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FENIX & SCISSON, INC.
LAS VEGAS BRANCH

NTRODUCTION
QUALITY ASSURANCE PROGRAM PLAN

STATEMENT OF POLICY AND AUTHORITY

It is the policy of Fenix & Scisson, Inc., (F&S) Las Vegas Branch to
establish and maintain a documented Quality Assurance Program. The pur-
pose of the F&S Quality Assurance Program is to provide confidence that F&S
will continually achieve satisfactory quality of performance in all areas
of its operational activities through the application of effective manage-
ment systems that assure conformance to programmatic objectives.

This Quality Assurance Program Plan (QAPP-002, Revision 3), developed at
the direction of the U. S. Department of Energy (DOE), describes the Fenix
& Scisson, Inc., (F&S) Quality Assurance Program for the DOE - Waste
Management Project Office (WMPO) Nevada Nuclear Waste Storage Investiga-
tions (NNWSI) Project. The program is based upon and satisfies the
applicable requirements of the NNWSI Quality Assurance Plan, NV0-196-17,
Rev. 5 as applicable to QA Levels I and II. This plan is a revision to the
F&S Quality Assurance Program Plan, QAPP-002, Rev. 2.

The Quality Assurance Program includes controls to verify conformance of
all elements of the program including personnel, organization, work assign-
ments, procedures, calibration requirements, documentation, nonconformance,
and corrective action. Where project management plans are required, this
Quality Assurance Program Plan shall be incorporated.

A1l F&S personnel involved in the performance of quality-related functions
shall comply with the policies and requirements of this Quality Assurance
Program Plan and implementing Quality Assurance Procedures. Each member
of F&S Management is responsible to assure that all quality-related work
performed under their cognizance is in compliance with the requirements of
this Quality Assurance Program Plan.

Quality Assurance personnel have the responsibility to recognize and reveal
problems pertaining to the quality of F&S programs, projects and activi-
ties; to initiate, recommend, or provide solutions to such problems; and to
verify implementation of corrective action.
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INTRODUCT ION
The Director of Quality Assurance is responsible for the establishment,
implementation and verification of the Quality Assurance Program to assure
compliance with the policies and requirements set forth herein. The Direc-

tor of Quality Assurance is responsible for keeping management informed as
to the status of the F&S Quality Program.

N

Diréc r of Q#ality Assurance

Approved by: 4 ; :Z ’i?—#:‘ Date: L’/‘ /' ? y
Vite President & General Manager

Approved by: Date: 2-RE-EE
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FENIX & SCISSON, INC.
LAS VEGAS BRANCH
QUALITY ASSURANCE PROGRAM PLAN

SECTION I

A DESCRIPTION OF THE
FENIX & SCISSON QUALITY ASSURANCE PROGRAM PLAN
FOR THE NNWSI PROJECT
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1.1.2
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1.1.4

1.1.5

SECTION 1.0, REV. 2

ORGANIZATION

Fenix & Scisson, Inc. (F&S) is the AE for the Exploratory Shaft
Facility (ESF) for the NNWSI Project. Responsibilities include
field surveillance and inspection of drilling, mining, and sub-
surface facilities construction. F&S is responsible for the es-
tablishment and execution of a Quality Assurance Program Plan
(QAPP). F&S may delegate to others, such as contractors, agents or
consultants, the work of establishing and executing the Quality
Assurance (QA) program or any part thereof, but will retain the
responsibility therefore. The delegation of the execution of the
QAPP requirements will be documented. The organizational struc-
ture, lines of communication, authority and duties of persons and
organizations affecting quality is clearly established in this doc-
ument. These activities affecting quality include both the per-
forming functions of attaining quality objectives and the QA
functions. While the line organization is responsible for per-
forming these activities properly, the QA organization will verify
the proper performance of work through implementation of appropri-
ate controls. The organizational structure is defined in Figure 1,
shown in Section II. The responsibilities and authority of key
personnel follow.

The Vice President and General Manager, lLas Vegas Branch has the
overall responsibility for the assigned portion of the NNWSI Pro-
Ject. In his absence, the responsibility is delegated to the
Nevada Test Site Operations Manager and Assistant Manager.

The NNWSI Project Manager/Technical Project Officer (TPQ) is

responsible to the WMPO Director to ensure that the Project
activities for which F&S is responsible, Title I, II and III, are
performed to a QAPP and implementing procedures that are consistent
to NV0-196-17. This includes the drilling and subsurface design,
cost estimation and inspection of the ESF. Responsibilities also
include field surveillance and inspection of drilling, mining, and
subsurface facilities construction.

The NNWSI Project Design Manager has the responsibility for the

development of the subsurface design of the ESF. This includes
technical studies, Title I and Title II design, excluding cost
estimation. This activity will result in a design package complete
enough for an NTS Support Contractor and subcontractor to perform
procurement and construct the underground facility.

The Nevada Test Site Operations Manager and Assistant Manager has
the overall responsibility for Nevada Test Site activities

including Technical Support, Geology/Hydrology, Drilling and Mining
Support to the NNWSI Project.

The Dril]ing Manager has the responsibility for providing field
personnel necessary to support NNWSI drilling activities.

1-1
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1.1.6

1.1.7

1.1.8

1.1.9

1.1.10

1.1.11

1.2

The Mining Manager has the responsibility for providing engineering
and field personnel necessary to support NNWSI mining and testing
activities.

The Manager of Geology/Hydrology has the responsibility to provide
Geology/Hydrology personnel as requested by the NNWSI Project
Manager and approved by DOE/WMPO to support investigations con-
ducted by the U. S. Geological Survey (USGS). F&S Geology/Hydrol-
ogy personnel perform support activities as directed by the USGS in
accordance with their approved Quality Assurance and Implementing
Procedures. Details of the F&S interface with USGS are described
in the NNWSI Geology/Hydrology Organization Interface Procedure.

The Manager of Technical Support is responsible for providing all
support to NNWSI activities for records management and surveillance
of geophysical logging and may provide a portion of the support for
estimating, subcontract administration, reports, word processing,
and other related technical services.

The Manager of Administration is responsible for providing support
to NNWSI activities for accounting and budgets, payroll, personnel
relations, recruiting, training, procurement, and data processing
systems.

The Safety Specialist is responsible for assuring all health and
safety requirements as well as environmental considerations are in-
corporated in ESF underground design and facilities.

The Director of Quality Assurance reports to the Vice President and
General Manager and has been delegated the authority and execution
responsibility for establishing, maintaining, directing and manag-
ing the F&S Quality Assurance Program and for assuring that the
Quality Assurance Program is effectively executed within F&S, be-
tween F&S and DOE/WMPO, Participating Organizations, NTS Support
Contractors, and F&S suppliers. Full-time Quality Assurance Rep-
resentatives, under the direction of the Director of QA, have re-
sponsibility for performing QA functions.

The QA functions are those of assuring that an appropriate QA Pro-
gram is established and executed effectively and of verifying, such
as by checking, auditing, surveillance and inspection, that activ-
ities that affect the quality functions have been performed

.correctly. Additionally, the Director of QA may utilize Technical

Specialists and Management Representatives to assist in auditing.
Personnel performing QA functions have sufficient authority,
access to work areas, and organizational freedom to identify
quality problems; to initiate, recommend or provide solutions
through designated channels; to verify implementation of solutions;
and to assure that further processing, delivery, installation, or
use is controlled until proper disposition of a nonconformance,
deficiency, or unsatisfactory condition has occurred. This in-
cludes the ability to stop (or cause to be stopped) unsatisfactory
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1.2.1

1.2.2

1.3

1.3.1

1.3.2

1.4

work through established channels. Such persons have direct access
to responsible management at a level where appropriate action can -
be effected and report to a management level at which this required -
authority and organizational freedom are provided, including suffi-
cient independence from cost and schedule.

The Director of Quality Assurance is responsible for directing and
managing the overall F&S QA Program and has an appropriate organi-
zational position, responsibility, and authority to exercise con-
trol over the QA program. The Director of Quality Assurance has
appropriate management and QA knowledge and experience, and is at
the same or higher organizational level as the highest 1ine manager
responsible for performing activities affecting quality and suffi-
ciently independent from cost and schedule. The Director of QA has
responsibility for approval of QAPPs, changes thereto, and in-
terpretations thereof, and implementing procedures and all changes
thereto. The Director of QA has effective communication channels
with other senior management positions. The Director of QA has the
responsibility and authority to verify the adequacy and effective-
ness of QA plans, requirements, and QA program implementation by
F&S and its subordinate organizations. This individual is not -
assigned duties that conflict with the reporting and resolution of
QA issues and problems.

Should a dispute involving quality arising from a difference of
opinion between QA personnel and others occur, this will be brought
to the attention of the Director of QA and the manager of the other
organization. Should this not achieve a resolution, the matter
shall be referred to F&S Vice President and General Manager for
resolution. If the dispute can not be resolved within F&S, the-
dispute will be elevated to the WMPO/Project Quality Manager (PQM).

This Quality Assurance Program Plan applies to all items and
activities of all organizations affecting quality. The organiza-
tion structures and responsibilities are clearly established in
this plan and implementing procedures so that the results described
below are obtained.

Quality is achieved and maintained by those who have been assigned
responsibility for performing work.

Quality achievement is verified by persons or organizations not
directly responsible for performing the work. Verification of
conformance to established requirements (acceptance) is accomplish-
ed by the QA organization unless specifically exempted in this
Quality Assurance Program Plan.

If more than one organization is involved in the execution of
activities affecting quality, then the responsibility and authority
of each organization will be established clearly and documented.
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1.4.1

The external interfaces between organizations and the internal
interfaces between organizational units and changes thereto are
documented. A1l interface responsibilities will be defined and
documented. The interfaces between F&S, and the other NTS Support
Contractors, WMPO, and the Participating Organizations are briefly
described below. Specific interfaces are described in Administra-
tive Procedures and Implementing Procedures.

Holmes & Narver (H&N) - F&S has a design interface with H&N on
the ESF. F&S may use H&N for material testing and nondestruc-
tive testing services.

Reynolds Electrical and Engineering Company (REECo) - F&S is
responsible for inspection and surveillance of drilling, min-
ing, and construction performed by REECo and its subcontrac-
tors. F&S may purchase equipment through REECo and utilizes
their calibration facility for the calibration of measuring and
test equipment.

Lawrence Livermore National lLaborator LLNL) - F&S receives
direction through WMPO to support LLNL in site investigations.

Los Alamos National Laboratory (LANL) - F&S receives direction
through WMPO to support LANL in site investigations.

Sandia_National Laboratorie SN - F&S receives direction
through WMPO to support SNL in site investigations.

Science Applications International Corporation (SAIC) - SAIC
provides technical and management support services to WMPO.
F&S interfaces with SAIC are through WMPO as described in Sec-
tion 1.4.1.8.

United States Geologic Survey (USGS) - F&S receives direction
through WMPO to support USGS in site investigations. Addition-

ally, F&S provides USGS with Geology/Hydrology personnel as
described in Section 1.1.7.

Waste Management Project Office (WMPO) - WMPO manages and pro-
vides technical direction of the activities of F&S through the
issuance of technical and programmatic guidance and QA program-
matic gquidance. F&S is responsible to WMPO for technical
activities assigned in the NNWSI Project Work Breakdown
S¥ructure Dictionary (WBS), and project-specific technical
plans.

