear-related within one-year prior to certification as a lead
auditor.

18.2.18 Lead Auditor Examination

Provides criteria for examination that evaluates lead auditor comprehension and
ability to apply audit knowledge.

18.2.19 Certification of Lead Auditor Qualifications

Provides criteria for certification of qualified lead auditors by the auditing
organization.

18.2.20 Maintaining Lead Auditor Proficiency

Provides criteria for lead auditors to maintain proficiency, management evaluation
of proficiency, and qualification requirements.
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11.19 SUPPLEMENTS AND APPENDICES
11.19.1 Software (QARD, Supplement 1)

This QARD Supplement establishes requirements for the development, modification, control, and use of
software.

DOE-ID delegates implementation authority for QARD Supplemental I, Software for configuration
management which supports program activities, such as design, to its contractor.

DOE-ID monitors its contractor's practices related to program activities for software configuration, and, by
surveillance and assessments, periodically reviews its contractor's practices to assure implementation and
adequacy.

DOE-ID's contractor is assigned authority implementation of QARD Supplement |, Software for
construction, fabrication, assembly and/or operation functions which support program activities, and is
required to establish and implement software configuration management practices for individual items
throughout the program and operational status of structures, components or systems. These practices shall be
responsive to the requirements of the Quality Assurance Program.

The topics from Supplement I, Software, that are implemented from the QARD are:
1.2.1 General Software Requirements
Provides requirements that apply generally to software.
1.2.2 Software Planning
Provides requirements for and contents of software plans.
1.2.3 Software Life Cycle Requirements
Provides software life cycle criteria for developed or modified software..
1.2.4 Software Configuration Management

Provides criteria for software configuration management to include configuration
identification, configuration control, and status accounting.

.25 Defect Reporting and Resolution

Provides criteria for software defect reporting and resolution which shall be
integrated into the software configuration management system..

1.2.6 Software Procurement

Stipulated the flowdown of software requirements to other organizations developing
and supplying software under contract.
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1.2.7 Software Previously Developed Not Using This Supplement
Provides criteria for use of software in which the history of the software is not
known.
1.2.8 Control of the Use of Software

Provides criteria for controlling, documenting, and using released software.
11.19.2 Sample Control (QARD, Supplement II)

Sample control practices as described in the QARD are not applicable to the ISF Facility ISFSI. Scientific
samples taken, handled, or recorded for any purpose in order for the ISF Facility ISFSI to perform its
function are covered by other procedures.

11.19.3 Scientific Investigation (QARD, Supplement IlI)

Scientific investigation practices are not applicable to the ISF Facility ISFSI. The facilities only function is
SNF packaging and passive interim storage.

11.194 Field Surveying (QARD, Supplement IV)

Field surveying practices are not applicable to the ISF Facility ISFSI. The facility construction location is
pre-established and identified in existing documents. The ISF Facility ISFSI does not need the surveying
controls as outlined for a mined geological repository in the QARD.

11.19.5 Control of the Electronic Management of Data (QARD, Supplement V)

This supplement applies to the controls on the electronic management of data used as the controlled source
for information used in design analysis or process control.

DOE-ID delegates implementation authority for control of the electronic management of data activities which
support program activities to its contractor.

DOE-ID monitors its contractor's practices related to program activities for control of the electronic
management of data, and, by surveillance and assessments, periodically reviews its contractor's practices to
assure implementation and adequacy.

DOE-ID's contractor is assigned implementation authority for QARD Supplemental V, Control of the
Electronic Management of Data, for design, construction, fabrication, and assembly and/or operation
functions which support program activities. The contractor is required to establish and implement prac-
tices which control electronic management of data as the controlled source of information used in design
analysis or process control. These practices are responsive to the requirements of the QARD.

The topics from Supplement V, Control of the Electronic Management of Data, that are implemented from
the QARD are:
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V.21 Control of the Electronic Management of Data

Provides criteria for data input, subsequent changes to data input, security of data, including integrity of the
data, and retrieval of data using a query language.

11.19.6 High-Level Waste Form Production (QARD, Appendix A)

High-Level Waste Form Production practices are not applicable to the ISF Facility ISFSI. The facility does
not produce High-Level Waste in any form. The ISF Facility ISFSI is a packaging and passive interim
storage facility.

11.19.7 Storage and Transportation (QARD, Appendix B)
The Licensee and the contractor design or fabricate ISF standard canisters.
11.19.8 Monitored Geological Repository (QARD, Appendix C)

Monitored Geological Repository practices are not applicable to the ISF Facility ISFSI. The ISF Facility
ISFSI is a packaging and passive interim storage facility and is not a disposal system.
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11.20 REFERENCES

11.1  DOE/RW-0333P, Revision 10, Office of Civilian Radioactive Waste Management's Quality
Assurance Requirements and Description (QARD)
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