From an overall NNWSI standpoint, the above interfaces are
exchanges of technical requirements of work to be performed and
liaison until completion of work. The NNWSI Project Administra-
tive Procedures (APs) provide the implementing interface controls
utilized by F&S while its implementing procedures describe the
methods of conducting inter-organizational interfaces.

1-4
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2.0 QUALITY ASSURANCE PROGRAM

2.1 Extent of the Quality Assurance Progqram

F&S has developed a Quality Assurance Program Plan (synonymous with .
the U. S. Nuclear Regulatory Commission (NRC) definition of QA
Administrative Procedures) which provides the description of the
F&S QA program and commits to the applicable NNWSI Project QA
requirements given in NV0-196-17. This Quality Assurance Program
Plan (QAPP) includes consideration of the activities affecting
quality and generated by the Quality Assurance Division with
assistance from the technical staff. The QAPP provides instruction
to implement and apply the QA requirements to the technical
activities of the NNWSI Project. It is planned, implemented, and
maintained in accordance with NV0-196-17 and is consistent with and
addresses all of the applicable requirements of this NNWSI QA Plan.

The hierarchy of criteria applicable to F&S are in Figure 2, see
Section II. Where deviations between these documents exist, the
requirements of NV0-196-17 shall prevail.

2.1.1 The QA criteria and specific requirements associated with these
criteria have been adapted to the NNWSI project activities through
NV0-196-17 and are addressed in QAPP-002. When a specific criteria -
is not applicable to F&S activities, it will be noted in the QAPP
and recorded on the checklist required in Paragraph 2.1.2 below
with justification.

2.1.2 The F&S Quality Assurance Program consists of QAPP-002 plus
appropriate implementing procedures required to provide and
implement control over activities affecting quality. The control
is consistent with the activity. These procedures are developed by
qualified personnel and reviewed and approved by Quality Assurance
sxggr to implementation to.assure they meet all the requirements of

-002.

The QAPP is submitted to WMPO for review and approval prior to
implementation and includes a checklist based on NV0-196-17 which
identifies how and where each of its requirements are addressed.
Prior to implementation of QAPP-002, WMPO comments will be resolved
and WMPO approval will be obtained.

2.1.3 F&S Management will monitor QAPP-002 through internal audits to
assess the adequacy of the program and assure its effective
implementation.

2.1.4 As an NTS Support Contractor, F&S 1is not responsible for the
acceptance of primary data or primary data interpretations for the
use in licensing activities that were not generated under the con-
trols of the NNWSI Project QA Plan (QAP). When requested, F&S will
provide Participating Organizations primary data or primary data
interpretations and reports that were generated by F&S.

2-1
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2.1.6

2.1.7

2.2
2.2.1

SECTION 2.0, REV. 2

F&S does not have responsibility for the development of "Q" Lists.

F&S uses the NNWSI approach to QA that recognizes the differences
between items and activities that affect radiological health and
safety and those that do not. The approach is designed to ensure
that each item and activity is assigned a QA level that is
consistent with its potential impact or importance, or both, in
terms of radiological health and safety, waste isolation, non-
radiological health and safety, the U. S. Nuclear Regulatory
Commission (NRC) 1licensing process, the operability and
maintainability of the repository, cost, and schedules. The
Participating Organizations or WMPO will identify the appropriate
Quality Assurance levels for all items and activities that affect
quality associated with site characterization, facility and
equipment construction, and facility operations. Once assigned,
the QA level for a particular item or activity will be applied by
F&sS.

QAPP-002 -which complies with the requirements. of NV0-196-17 has
been established by F&S consistent with the schedule for
accomplishing the activities. QAPP-002 assures that procedures
required to implement the requirement of NV0-196-17 are properly
documented, controlled, and are mandated by the Vice President and
General Manager in the policy statement. QAPP-002 will be applied
throughout the 1ife of the NNWSI project in accordance with
established policies, procedures and instructions. QAPP-002
applies to all items identified as QA Level I and II affecting
quality. It also identifies the major organizations participating
in the project and designated functions of these organizations.
QAPP-002 provides control over activities that affect the quality
of the identified structures, systems, and components to an extent
consistent with their importance. Controlled conditions include
assurance that all prerequisites for a given activity have been
satisfied. The program takes into account 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, test, peer review, or a combination of these. The
program provides for indoctrination and, as necessary, training of
personnel performing activities that affect quality to assure that
suitable proficiency is achieved and maintained.

The WMPO will regularly assess the status and adequacy of the F&S
QA Program by overview, surveillance and audit activities.

Application of Graded Quality Assurance

The purpose of a graded QA program is to select the QA requirements
and measures to be applied to items and activities in the
Repository Program consistent with their importance to safety,
waste isolation and the achievement of U. S. Department of Energy
(DOE) mission objectives. This will be accomplished by deliberate
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quality planning and selective application of QA requirements on
the item or activity to be performed with varying degrees of QA
applied, depending on item function, complexity, consequence of
failure, reliability, replicability of results, and economic
considerations. F&S will accept the identification of items and
activities for graded QA as developed by the responsible Principal
Investigators and will ensure that they are covered by an
applicable QA Program.

2.2.2 The requirements specified in this section are to be used to apply
the graded quality philosophy to all NNWSI Project items and
activities.

2.2.2.1 F&S does not have the responsibility for the selection of
Quality Assurance Tlevels. F&S recognizes three Quality
Assurance levels and has established its QA Program in
accordance with the levels defined below:

QA Level I - are those radiological health and safety related
~items and activities that are important to either safety or
waste isolation and that are associated with the ability of a
geologic nuclear waste repository to function in a manner that
prevents or mitigates the consequences of a process or event
that could cause undue risk to the radiological health and
safety of the public. Items and activities important to safety
are those engineered structures, systems, components, and
related activities essential to the prevention or mitigation of
~an accident that could result in a radiation dose either to the
whole body or to any organ of 0.5 rem or greater either at or
beyond the nearest boundary of the unrestricted area at any
time until the completion of the permanent closure of the
repository. Items and activities important to waste isolation
are those barriers and related activities which must meet the
criteria that address long-term performance of the engineered
and natural barriers to inhibit the release of radionuclides
from the site to the accessible environment after permanent
closure. The criteria for items or activities important to
ig{ety and waste isolation are found in 10 CFR 60, and 40 CFR

QA Level II - are those activities and items related to the
systems, structures, and components which require a level of
quality assurance sufficient to provide for reliability,
maintainability, public and repository worker nonradiological
health and safety, repository worker radiological health and
safety and other operational factors that would have an impact
on DOE and WMPO concerns, and the environment.

QA lLevel III - are those act1v1t1es and items not classified as _
QA Levels I and II.
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SECTION 2.0, REV. 2

Application of Levels
F&S will apply QA Levels as assigned by the Participating Or-
ganization.

The requirements contained in this document apply to Quality
Assurance Levels I and II items and activities unless otherwise
noted herein. The requirements imposed for QA Level III items
and activities are those managerial, administrative,scientific,
engineering, commercial, and 1laboratory practices that are
commonly used by Fenix & Scisson, Inc. Deviations within
applicable criteria are permissible for Level II items and
activities provided that adequate justification has been
documented and approved by the WMPO.

Management Assessment

Frequency of Management Assessments Management assessments will be
conducted at least annually for determining (1) the effectiveness
of the system and management controls that are established to
achieve and assure quality, and (2) the adequacy of resources and
personnel provided to the QA Program. Management is to verify
that the QA Program is being effectively implemented and that
personnel are trained to the QA requirements of the program.

Performance of Management Assessment Management assessments are
performed by F&S in accordance with procedures for planning,
organizing, performing, and documenting the management assessment
conducted, including the analysis and reporting of the results and
tracking of recommendations. Copies of management assessments are
to be provided to the Director, WMPO and the WMPO PQM.

Personnel Selection, Indoctrination, and Training Procedures

Establishment of Requirements F&S has established requirements for
the selection, indoctrination, and training of personnel performing
or verifying activities that affect quality. The requirements
establish position descriptions that set forth minimum personnel
qualifications and provide for appropriate indoctrination or
training or both, prior to initiation of activities that affect
quality. In addition to the following requirements for indoctrina-
tion and training, personnel performing activities that specifi-
cally require certification by applicable codes and standards
(e.g., lead auditors, inspectors, testers, etc), are certified in
accordance with the detailed requirements specified elsewhere in
this document.

Position Description Minimum education and experience re-
quirements are established and documented in position descrip-
tions for each position involved in the performance of activi-
ties that affect quality.
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SECTION 2.0, REV. 2

Personnel Qualification Evaluation Personnel selected will

have education and experience commensurate with the minimum :
requirements specified in the position description. Relevant -
education and experience will be verified. This verification
will be documented. The initial capabilities of an individual
will be based upon an evaluation of their education, experi-
ence, and training and compared to those established for the
position. Evaluations will be documented by managers or super-
visors responsible for the activities to be performed.

Indoctrination Prior to assigning personnel to perform ac-
tivities affecting quality, they will be indoctrinated as to
the purpose, scope, methods of implementation, and applicabili-
ty of the following documents, as a minimum, as they relate to
the work to be accomplished. Indoctrination may be accomplish-
ed by the use of a mandatory reading list, by group classroom
pre;egtations, by video presentation, or other instructional
methods.

o F&S QAPP

o Implementing Procedures and Work Instructions (applicable
to the individual’s responsibilities)

0 Regulations
0 Project Level Documents

[raining Prior to assigning personnel to perform quality af-
fecting activities that are complex in nature (i.e., assign-
ments where it is deemed necessary to demonstrate initial
proficiency), training will be conducted to gain the required
proficiency. The training (in-depth instruction) will include
the principles, techniques, and requirements of the activity.
Such ‘in-depth instructions may be internal or external class-
room sessions, classroom sessions supplemented by hands-on
workshops, on-the-job training, other instructional methods, or
combinations thereof.

Proficiency Evaluation After the initial personnel qualifica-
tion evaluation, the job proficiency of personnel who perform
activities affecting quality will be evaluated and documented
at least annually. Proficiency evaluations may be performed in
conjunction with periodic or day-to-day employee performance
evaluations. Proficiency evaluations will be performed by man-
agers or supervisors who have responsibility for the activities
being performed or verified.

Records Records of personnel qualification evaluations, in-
doctrination, training, and proficiency evaluations will be re-
tained as lifetime QA records. These records will include, as
a minimum, the items listed below.
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SECTION 2.0, REV. 2

Personnel Qualification Evaluation Records Records of the

verification and evaluation of a candidates education,
experience, and training, compared to those for the position.

Indoctrination Records Records of indoctrination which include
the objective and content of the indoctrination, date or dates
of indoctrination, and other applicable information.

Training Records Records of training which include the objec-
tive and content of the training, name of the instructor, at-
tendees, dates of attendance and results of proficiency evalua-
tions (where applicable), and other applicable information.

Proficiency Evaluation Records Records of proficiency evalua-

tion will include, as a minimum, the name of the evaluated
employee, the evaluator, evaluation results, date of evalua-
tion, and the activities covered by the evaluation.
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3.0
3.1

3.2
3.2.1
3.2.1.1

SCIENTIFIC INVESTIGATION CONTROL AND DESIGN CONTROL

Scientific Investigation Control

F&S participation in Scientific Investigation is limited. F&S
performs a support function for the Principal Investigators (PI).
F&S prepares plans for specific investigations from criteria
supplied by the PI with the approval of WMPO/NTSO. These plans are
known as drilling programs or mining programs. These programs
contain a description of the work to be performed, and the equip-
ment required to perform the work. F&S also supplies personnel to
work under the direction of PI personnel. F&S may also provide the
services of support subcontractors when directed by the PI.

Design Control

General

Definition The design process is defined, controlled and ver-
ified in accordance with established, approved procedures con-
tained in the Project Control Manual utilized by the Tulsa
based Design Organization. The term design refers to specifi-
cations, drawings, design criteria, and component performance
requirements for the natural and engineered components of the
repository system. Design information and design activities
refer to data collection and analyses activities that are used
in supporting design development and verification. This in-
cludes general plans and detailed implementing procedures for
data collection and analyses and related information such as
test results and analysis. Data analysis includes the initial
step of data reduction as well as broad level systems analyses
(such as performance assessments) which integrate many other
data and analyses of individual parameters.

It is the policy of the NNWSI Project that a completed or final
design of a facility or item evolves from a sequential order of
design activities (or phases) wherein each phase becomes more
detailed in nature than the preceding phase. It is recognized
that the number and length of design phases required to produce
a completed or final design of any particular item or facility
may vary, among organizations responsible for design, according
to the timeliness and availability of pertinent information and
the complexity of the item or facility. It is also recognized
that all Project design activities, although undertaken by
different organizations, which may progress at different rates,
are dependent on and require an interface with each other to
produce a unified facility design.

A QA staff is based in Tulsa and regularly performs
surveillances of the design effort to assure adherence to
procedures. The QA staff also participates in design verifica-
tion.
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SECTION 3.0, REV. 2

Quality Assurance lLevel Assignment A1l design phases will be
assigned a Quality Assurance Level prior to execution in ac-
cordance with the methods specified in the NNWSI Administrative
Procedure Manual.

Qualification of Personnel Personnel performing design work
will be indoctrinated, trained, and qualified in accordance
with the requirements of Section 2 of this document. Instruc-
tions, procedures and drawings for design work will be in
accordance with the requirements of Section 5 of this document.

Peer Review For design activities including design output doc-
uments which involve use of untried or state-of-the-art test-
ing and analysis procedures and methods, or where detailed
technical criteria and requirements do not exist or are being
developed, a peer review will be conducted. The peer review
will meet the requirements of Paragraph 3.4 of this section of
the Quality Assurance Program Plan.

Design Input

Identification, Review and Approval of Input Applicable design
input, such as criteria letters, design bases, performance and
regulatory requirements, codes, standards, manufacturer’s de-
sign data, and quality standards, will be identified, document-
ed, and their selection reviewed and approved by F&S Design and
the F&S QA organization. The purpose of the QA review is to
assure that the documents are prepared, reviewed, and approved
in accordance with documented procedures and quality assurance
requirements.

Changes to Design Input Changes to approved design input, in-
cluding the reason for the changes, will be identified, doc-
umented, approved, and controlled by the responsible design
organization.

Considerations for Design Input Considerations for design in-
puts as they apply to specific items or systems are contained
in Appendix B of this document.

Design Analysis

Design Analysis Documents Design analyses will be performed in
a planned, controlled, and documented manner. Design analysis
will be performed and documented in sufficient detail as to
purpose, method, assumptions, design input, design calcula-
tions, references and units such that a technically qualified
person may review, understand, and verify the analysis without
recourse to the originator. These documents will be legible
and in a form suitable for reproduction, filing, and retrieval.
Calculations will be identifiable by subject {including struc-
ture, system, or component) originator, reviewer, and date.
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Documentation of Desian Analysis

Documentation of design analysis will include as a minimum the .
following:
o Definition of the objective of the analysis.

o Definition of design input and their sources.
o A listing of applicable references.
0 Results of literature searches or other background data.

o Identification of assumptions and indication of those which
require verification as the design proceeds.

o A logical sequenced 1ist showing the design calculations.

o Identification of any computer calculation, including
computer type, program name, revision, input, output,
evidence of program verification, and the bases of
application to the specific problem.

o Signatures and dates of review and approval by appropriate -
personnel including QA Personnel. The purpose of the QA
review is to assure that the documentation is prepared,
reviewed and approved in accordance with documented
procedures and quality assurance requirements.

Use of Computer Programs Computer programs that are used for

analysis will be verified and controlled as specified in the
NNWSI Project Administrative Procedures Manual. See Paragraph
3.3. of this Section.

Design Verification

Jdentification and Documentation Design control measures will
be applied to verify the adequacy of design and verification

will be performed in a timely manner. The responsible design
organization will identify and document the verification method
used, the results of the verification, and the verifier.

Timing of Verification Verification of the adequacy of design
will be performed prior to release for procurement, construc-
tion, or release to another organization for use in other de-
sign activities. In those cases where this timing can not be
met, the portion or portions of design which have not been ver-
ified will be identified and controlled. In all cases, the
verification will be completed prior to relying on the compo-
nent, system, or structure to perform its function.
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Extent of Verification The extent of the design verification
required is a function of the importance to safety of the item
under consideration, the complexity of the design, the degree
of standardization, the state of the art, and the similarity
with previously proven designs. Where the design has been
subjected to a verification process in accordance with Para-
graph 3.2.4 of this Section, the verification process need
not be duplicated for identical designs. However, the applica-
bility of standardized or previously proven designs, with re-
spect to meeting pertinent design inputs, will be verified for
each application. Known problems affecting the standardized or
previously proven designs and their effects on other features
will be considered. The original design and associated verifi-
cation measures will be adequately documented and referenced in
the files of subsequent application of the design.

Changes to Verified Designs Changes to previously verified de-
signs will require verification including evaluation of the ef-
fects of those changes on the overall design.

Personnel Performing Verification Design verification will be
performed in accordance with the requirements of Paragraph
3.2.4.6 of this Section by any competent, certified individual
or individuals or certified group or groups other than those
who performed the original design. This includes the follow-
ing:

Individuals or groups from the originator’s same organization.

Individuals or groups from other organizations contracted for
this purpose.

The originator’s supervisor providing all of the following
requirements are met:

o The supervisor is the only individual in the organization
competent to perform verification.

o The supervisor did not establish the design input used,
specify a singular design approach, or rule out certain
design considerations.

o The rationale for satisfying the two requirements above is
documented and approved by management superior to the
supervisor. The Director of QA or his designee will also
concur with this rationale.

Methods of Design Verification Design verification will be
accomplished by any one or a combination of the following:
design reviews, alternate calculations, or qualification test-
ing.
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Design Reviews Design reviews are detailed critical reviews
to provide assurance that the design is correct-and satisfac- -
tory. At a minimum, the items below will be considered during -
the review and the results of such deliberations will be doc-
umented.

o Were the design inputs correctly selected?

o Are assumptions necessary to perform the design activity
adequately described and reasonable? Where necessary, are
the assumptions identified for subsequent reverifications
when the detailed design activities are completed?

o Was an appropriate design method used?

o Were the design inputs correctly incorporated into the de-
sign?

o Is the design output reasonable compared to design inputs?

o Are the necessary design input and verification require-
ments for interfacing organizations specified in the de-
sign documents or in supporting procedures or instructions?

o Are computer programs used for analysis identified and
verified in accordance with the methods specified in the
NNWSI Project Administrative Procedures Manual.

Alternate Calculations Alternate calculations are a form of
analysis which may be used to determine the adequacy of the
original analyses. The use of alternate calculations will in-
clude a review of the appropriateness of assumptions, inputs
and computer programs or other calculation method used.

Qualification Tests Qualification tests that involve actual
physical testing of systems, structures, or components may be
used to verify the adequacy of design. Where design adequacy
is to be verified by qualification tests, the tests will be
identified. The test configuration will be clearly defined and
documented. Testing will demonstrate adequacy of performance
under conditions that simulate the most adverse design condi-
tions. Operating modes and environmental conditions in which
the item must perform satisfactorily will be considered in de-
termining the most adverse conditions. Where the test is in-
tended to verify only specific design features, the other fea-
tures of the design will be verified by other means. Test
results will be documented and evaluated by the responsible
design organization to assure that test requirements have been
met. If qualification testing indicates that modifications to
the item are necessary to obtain acceptable performance, the
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modification will be documented and the item modified and re-
tested or otherwise verified to assure -satisfactory perform-
ance. When tests are being performed on models or mockups,
scaling laws will be established and verified. The results of
model test work will be subject to error analysis, where appli-
cable, prior to use in the final design work.

Design Change Control

Changes to Approved Designs Changes to approved designs, in-
cluding field changes, will be justified and subjected to de-

sign control measures commensurate with those applied to the
original design and approved by the same affected groups or
organizations which reviewed and approved the original design
documents; except where an organization which originally was
responsible for approving a particular design document is no
longer responsible, then the WMPO will designate a new respon-
sible organization. The designated organization will have de-
monstrated competence in the specific design area of interest
and have an adequate understanding of the requirements and in-
tent of the original design. Errors and deficiencies in ap-
proved design and design information documents will be doc-
umented, and action taken to assure that all errors and
deficiencies are corrected. Where a significant design change
is necessary because of an incorrect design, the design process
and verification procedure will be reviewed and modified as
necessary.

Design_ Interface Control

Identification and Responsibility Internal and external design
interfaces will be identified and controlled and design efforts
will be coordinated among and within responsible design organi-
zations. Interface controls will include the assignment of re-
sponsibility and the establishment of procedures among and
within responsible design organizations for the review, approv-
al, release, distribution, and revision of documents involving
design interfaces.

Information Transmitted Across Interfaces Design information
transmitted across interfaces will be documented and con-
trolled. Where it is necessary to initially transmit design
information orally or by other informal means, the transmittal
will be confirmed promptly by a controlled document. Where
design information is transmitted across external interfaces,
proper verification will be documented.

Design Qutput Requirements

Design Output Documents Design output documents will:

Relate to the design input by documentation in sufficient de-
tail to permit design verification.
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Software Configuration Management F&S will institute a software
configuration management program appropriate to the projects they
conduct and will provide documentation of this program to the
Records Management System (RMS). The minimum requirements for this
configuration management program will be: (1) the inclusion of a
unique identification, including software version numbers whenever
feasible, in the output; (2) listings of the software; and (3) a
brief chronology of the software versions, including descriptions
of the changes made between versions.

Peer Reviews

The WMPO retains the authority and responsibility to initiate peer
reviews. F&S is not responsible for establishing a peer review
program. If requested by WMPO, F&S will provide personnel to
participate in peer reviews performed in accordance with WMPO
procedures. :
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4.0
4.1.1

4.2

4.2.1
4.2.1.1

4.2.1.2

4.2.1.3

4.2.1.3.

PROCUREMENT DOCUMENT CONTROL
Measures to Assure Adequate Quality

Measures will be established to assure that applicable regulatory
requirements, design or site investigations bases, and other re-
quirements that are necessary to assure adequate quality are suit-
ably included or referenced in the documents for procurement of
material, equipment and services utilized on the Nevada Nuclear
Waste Storage Investigations (NNWSI) Project. To the extent
necessary, procurement documents will require subcontractors to
provide a Quality Assurance (QA) Program that is consistent with
the pertinent provisions of NV0-196-17 as required for the spec-
ified Quality Assurance Level. In lieu of requiring subcontrac-
tors to have a Quality Assurance Program, they may be required to
work in accordance with the F&S QAPP and Procedures. The extent of
F&S responsibility for procurements which involve REECo will be de-
fined in NNWSI Administrative Procedures.

Additional Requirements for QA Level I Activities

Procurement documents issued at all tiers of procurement will in-
clude provisions for the items listed below as deemed necessary by
F&S:

Content of Procurement Qgcumen;g

Scope of Work

A statement of the scope of work to be performed by the suppli-
er will be in the procurement documents.

Technical Requirements

Technical requirements will be specified in the procurement
documents. Where necessary, these requirements will be speci-
fied by reference to specific drawings, specifications, codes,
standards, regulations, procedures, or instructions, including
revisions thereto that describe the items of services to be
furnished. The procurement documents will provide for identi-
fication of test, inspection, and acceptance requirements of
?he purchaser for monitoring and evaluating the supplier’s per-
ormance.

0A Requirements

1 Procurement documents will require that the supplier have a
documented QA Program that implements either portions or all of
the requirements of NV0-196-17. Quality Assurance Program
Plans and Documents of subcontractors for QA Level I purchases
will be reviewed and approved by F&S. Those which do not
adequately define QA requirements, as Jjudged by the QA
representative of F&S, will be corrected prior to initiation of
activities specified by the purchase order or contract.
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The extent of the program required will depend on the type and

-use of the item or service being procured. The procurement

documents will require the supplier to incorporate appropriate
QA Program requirements in subtier procurement documents. In
lieu of requiring subcontractors to have a Quality Assurance
Program, they may be required to work in accordance with the
F&S QAPP and Procedures.

In developing QA requirements for test and other equipment,
consideration should be given to whether proper performance of
that equipment can be determined during or after its use (i.e.,
whether failure or malfunction of the equipment can be
detected).

Rights of Access

At each tier of procurement, the procurement documents will
provide for access to the suppliers’ facilities and records for
inspection or audit by the purchaser, appropriate WMPO person-
nel, or other WMPO authorized representatives. WMPO access to
subtier contractor facilities will be arranged by F&sS.

Documentation Requirements

The procurement documents at all tiers will identify the
documentation required to be submitted to the purchaser. The
time of submittal will also be established. If F&S requires
the supplier to maintain specific QA records, then the
retention times and disposition requirements will be specified
in accordance with Section 17 of this document.

Nonconformance

The procurement documents will prescribe the F&S requirements
for reporting and approving disposition of nonconformances.

Spare and Replacement Parts

The procurement documents will require the identification of
appropriate spare and replacement parts or assemblies and the
appropriate delineation of the technical and quality-related
data that are required for ordering these parts or assemblies.
The technical and quality requirements will be equal to or
better than the original. If QA or technical requirements of
the original item cannot be determined, then an engineering
evaluation will be conducted by qualified individuals to
establish the requirements. The evaluation will consider the
interchangeability, function and safety of the item. The
evaluation will be documented.
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Procurement Document Review

A review of the procurement documents and changes thereto will be
made to assure that documents transmitted to the prospective
supplier or suppliers include appropriate provisions to assure that
items or services will meet the specified requirements. The review
will be performed prior to contract award. Procurement document
reviews will be performed by personnel who have access to pertinent
information and who have adequate understanding of the requirements
and intent of the procurement documents. The review will include,
as a minimum, the cognizant technical organization and QA organiza-
tion. The review by the QA organization will assure that the
following requirements are met:

0 QA Requirements are correctly stated, inspectable and con-
trollable.

o There are adequate acceptance and rejection criteria.

o Procurement documents have been prepared, reviewed, and
approved in accordance with this document.

Procurement Document Changes

Procurement document changes will be subject to the same degree of
control as utilized in the preparation of the original documents.
Changes that are made as a result of the bid evaluation or pre-
contract negotiations will be incorporated into the procurement
documents. The review of such changes and their effects will be
completed and documented prior to contract award. Review of
changes will include the following considerations:

o Appropriate content will be included in procurement documents
as required by Paragraph 4.2.1 of this section.

0 Additional or modified design or site investigation criteria
will be determined.

o0 Analysis of exceptions or changes requested or specified by the
supplier and determination of the effects such changes may have
on the intent of the procurement documents or quality of the
item or service to be furnished.

Distribution of Procurement Documents

F&S will forward to the WMPO QA (QASC-Audits and Surveillance
Branch Manager) a copy of purchase documents, and changes thereto,
as issued, when purchases involve Quality Assurance Level I items
or services. Only those purchase documents which identify the
vendor, describe the scope of work, and detail when work is to
start are required to be submitted to WMPO QA.
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5.0
5.1

5.2

5.3

INSTRUCTIONS, PROCEDURES, PLANS AND DRAWINGS

General

Activities affecting quality will be prescribed by and performed in
accordance with documented instructions, procedures, plans or draw-
ings. These documents will include or reference appropriate quan-
titative or qualitative acceptance criteria for determining that
prescribed activities have been satisfactorily accomplished. Each
implementing procedure will include a section which identifies the
QA records which are generated during implementation of the proce-
dure. These documents will be controlled as required in Section
6.0 of this document.

Reviews

F&S will perform an independent technical and QA review of all
instructions, procedures, plans and drawings.

Distribution
F&S will maintain and provide the WMPO PQM and the Quality
Assurance Support Contractor (QASC) with controlled distribution of

all implementing procedures, plans and instructions used for QA
Level I and II Activities.
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DOCUMENT CONTROL

Document Preparation, Review, Approval, and Issuance
Methods

The preparation, review, approval, and issuance of documents such
as instructions, procedures, plans and drawings, including changes
thereto, will be controlled through the implementation of methods
that assure that only correct documents are used.

Document Control will be applied to the following:
0 Documents that assure technical adequacy.
o Documents containing or specifying quality requirements.
o Documents that prescribe activities affecting quality.
The document control system will be documented and F&S QA will

provide the appropriate review, resolution of comments, and con-
currence with respect to quality-related aspects of the documents.

Implementation

Implementation of document control will provide for the follow-
ing:

o Identification of documents to be controlled.

o Identification of assignment of responsibility for pre-
paring, reviewing, approving, and issuing documents.

0 Review of documents for adequacy, completeness and correct-
ness prior to approval and issuance.

o A method for the removal or marking of obsolete or super-
seded documents to prevent inadvertent use.

o A method for assuring that the correct and applicable
gocumegts are available at the location where they are to
e used.

0 A master list or equivalent to identify the correct and
updated revisions of documents.

0 Coordination of interface documents.
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6.2
6.2.1

6.2.2

6.3
6.3.1

Document Changes

Minor Changes

Minor changes to documents, such as inconsequential editorial cor-
rections, will not require that the revised documents receive the
same review and approval as the original documents. To avoid pos-
sible omission of a required review, the type of minor changes that
do not require such a review and approval and the persons who can
authorize such a decision will be clearly delineated.

Major Changes

Changes to documents, other than those defined above as minor
changes are considered as major changes and will be reviewed and
approved by the same organizations that performed the original re-
view and approval, unless the WMPO specifically designates other
organizations to do this. The reviewing organization will have
access to pertinent background data or information upon which to
base their approval.

Distribution of Documents

Document Control System

The document control system will assure that documents requiring
verification are not released prior to verification or, if they
must be released before verification, they are uniquely identified
and controlled. A master list or equivalent used to identify the
correct, current and updated versions of documents will be
submitted to the WMPO and the QASC.
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7.0
7.1

7.2
7.2.1

7.2.2

CONTROL OF PURCHASED ITEMS AND SERVICES

General Requirements

Measures will be established to ensure that purchased material,
equipment, and services conform to the procurement documents.
These measures will include provisions, as appropriate, for source
evaluation and selection, objective evidence of quality furnished
by the contractor or subcontractor, inspection at the contractor or
subcontractor source, audit, and examination of products upon
delivery. Where required by code, regulation, or contract
requirement, documentary evidence that material and equipment
conform to the procurement requirements will be available at the
location where the material or equipment is to be used prior to
installation or use of such material and equipment. This
documentary evidence will be retained under the control of WMPO QA
Records Management System (QARMS) and will be sufficient to
identify the specific requirements, such as codes, standards, or
specifications, that are to be met by the purchased material and
equipment.

The extent of F&S responsibility for procurements which involve
REECo will be defined in NNWSI Administrative Procedures.

Specific requirements for the control of purchased items and
services are listed below.

Procurement Planning

Procurement activities will be planned and documented to ensure a
systematic approach to the procurement process. Procurement
planning will result in the documented identification of procure-
ment methods and organizational responsibilities. Appropriate
Quality Assurance (QA) organization participation will be provided
for evaluation and selection of suppliers, verification of
suppliers activities and receiving inspections.

Planning will determine the following:
0 What is to be accomplished.

o Who is to accomplish it.

o How it is to be accomplished.

0o When it is to be accomplished.

Procurement Timing

To ensure interface compatibility and a uniform approach to the
procurement process, planning will be accomplished as early as
practicable and no later than at the start of those procurement
activities that are required to be controlled.
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Procurement Methods

Planning will result in the documented identification of the
methods to be used in procurement activities, the sequence of
actions and milestones that indicate the completion of these
activities, and the preparation of applicable procedures prior to
the initiation of each individual activity listed as follows.
Planning will provide for the integration of the following:

Procurement document preparation, review, and change control.

Selection of procurement sources.

Bid evaluation and award.

Purchaser control of supplier performance.

Verification (surveillance, inspection, or audit) activities by
purchaser, including notification for hold-and-witness points.

Control of nonconformances.

Corrective action.

Acceptance of item or service.

QA records.
Source Evaluation and Selection
Selection of Suppliers
The selection of suppliers will be based on evaluation of their
capability to provide items or services in accordance with the
requirements of the procurement documents before the award of
contract.
Source Evaluation and Selection Measures
Procurement source evaluation and selection measures will be imple-
mented by the purchaser and will provide for identification of the
purchaser’s organizational responsibilities for determining
supplier capability.

Measures for Evaluation and Selection of Procurement Sources

Measures for evaluation and selection of procurement sources, and
the results thereof, will be documented and will include one or
more of the following items:
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7.4
7.4.1

7.4.2

7.5
7.5.1

o Evaluation of the supplier’s history of providing an identical
or similar product that performs satisfactorily in actual use. -
The supplier’s history shall reflect current capability.

o Supplier’s current quality records supported by documented
qualitative and quantitative information that can be
objectively evaluated.

o Supplier’s technical and quality assurance capability as
determined by a direct evaluation of his facilities and
personnel and the implementation of his QA program.

Bid Evaluation
Extent of Conformance

Bid evaluation will determine the extent of conformance to the
procurement documents. This evaluation will be performed by
individuals or organizations designated to evaluate the following
subjects, as applicable to the type of procurement:

o Technical considerations.

0 QA requirements.

o Supplier’s personnel.

o Supplier’s production capabilities.

o Supplier’s past performance.

0 Alternates.

o Exceptions.

Resolution of Unacceptable Quality Assurance Conditions

Before the award of the contract, the purchaser will resolve or
obtain commitments to resolve unacceptable quality assurance
conditions resulting from the bid evaluation.

Supplier Performance Evaluation
Interface Measures

The purchaser of items and services will establish measures to
interface with the supplier. The measures will include the -
following:

o Documentation of the understanding between purchaser and
supplier of the provisions and specifications of the
procurement documents;
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Requiring the supplier to identify planning techniques and
processes to be utilized in fulfilling procurement document
requirements.

Reviewing supplier documents that are generated or processed
during activities fulfilling procurement document requirements.

Identifying and processing necessary change information.
Measures to control changes in procurement documents will be
established, implemented and documented in accordance with the
requirements of this QA Plan.

Establishing methods of document information exchange between
purchaser and supplier.

7.5.2 Verification Measures

7.5.2.1

7.5.2.2

Extent of Verification

The purchaser of items will establish measures to verify
supplier’s performance, as deemed necessary by F&S. The
measures will establish the extent of source surveillance and
inspection activities.

When F&S utilizes another participating organization or NTS
Support Contractor for NNWSI activities for which they are
responsible, F&S will request the WMPO’s assistance in coordi-
nating the surveillance of the organization performing the
work. The surveillance will be conducted to determine that the
item or activity is being produced or performed in accordance
with the user organizations’ requirements.

The extent of verification activities, including planning, will
be a function of the relative importance, complexity, and
quantity of the item or services procured and the supplier’s
quality performance. Verification activities will be accom-
plished by qualified personnel assigned to check, inspect,
audit, or witness the supplier’s activities. These verifica-
tion activities will be conducted as early as practicable.
However, the purchaser’s verification activities will not
relieve the supplier of his respons1b111t1es for verification
of quality achievement.

Record of Verification Activities

Activities performed to verify conformance to requirements of
procurement documents will be recorded. Source surveillances
and inspections, audits, receiving inspections, nonconfor-
mances, dispositions, waivers, and corrective actions will be
documented. These completed documents will be considered QA
records and will be controlled in accordance with Section 17.0
of the Quality Assurance Program Plan (QAPP). The purchaser
will ensure that this documentation is evaluated to determine
the supplier’s QA program effectiveness.
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Control of Documents Generated by Suppliers

Documents that are generated by suppliers will be controlled,
handled, and approved in accordance with documented procedures.
Means will be implemented to ensure that the submittal of these
documents 1is accomplished in accordance with the procurement
document requirements. These measures will provide for the
acquisition, processing, and recorded evaluation of technical,
inspection, and test data against acceptance criteria.

Acceptance of Item or Service
Methods for Acceptance

Methods will be established for the acceptance of an item or
service being furnished by the supplier. Prior to offering the
item or service for acceptance, the supplier will verify that the
item or service being furnished complies with the procurement
requirements.

Purchaser methods used to accept an item or related service from a
supplier will be either a supplier Certificate or Conformance, a
source verification, a receiving inspection or post-installation
test at the facility site, or a combination thereof. Requirements
applicable to these methods of acceptance are listed below:

Certificate of Conformance

When a Certificate of Conformance is used, the following minimum
criteria shall be met:

o The certificate will. identify the purchased material or
equipment, such as by the purchase order number.

o The certificate will identify the specific procurement
requirements met by the purchased material or equipment, such
as codes, standards, or other specifications. This may be
accomplished by including a 1ist of the specific requirements
or by providing, at the point of receipt, a copy of the
purchase order and the procurement specifications or drawings,
together with a suitable certificate. The procurement require-
ments identified shall include approved changes, waivers, or
deviations applicable to the subject material or equipment.

o The certificate will identify any procurement requirements that
have not been met, together with an explanation and the means
by which to resolve the nonconformance.

o The certificate will be attested to by a person who is
responsible for this QA function and whose function and
position are described in the purchaser’s or supplier’s QA
program.

7-5




QAPP-002

7.7.3

SECTION 7.0, REV. 3

0 The certificate system, including the procedures to be followed
in filling out a certificate and the administrative procedures
for the review and approval of the certificates, will be
described in the purchaser’s or supplier’s QA program.

0 Means will be provided to verify the validity of supplier
certificates and the effectiveness of the certification system,
such as during the performance of audits of the supplier or
independent inspection or test of the items. Such verification
will be conducted by the purchaser at intervals commensurate
with the supplier’s past quality performance.

Source Verification

7.7.4

7.7.5

7.8

If source verification is used, then it will be performed at inter-
vals that are consistent with the importance and complexity of the
item or service, and it will be implemented to monitor, witness, or
observe activities. Source verification will be implemented in
accordance with plans to perform inspections, examinations, or test
at predetermined points. Upon purchaser acceptance of source
verification, documented evidence of acceptance will be furnished
to the receiving destination of the item, to the purchaser, and to
the supplier.

Receiving Inspection

When receiving inspection is wused, purchased items will be
inspected as necessary to verify their conformance to specified
requirements, by taking into account source verification and audit
documentation and the demonstrated quality performance of the
supplier. Receiving inspection will be performed in accordance
with established procedures and inspection instructions to verify
by objective evidence such features as proper configuration;
identification; dimensional, physical, and other characteristics;
freedom from shipping damage; and cleanliness. Receiving inspec-
tion will be coordinated with review of supplier documentation when
procurement documents require such documentation to be furnished
prior to receiving inspection.

Post-Installation Testing

When post-installation testing is used, post-installation test
requirements and acceptance documentation will be established
mutually by both the purchaser and the supplier.

Acceptance of Services Only

In certain cases involving procurement of services only, such as
third-party inspections, engineering and consulting; and installa-
tion, repair, overhaul, or maintenance work, the purchaser will
accept the service by any or any combination of the following
methods:
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7.9

7.9.1
7.9.2

7.9.3
7.9.4
7.9.5

7.10
7.10.1

o Technical verification of data produced.
o Surveillance, audit, or both, will regard to the activity.

o Review of objective evidence for conformance to the procurement
document requirements such as certifications, stress reports,
etc.

Control of Supplier Nonconformances

The purchaser and supplier will establish and document methods for
disposition of items and services that do not meet procurement
document requirements. These methods will include the following
provisions:

Evaluation of nonconforming items.

Submittal of . nonconformance notice to purchaser by supplier as
directed by the purchaser. These submittals will include disposi-
tion (e.g., use-as-is or repair) and technical justification that
are recommended by the supplier. Nonconformances to the procure-
ment requirements or purchaser approved documents that consist of
one or more of the items listed below will be submitted to the
purchaser. Approval of the recommended disposition will be in
accordance with documented procedures.

o Technical or material requirement is violated.

o Requirement in supplier documents, which has been approved by
the purchaser, is violated.

o Nonconformance cannot be corrected by continuation of the
original manufacturing process or by rework.

o The item does not conform to the original requirement even
though the item can be restored to a condition such that the
capability of the item to function is unimpaired.

Purchaser disposition of supplier recommendation.

Verification of the implementation of the disposition.

Maintenance of records of nonconformances that are submitted by the
Supplier.

Commercial-Grade [tems

Alternatives

If a design requires commercial-grade items, then the following
requirements are an acceptable alternative to other requirements of
this section except as noted in paragraph 7.10.1.2 below and the
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SECTION 7.0, REV. 3

requirements of Section 4.0 of this QAPP. If a scientific investi-
gation requires commercial-grade items, which only require
calibration, then the item will be accepted via the calibration
program; the requirements of Paragraphs 7.10.1.2, 7.10.1.3 and
7.10.1.4 also apply. In such instances, calibration meeting the
requirements of Section 12.0 is required prior to use.

Identification of Commercial-Grade Items

Where the commercial-grade item is to be used as an integral
part of the designed facility, it will be identified in an
approved design or design output document. An alternate
commercial-grade item may be supplied if the cognizant
organization provides verification that the alternate
commercial-grade item will perform the intended function and
will meet the requirements applicable to both the replaced item
and its application.

Source Evaluation and Selection

Source evaluation and selection will be in accordance with
Paragraph 7.3, if it is determined necessary by the purchaser
based on the complexity of the item and importance to safety.
Purchase Order

Commercial-grade items will be identified in the purchase order

by the manufacturer’s published product description (e.g., the
catalog number).

7.10.1.4 Receipt of Commercial-Grade Item

After receipt of a commercial-grade item, the purchaser will
determine that the following conditions have been met:

o Damage was not sustained during shipment.
0 The item received was the item ordered.
o Inspection, testing, or both, is accomplished by the
. purchaser, in accordance with written procedures, to ensure
conformance with the manufacturer’s published requirements.

o Documentation, as applicable to the item, was received and
is acceptable.
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8.0 IDENTIFICATION AND CONTROL OF ITEMS, SAMPLES AND DATA

This section provides the requirements for the identification and
control of items, samples and data and consists of three separate .
parts. The requirements for items are stated in part A of NVO-
196-17, Section VIII; in part B for samples; and part C for data °
resulting from scientific investigations. Part A applies to
activities related to the engineered items and does not apply to
scientific investigations. Parts B and C apply to scientific
investigation activities and do not apply to engineered items.

Exception

This section is not the responsibility of F&S as the AE for the
design of the ESF. When and if F&S is assigned this responsibili-
ty, the QA requirements will be in accordance with NV0-196-17.
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SECTION 9.0, REV. 2

CONTROL OF PROCESSES
General Requirements

The requirements of this section apply to engineered items and
scientific investigations for process control. The requirements
for special processes apply to engineered items only. Measures
will be established to ensure that processes that affect quality of
items or services are controlled either by instruction, procedures,
or other appropriate means. Special processes that control or
verify quality, such as those used in welding, heat treating and
nondestructive testing will be accomplished by qualified personnel
using qualified procedures in accordance with applicable codes,
standards, specifications, criteria and other special requirements.

Exception

This section is not the responsibility of F&S as the AE for the
design of the ESF. When and if F&S is assigned this responsibility
the QA requirements will be in accordance with NV0-196-17.

9-1



QAPP-002

10.0
10.1

10.2
10.2.1

10.2.2

10.3

SECTION 10.0, REV. 2

INSPECTION
General Requirements

Measures will be established by Fenix & Scisson to provide Drilling
and Mining Inspection required to verify conformance of an item or
activity to specified requirements. These measures will provide
for: (1) inspections to be performed in accordance with written
procedures by qualified personnel who did not perform the work
being evaluated; (2) criteria for determining when inspections are
required or how and when inspections are to be performed; (3) sam-
pling methodology, if used; (4) the identification of mandatory
hold points; and (5) identification of inspections requiring spe-
cial expertise. The results of all inspection activities will be
documented by the inspecting organization. The requirements of
this section apply to engineered items and do not apply to scien-
tific investigation activities.

Personnel

Reporting Independence of Personnel

Inspection will be performed by personnel who are part of the
NNWSI Project and do not report directly to the immediate supervi-
sor(s) who is/are responsible for performing the activity being in-
spected. The work will not be performed by F&S; it will be per-
formed by REECo or their subcontractor(s). Qualified individuals
from outside of the QA organization will be utilized because spe-
cial Mining and Drilling expertise is necessary; however the in-
dependence of the inspection function will be maintained. The QA
organization has verified this independence and need for special
expertise.

Qualification

Each person who verifies conformance of work activities for pur-
poses of acceptance will be qualified to perform the assigned
inspections or tests. The qualification of personnel performing
inspection activities will be certified in writing. Personnel
selected to perform inspection activities will have the experience
or training commensurate with the scope, complexity, or special
nature of the activities. Personnel will also be indoctrinated as
to the technical objectives and requirements of the applicable
codes and standards and the QA elements that are to be employed.
Specific requirements for qualification of inspection personnel are
included in Appendix C.

Inspection Hold Points

Mandatory inspection or witness hold-points will be established as
necessary. When such hold or witness points are established, work
may not proceed without the specific consent of the responsible
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10.4

10.4.1

10.5

10.5.1

10.5.2

10.6

representative. These hold or witness points will be indicated in
appropriate documents controlling the activity. Consent to waive
any specified hold or witness point will be documented before work
can be continued beyond the designated hold or witness point.

Inspection Planning

Planning for inspection activities will be accomplished and doc-
umented. The documentation will identify characteristics, methods
and acceptance criteria, and will provide for recording objective
evidence of inspection results, identification and qualification of
personnel, and accuracy of the equipment necessary to perform the
inspections.

Sampling

When sampling is used to verify acceptability of a group of items,
the sampling procedures shall be based on recognized standard
practices.

In-process Inspection

Inspection of items in-process or under construction will be
performed for work activities where necessary to verify quality.
If inspection of processed items is impossible or disadvantageous,
indirect control by monitoring of processing methods, equipment,
and personnel will be provided.

Combined Inspection and Monitoring

Where a combination of inspection and process monitoring methods is
used, it will be performed in a systematic manner to ensure that
the specified requirements for control of the process and quality
of the item are being achieved throughout the duration of the proc-
ess. Both inspection and process monitoring will be provided when
other techniques cannot provide adequate control.

Controls

Where required, controls will be established and documented for the
coordination and sequencing of activities at established inspection
points during successive stages of the conducted process or con-
struction.

Final Inspection

Final inspection will include a records review of the results and
resolution of nonconformances identified by prior inspections. The
final inspection will be planned to reach a conclusion regarding
conformance of the item to specified requirements.
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10.6.2

10.6.3

10.7

10.8

10.9

10.10

SECTION 10.0, REV. 2

Inspection Requirements
Completed items will be inspected for completeness, markings, cali- -
bration, adjustments, protection from damage, or other characteris-
tics as required to verify the item’s quality and conformance to

specified requirements. If not previously examined, then quality
records will be examined for adequacy and completeness.

Acceptance

The item’s acceptance will be documented and approved by identified
authorized personnel.

Modifications, Repairs, or Replacements

Modifications, repairs, or replacements of items performed sub-
sequent to final inspection will require reinspection or retests,
as appropriate, to verify acceptability.

In-service Inspection

F&S is not responsible for in-service inspection.

Qualification Requirements

Appendix C of this document defines the requirements for the quali-
fication for the inspection personnel who perform inspection to
verify conformance to specified requirements for the purpose of
acceptance.

Records

The following are requirements for inspection records which will be
retained in accordance with Section 17 of this QAPP.

Inspection Records

As a minimum, inspection records will identify the following:

o Item or activity.

0 The date of the inspection.

o Name of individual performing the inspection.

o Name or names of personnel contacted during the inspection.
o A description of the type of observation.

o0 Inspection criteria.
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10.10.1

SECTION 10.0, REV. 2

Equipment used during the inspection.

Evidence as to the acceptability of the results.

Acceptance Statement.

References to information on action taken in connection with

conditions adverse to quality, nonconformances and/or actions
taken to resolve any discrepancies.

Personnel Qualification Records

Records of personnel qualification will be established and
maintained by the employer. The actual examinations used to
qualify personnel will also be retained as part of the record
files.
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11.0
11.1

11.2

SECTION 11.0, REV. 2

TEST CONTROL
General Discussion

Tests required to verify conformance of an item to specified re-
quirements and to demonstrate that items will perform satisfac-
torily in service will be planned and executed. Characteristics to
be tested and test methods to be employed will be specified. The
test procedures will be implemented by trained and appropriately
qualified personnel.

Test Requirements

Test requirements and acceptance or rejection criteria, including
required levels of precision and accuracy, will be provided or
approved by the organization responsible for the design of the
items to be tested, unless otherwise designated. Required tests,
including, as appropriate, prototype qualification tests, pro-
duction tests, proof tests prior to installation, construction
tests, pre-operational tests, and operational tests will be con-
trolled. Test requirements and acceptance or rejection criteria
will be based upon specified requirements contained in applicable
design or other pertinent technical documents.

Exception
This section is not the responsibility of F&S as the AE for the

design of the ESF. When and if F&S is assigned this responsibil-
ity, the QA requirements will be in accordance with NV0-196-17.
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12.1.1

12.1.2

12.1.3

12.2

12.2.1

SECTION 12.0, REV. 2

CONTROL OF MEASURING AND TEST EQUIPMENT

General

Maintaining Accuracy of Equipment

Measures will be established to ensure that tools, gages, instru-
ments, and other measuring and test equipment used in activities
that affect quality are properly controlled, calibrated, and ad-
justed at specified periods to maintain accuracy within necessary
Timits.

Scope of Control Program

The scope of control of F&S Measuring and Test Equipment includes
those items necessary to conduct Mining and Drilling Inspections.
The methodology for accomplishing this follows:  Standard F&S
Measuring and Test Equipment will be calibrated by REECo. Quality
Assurance will ensure that equipment is provided to REECo for
calibration. If F&S utilizes an outside calibration 1lab, the
applicable requirements of this document will be imposed. This
will include all measuring and test equipment or systems used to
calibrate, measure, gage, test or inspect either to control or
acquire data to verify conformance to a specified requirement, or
to establish characteristics or values not previously known.

Description of Responsibilities

The responsibilities of F&S and REECo will be described in an NNWSI
Project Administrative Procedure for the establishment, implemen-
tation and assurance that the calibration program is effective.

Purpose of Equipment

Measuring and test equipment are devices or systems used to cali-
brate, measure, gage, test, or inspect either to control or to
acquire data to verify conformance to a specified requirement, or
to establish characteristics or values not previously known.

Specific Requirements for control of measuring and test equipment
are listed below:

Selection

Selection of measuring and test equipment will be controlled to as-
sure that such equipment is of proper type, range, and accuracy and
tolerance to accomplish the function of determining conformance to
specified requirements. The type, range and accuracy and tolerance
of a measuring device will be specified in test and inspection
documents. Each device will have a unique identification number.
This number will be recorded on the data sheet, log, etc., along
with the measurement taken, to ensure traceability of the measure-
ment to the device that was used to take the measurement.
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12.2.2

12.2.3

12.2.4

12.2.5

12.2.6

SECTION 12.0, REV. 2

Calibration

Measuring and test equipment will be calibrated against certified
equipment having known valid relationships to the National Bureau
of Standards or other nationally recognized standards and will be
calibrated, adjusted, and maintained at prescribed intervals. If
no nationally recognized standards exist, the basis for calibra-
tion will be documented.

Control

The method and interval of calibration for each item will be
defined, based on the type of equipment, stability, characteris-
tics, required accuracy, intended use, and other conditions that
affect measurement control. Measuring and test equipment must be
labeled, tagged, or otherwise documented in a fashion which indi-
cates the due date of the next calibration and to provide trace-
ability to calibration data. If measuring and test equipment is
found to be out of calibration, an evaluation will be made and doc-
umented of the validity of previous results obtained and of the
acceptability of items previously inspected, tested or data gath-
ered since last calibration. Devices that are out of calibration
will be tagged or segregated and will not be used until they have
been recalibrated. If any measuring or test equipment is found to
be out of calibration consistently, then it shall be repaired or
replaced. A calibration will be performed when the accuracy of
equipment is suspect.

Commercial Devices
Calibration and control measures are not required for rulers, tape

measure, levels, and other devices, if normal commercial equipment
provides adequate accuracy.

Handling and Storage

Measuring and test equipment will be handled properly and stored to
maintain accuracy.

Records

Records will be maintained and equipment will be marked suitably to
indicate calibration status.
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13.0 HANDLING, STORAGE AND SHIPPING

13.1 General Requirements

Measures will be established to control the packaging, handling, .
storage, shipping, cleaning, and preservation of material and
equipment to prevent damage, loss or deterioration. Handling,
storage and shipping of items will be conducted in accordance with
established work and inspection or instructions, drawings, specifi-
cations, shipment instructions, or other pertinent documents or
procedures specified for use in conducting the activity. Specific
requirements are listed below.

Exception

This section is not the responsibility of F&S as the AE for the de-
sign of the ESF. When and if F&S is assigned this responsibility,
the QA requirements will be in accordance with NV0-196-17.
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14.0
14.1

14.2

14.3

INSPECTION, TEST AND OPERATING STATUS
Indication of Status

The requirements of this section apply to engineered items and do
not apply to scientific investigations. The status of inspection
and test activities will be identified either on the items or in
documents traceable to the items where it is necessary to assure
that required inspections and tests are performed and to assure
that items which have not passed the required inspections and tests
are not inadvertently installed, used, or operated. F&S is not
responsible for indicating the operating status of systems and
components at the facility.

Methods of Indicating Status

Status will be maintained through indicators, such as physical
location and tags, markings, travelers, stamps, inspection records,
or the other suitable means. Procedures describing status indica-
tors and their use will contain actual examples of each type indi-
cator.

Application and Removal of Status Indicators

The authority for application and removal of status indicating
tags, markings, labels, and stamps will be specified in procedures
governing inspection. F&S 1is not responsible for the test and
operating status. If this responsibility is assigned to F&S, the
requirements of NV0-196-17 will be met.
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15.1.1
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15.1.3

SECTION 15.0, REV. 2

CONTROL OF NONCONFORMING ITEMS

General Requirements

Measures will be established to control items that do not conform
to requirements to prevent their inadvertent installation or use.
These measures will include documented procedures for identifica-
tion, documentation, evaluation, segregation (when practical), dis-
position, and notification to affected organizations. A1l person-
nel involved in Nevada Nuclear Waste Storage Investigations (NNWSI)
Project activities are responsible for reporting nonconformances in
accordance with their established nonconformance control proce-
dures. The nonconformance control procedures of F&S will include
provisions for processing WMPO initiated nonconformance reports.
These procedures will be consistent with the minimum requirements
listed below.

Identification of nonconforming items will be made by marking,
tagging or other methods that will not adversely affect the end use
of the item. The identification will be legible, easily recogniz-
able, and will contain a nonconformance report number. The noncon-
formance report number will be a sequential number preceded by an
organizational acronym (e.g., F&S-N-0001). If tags are used, they
will be securely attached to avoid loss during handling.

If identification of each nonconforming item is not practical, the
container, package or segregated storage area, as appropriate, will
be identified.

Work on the nonconforming item will be stopped until completion of
the action specified in the Nonconformance Report (NCR) disposi-
tion. If only a specific portion of the item is in nonconform-
ance, then that specific area will be identified and work may
proceed on the remaining areas. If work on a nonconforming item
must be continued (conditional release) prior to implementation of
the disposition, the Waste Management Project Office (WMPO) will
approve such continuance. Requests for conditional releases on
nonconforming items will include documented justification that the
following conditions are met:

o The nonconforming item can be removed or corrected at a later
date without damage to, or contamination of the associated
permanent facility equipment or structures.

o The nonconforming item remains accessible for inspection.

o The nonconforming item is evaluated and limitations(s) for use
of the equipment or system is established.

o Traceability and identification of the nonconforming item are
maintained.
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15.1.4

15.1.4.
15.1.4.
15.1.4.

15.1.4.

15.1.5

15.1.5.

15.1.5.

15.1.6

15.1.6.

)]

15.1.6.

15.1.6

2

Loaqing
F&S will maintain a nonconformance control 1log to track
nonconforming items. This log will contain the following in-
formation:

The nonconformance report number.

A brief description of the nonconforming condition.

Identification of the person or organization responsible for
determining and carrying out the nonconformance disposition.

4 The status of each nonconformance report (open or closed).

Seqregation

When practical, nonconforming items will be segregated by plac-
ing them in a clearly identified and designated hold area until
they are dispositioned properly.

When segregation is impractical or impossible because of phys-
jcal conditions, such as size, weight, or access limitations,
other precautions will be employed to preclude inadvertent use
of a nonconforming item.

Disposition

Nonconforming characteristics will be reviewed and recommended
dispositions of nonconforming items will be proposed and ap-
proved in accordance with documented procedures. Further pro-
cessing, delivery, installation, or use of a nonconforming item
will be controlled pending an evaluation and an approved dispo-
sition by authorized personnel. Distribution of nonconformance
documentation will be to all affected organizations.

2 The responsibility and authority for the evaluation and dispo-

sition of nonconforming items will be defined and documented.
Those personnel assigned signature approval of the disposition
will be identified. Quality Assurance (QA) responsibilities
relating to nonconformances will be described.

.3 Personnel performing evaluations to determine a disposition

will have demonstrated competence in the specific area that
they are evaluating, have an adequate understanding of the
requirements and have access to pertinent background informa-
tion.
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The person or organization assigned the responsibility of

dispositioning the NCR will ensure the following:

o Nonconformance documentation adequately identifies and de-
scribes the nonconformance.

o Appropriate justification for the disposition has been doc-
umented. In the case of use-as-is or repair dispositions,
technical justification is required. The as-built records,
if such records are required, will reflect the accepted de-
viation.

o The disposition has referenced any approved design doc-
uments, procedures, plans, work orders, etc., that are to
be used for the correction of the nonconforming condition.

o The technical details for correction of the nonconforming
condition are adequate for the recommended disposition.

o If continuance has been requested, justification for the
activity to continue has been documented and approved by
the WMPO.

o The disposition complies with existing design documents,
test plans or procedures, reports, and regulatory require-
ments.

o If a change to reflect the as-built condition is appropri-
ate, then the disposition addresses action to change the
existing design documents, test plans or procedures, re-
ports, etc. Any documents changed shall also be cross ref-
erenced on the NCR.

o Disposition has identified and documented the correction as
repair, rework, use-as-is, or reject/scrap.

o Disposition has identified the people or organization re-
sponsible to implement the disposition.

o The cause of the nonconforming condition has been describ-
ed.

o Action needed to preclude recurrence has been documented,
if appropriate.

In those cases where the responsible organization proposes a
disposition of "repair", WMPO will approve the proposed dis-
position prior to implementation. In the case of proposed
disposition of "use-as-is", the NCR will be forwarded to WMPO
for approval after all actions necessary to support technical
Justification of the disposition have been completed. The
appropriate WMPO Branch Chief and the WMPO PQM will approve NCR
dispositions involving "repair" or "use-as-is" determinations
and conditional release recommendations.
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15.1.8

15.2

15.3

15.4
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SECTION 15.0, REV. 2

The action taken to correct the nonconforming item will be verified
and documented. Repaired or reworked items will be re-examined in
accordance with applicable procedures and with the original accep-
tance criteria, unless the nonconforming item disposition has es-
tablished alternate acceptance criteria.

Internal interfaces between organizational units and external in-
terfaces between NNWSI Project participants will be clearly de-
scribed.

Repetitive Nonconformances

When repetitive or recurring nonconforming conditions are identifi-
ed, an evaluation will be made as to whether or not further
programmatic corrective action is warranted to preclude repetition.
This corrective action will be beyond the scope of the action taken
for the disposition on the existing NCRs and will be processed in
accordance with corrective action procedures developed by F&S.

Unusual Occurrences

F&S will develop a procedure for reporting unusual occurrences.
This procedure will meet the requirements of U.S. Department of
Energy (DOE/NV) Order 5000.3 as supplemented or modified by the
cognizant DOE field office. Nonconformance Reports will be
evaluated by F&S to determine if further processing as an unusual
occurrence is required per DOE/NV  Order 5000.3. Reports of
unusual occurrence will be submitted to the cognizant DOE field
offices for further processing. Copies will also be provided to the
WMPO Quality Assurance Support Contractor (QASC) Manager.

Trending

Nonconformance reports will be periodically analyzed by F&S to show
quality trends and to help identify root causes of nonconformances.
Results will be reported to upper management for review and
assessment.

Distribution of Documents

Copies of nonconformance reports for items will be sent to the WMPO
and the QASC by the originating organization upon issuance and upon
closure. The original nonconformance reports will be sent to the
WMPO for approval when required by Paragraph 15.1.6.5 of this sec-
tion.
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16.1.2

16.1.3

16.1.4

16.2

SECTION 16.0, REV.2

CORRECTIVE ACTION

The corrective action system will ensure that significant condi- °
tions adverse or potentially adverse to quality are identified
promptly and corrected as soon as practical. A significant con-
dition adverse to quality is one which, if not corrected, could
have a serious effect on safety or operability. Significant
conditions include, but are not limited to breakdowns in the
Quality Assurance program and repetitive nonconformances.

The identification, cause, and corrective action for significant
conditions adverse to quality will be documented and reported to
appropriate levels of management.

Follow-up action wi11 be taken by F&S QA to verify proper implemen-
tation of this corrective action and to close out the corrective
action in a timely manner.

Corrective action reports will be periodically analyzed by F&S QA
to show quality trends. Results will be reported to upper manage-
ment for review and assessment.

Corrective action reports will be evaluated by F&S to determine if
further processing as unusual occurrences is required per Section
15.0 of this document.

Copies of corrective action reports will be sent to the Waste Man-

agement Project Office Quality Assurance Support Contractor (QASC)
by F&S upon issuance and closure.
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17.1.1

17.1.2

17.1.2.1

SECTION 17.0, REV. 2

QUALITY ASSURANCE RECORDS

Records that furnish documentary evidence of quality will be speci-
fied, prepared, and maintained in accordance with NNWSI Project
Administrative Procedures. This will include the requirements that
all documents be legible, identifiable, and retrievable.

A document is not considered to be a Quality Assurance Record until
it satisfies the definition of a Quality Assurance Record as de-
fined below.

The term records, used throughout this section is to be interpreted
as Quality Assurance Records. Quality Assurance Records include
individual documents that have been executed, completed, and
approved and that furnish evidence of the quality and completeness
of data (including raw data), and activities affecting quality;
documents prepared and maintained to demonstrate implementation of
quality assurance programs (e.g., audit, surveillance, and inspec-
tion reports); procurement documents; other documents, such as
plans, correspondence, documentation of telecons, specifications,
technical data, books, maps, papers, photographs, and data sheets;
magnetic media; and other materials that provide data and document
quality regardless of the physical form or characteristic. A
completed record is a document that will either receive no more
entries or whose revision would normally consist of the reissue of
the document; and is signed and dated by the organization and, as
applicable, by personnel authorized to approve the document. Rec-
ords will be distributed, handled and controlled in accordance with
written procedures.

A Record System will be established by F&S, at the earliest practi-
cable time consistent with the schedule for accomplishing work
activities.

The Record System will be defined, implemented, and enforced in
accordance with written procedures, instructions, or other
documentation prepared in accordance with Section 5.0 of this
document. The records management activities to be performed by
F&S when processing QA records are detailed in the NNWSI Pro-
ject Administrative Procedures Manual.

17.1.2.2 Sufficient records will be specified, prepared and maintained

to furnish documented evidence of activities that affect
quality. The records will include at least the following:
operating logs, the results of reviews, inspections, tests,
audits, monitoring of work performance, and materials analyses.
Also, the records will include closely related data such as
qualifications of personnel, procedures and equipment. A list
of typical QA records is contained in Appendix E.
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17.1.2.3

17.1.3

17.1.4

17.2
17.2.1

17.2.1.1

17.2.1.2

17.3
17.3.1

17.3.2

17.4
17.4.1

SECTION 17.0, REV. 2

Requirements and responsibilities for record transmittal,
distribution, retention, maintenance, and disposition of QA
records will be established and documented.

The procedure that defines the implementation of the record system
for F&S will identify measures to be implemented for the preserva-
tion and safekeeping of the records before storage and for the pre-
vention of delays between record completion and storage at the Pro-
ject Record Center.

For purposes of record retention, all NNWSI Project records are
classified as lifetime records and are to be retained for the life
of the project.

Generation of Records

The applicable design specifications, procurement documents, imple-
menting procedures, operational procedures, or other documents will
specify the records to be generated, supplied, or maintained by or
for F&S.

Documents that are designated to become records will be legi-
ble, accurate, complete, reproducible, microfilmable and appro-
priate to the work accomplished.

Documents that are designated to become records will be com-
pleted in accordance with the methods specified in the NNWSI
Project Administrative Procedures Manual.

Validation of Records

Documents will be considered valid records only if stamped, ini-
tialed, or signed and dated by authorized personnel or otherwise
authenticated in accordance with approved procedures. These rec-
ords may be originals or reproduced copies. ‘Authentication may
take the form of a statement by the responsible individual or
organization. Handwritten signatures are not required if the
document is clearly identified as a statement by the reporting
individual or organization.

F&S will maintain a list which contains the signature and initials
of the personnel authorized to authenticate records.

Receipt of Records

F&S will designate a person or organization to be responsible for
receiving the records. The designee will be responsible for or-
ganizing and implementing a system of receipt control of records
for permanent and temporary storage in accordance with approved
procedures. The .receipt control system will be structured to
permit a current and accurate assessment of the status of records
during the receiving process. As a minimum, the receipt control
system will include the following:
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17.4.2

17.5
17.5.1

17.5.2

17.6

17.6.1

17.6.2

o A method for designating the required records.
o A method for identifying the records received.
o Procedures for receipt and inspection of incoming records.

The individual or organization responsible for receiving records
will provide protection from damage, deterioration, or loss during
the time that the records are in their possession.

Records Identification

Records or indexing systems or both will provide sufficient inform-
ation to permit identification between the record and the items or
activities to which it applies. Records will be clearly identified
by a unique number or other designation which is directly traceable
to controlling programmatic information (e.g., project, contract
number, test number, preparing organization, author, date, title,
subject, etc.). This unique identification number or other des-
ignation will not be repeated anywhere in the Nevada Nuclear Waste
Storage Investigations (NNWSI) Project. The Waste Management Pro-
Ject Office (WMPO) or its designee will review and approve the
records identification system of all its contractors and subcon-
tractors to ensure consistency.

The records will be indexed and the indexing system or systems will
include, as a minimum, the location of the record within the
records system or systems.

Permanent Storage Facility

Records will be controlled from the time they are completed until
the time they are stored in a permanent storage facility. Tempo-
rary storage, preservation, safekeeping, and retrievability of com-
pleted records will be in accordance with the requirements appli-
cable to the permanent storage of records. The use of dual storage
facilities is an acceptable alternative to a single f:re rated, en-

_vironmentally controlled facility.

The records will be stored in a predetermined location or locations
that meet the requirements of applicable standards, codes, and
regulatory agencies.

Before the records are stored, a written storage procedure will be
prepared and responsibility assigned for enforcing the requirements
of that procedure. As a minimum, this procedure will include the
following:

0 A description of the storage facility.
o The filing system to be used.

o0 The method for verifying that the records received are legible
and are in agreement with the transmittal document.
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17.7

17.8
17.8.1

17.8.2

17.9

17.9.1

17.9.2

SECTION 17.0, REV. 2

o The method of verifying that the records are those designated
(see Paragraph 17.4.1 of this section).

o The rules governing access to and control of the file.

o The method for maintaining control of and accountability for
records removed from the storage facility.

o A method for filing supplemental information (see Paragraph
17.9 of this section) and disposing of superseded records.

Preservation

Records will be stored in a manner approved by F&S or other
organizations responsible for storage. In order to preclude
deterioration of the records, the following requirements will

apply.

0 Provisions will be made in the storage arrangement to prevent
damage from moisture, temperature, and pressure.

0 Records will be firmly attached in binders or placed in folder
or envelopes for storage in steel file cabinets or on shelving
in containers.

0 Provisions will be made for special processed records (e.g.,
radiographs, photographs, negatives, microfilm, magnetic mate-
rial, etc. ) to prevent damage from excessive light, stacking,
electromagnetic fields, temperature, and humidity.

Safekeeping

Measures will be established to preclude the entry of unauthorized
personnel in the storage area. These measures will guard against
larceny and vandalism.

Measures will be taken to provide for replacement, restoration, for
substitution- of lost or damaged records. These measures will be
accomplished within 90 days following determination that either a
record has been lost or a record has been damaged to a degree it is
no longer complete or legible.

Corrected Information in Records

Records may be corrected in accordance with written procedures that
provide for appropriate review or approval by the originating or-
ganization.

The correction will include the date and the identification of the

person authorized to issue such correction and will not obliterate
the corrected data.
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17.

17.

17.

17.
17.

17.

17.

17.
17.

10

10.

10.

11

11.

11

11

12

12.

Storage Facility

F&S does not have the responsibility for the permanent records
storage.

The following requirements apply to temporary record storage facil-
ities:

1 Records will be stored in facilities constructed and maintained
in a manner that minimizes the risk of damage or destruction
from natural disasters, such as winds, floods, or fires; en-
vironmental conditions such as high and low temperatures and
humidity; and infestation of insects, mold, or rodents.

2 F&S will utilize the alternate single facility. The following
is an acceptable alternative to the criteria for a single fa-
cility:

o Two-hour fire rated.Class B file containers that meet the
requirements of NFPA 232-1975.

Retrieval

1 Storage systems will provide for retrieval of information in
accordance with planned retrieval times based upon the record
type. Final reports will contain a listing, by unique number
or other designation, that enables prompt retrieval of all doc-
uments used to compile or evaluate the report. This listing
will include, as a minimum, all referenced documents, peer
review, or other review documents, computer codes, data sheets,
procedures, and test plans. All documents referenced by final
reports, except readily available references such as encyclo-
pedias, dictionaries, engineers’ handbooks, etc., will be re-
trievable from the Records Management System (RMS).

.2 A list will be maintained that designates those personnel who

will have access to the files.

.3 Records maintained by F&S at their facility or other location

(on an interim or other basis) will be accessible to the WMPO
or its designated alternate.

Disposition

1 Records that are accumulated at various locations, prior to
transfer, will be made accessible to the WMPO either directly
or through the procuring organization.
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17.12.2 The Custodian will inventory the submittals, acknowledge re-
ceipt, and process these records in accordance with this doc-
ument or the procedures implementing this document.

17.13  Various regulatory agencies have requirements concerning records

that are within the scope of this document. The most stringent
requirements will be used to determine final dispositions.
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AUDITS

Fenix & Scisson, Inc., activities will be subject to internal and -

external audits to assure that procedures and activities comply
with the overall Quality Assurance program and to determine their -
effectiveness. The F&S Quality Assurance Program Plan (QAPP)
includes a system of planned, periodic audits to provide an
objective evaluation of the quality-related practices, procedures,
instructions, activities, and 1items including the review of
documents and records to ensure that the QA program is effective
and properly implemented. The audits will be performed in accord-
ance with written procedures using checklists by appropriately
trained personnel who do not have direct responsibility for per-
forming the activities being audited. Audit results will be doc-
umented, reported to, and reviewed by responsible management.
Tracking systems will be instituted for audit findings to assure
that all findings are appropriately addressed and to identify qual-
jty trends. The audited organization shall describe in a formal
report the corrective action to be taken to address findings, and
shall submit the report to the auditing organization and their own
responsible management. F&S will not conduct audits of other Par-
ticipating Organizations or NTS Contractors; however, if invited,
F&S will provide representatives to participate in WMPO audits.
F&S will conduct internal (covering the entire QAPP on an annual
basis) and external audits, if applicable, of activities under its
direct control. These audits will be scheduled, planned,
conducted, and reported as described in this document and NVO-196-
17. External and internal audit schedules, and changes thereto,
will be sent to the WMPO QA (QASC) Audit and Surveillance Branch
Manager. Audit schedules will identify the date of the audit, the
activities to be audited, and the requirements to which the
activities are to be audited.

The Director of Quality Assurance will evaluate internal and exter-
nal audit findings to determine if they document unusual occur-
rences as per Section 15.0 of this document.

Internal and External QA Audits will be scheduled in a manner that
provides coverage and coordination with ongoing QA program
activities. The audit schedule will be evaluated semi-annually and
revised as necessary to assure that coverage is maintained current.
Revisions of the audit schedule shall be documented. The evalua-
tion will include an assessment of the effectiveness of the pro-
gram based on (1) previous audit results and corrective actions;
(2) nonconformances; and (3) information from other sources such as
the Nuclear Regulatory Commission (NRC). Regularly scheduled
audits will be supplemented by additional audits of specific sub-
jects when necessary to provide adequate coverage.

Elements of F&S’s QAPP will be audited at least annually. The
scope of the audit will be established by: considering the re-
sults of any previous audits, the nature and frequency of identi-
fied deficiencies, and any significant changes in personnel, organ-
ization, or in the QA Program.
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18.4
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Elements of an external organization’s QA program will be audited
at least annually or once during the life of the activity, which-
ever is the shorter period, with the following exception: if the
activity is less than four months in duration, an audit is not re-
quired to be performed unless an audit is necessary due to the com-
plexity or importance of the activity being performed. The justi-
fication for not performing audits of suppliers whose activities
are less than four months in duration shall be documented and
approved by the Director of QA.

F&S will develop and document an audit plan for each audit. This
plan will identify the audit scope, requirements, audit personnel,
activities to be audited, organizations to be audited, organiza-
tions to be notified, applicable documents, schedule, and check-
lists. F&S will select and assign auditors who are independent of
any direct responsibility for the performance of the activities
they are to audit. If the audit is to be an internal one, then the
personnel who have direct responsibility for performing the
activities to be audited will not be involved. in the selection of
the audit team. This requirement will not be met for audits of the
Quality Assurance Department, since the lead auditors at F&S re-
port to the Director of QA. Audit personnel have sufficient au-
thority and organizational freedom to make the audit process mean-
ingful and effective. Appendix F defines the requirements for the
qualification of audit personnel.

An audit team will be identified before the beginning of each
audit. The team will consist of one or more auditors and will have
an individual qualified as a lead auditor who organizes and directs
the audit, coordinates the preparation and issuance of the audit
report, and evaluates the responses. The audit team leader will
ensure that the audit team is prepared before the audit begins.

Audits will be performed in accordance with written procedures
using checklists as early in the life of the activity as practical
and will be continued at intervals consistent with the schedule for
accomplishing the activity. Elements that have been selected for
audit will be evaluated against specified requirements including a
review of corrective actions taken on deficiencies in the area
being audited that were identified during previous audits. Objec-
tive evidence will be examined to the depth necessary to determine
if these elements are adequate for effective control and to deter-
mine whether or not they are being implemented effectively. The
audit results will be documented by audit personnel and will be
reviewed by management having responsibility for the area being
audited. Conditions that require prompt corrective action will be
reported immediately to the management of the audited organization.
Audit findings will be reviewed with the audited organization at a
closing meeting.
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18.7

18.8

18.9
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The audit report will be signed by the audit team leader and issued .
within 30 calendar days and will include the following information,
as appropriate:

o Description of the audit scope.
o Identification of the auditors.
o Identification of persons contacted during audit activities.

o Summary of audit results, including a statement of the effec-
tiveness of the QA program elements that were audited.

o Description of each reported adverse audit finding in suffi-
cient detail to enable corrective action to be taken by the
audited organization.

Management of the audited organization or activity will investigate
adverse audit findings;. schedule . corrective action, including
measures to prevent recurrence; and within thirty (30) calendar
days of receipt of the audit report, notify the appropriate organi-
zations in writing of action taken or planned. The adequacy of
audit responses shall be evaluated by the auditing organization.

Follow-up action will be taken to determine whether or not correc-
tive action has been accomplished as scheduled and will be verified
by the auditing organization. An analysis of audit results will be
performed to identify quality trends.

Copies of external and internal audit schedules (including changes
thereto), and external audit reports and close-out notifications
will be sent to the WMPO and the QASC upon generation. As a mini-
mum, audit records will include the following:

o Identification of the organizaiion or organizations, activi-
ties, or items audited and the individual or individuals con-
tacted during the audit or audits.

o Description of any deficiencies, nonconformances, and potential
quality problems identified during the audit or audits.

o Audit plans, audit reports, written replies, and the record of
completion of corrective action, and close out of the audit.

Records of personnel Qualifications for Auditors and Lead Auditors
performing audits will be established and maintained by F&S.
Recor?? for each 1lead auditor will be maintained and updated
annually.
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Surveillances

The F&S NNWSI Project Audit Program is supplemented by independent
surveillance activities. The purpose of a surveillance is to mon-
itor or observe items or activities to verify conformance to speci-
fied requirements. These surveillances will be conducted by F&S
Quality Assurance, and will be either scheduled or implemented on a
random basis.

Measures for the Surveillance of site investigations will be estab-
lished and executed in accordance with procedures prepared by F&S.
Surveillances are scheduled and conducted based on the activity’s
relative impact or importance, or both, to the NNWSI project. All
deficiencies, nonconformances, and potential quality problems iden-
tified during surveillances will be documented and monitored until
verification of effective corrective action is made.

Surveillances will be performed to written checklists or sur-
veillance plans whenever practical. The documentation will
identify characteristics, methods, and acceptance criteria, and
shall provide for recording objective evidence of results,
identification and qualification of personnel and accuracy of
the equipment necessary to perform the surveillance.

Surveillance Personnel do not report directly to the immediate
supervisors who are responsible for the work being surveyed.

As a minimum, surveillance records will identify the following:

o Item or activity.

o Date of the surveillance.

o Name of the individual; performing the surveillance.

o Identification of the organization(s), activities or items
surveyed, including the name or names of personnel con-

tacted.

o Description of any deficiencies, nonconformances and poten-
tial quality problems identified during the surveillance.

0 Surveillance criteria.
o Any equipment used during the surveillance.
0 Results.

0 Acceptance statement.
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