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QUALITY ASSURANCE POLICY STATEMENT

It is the policy of the Salt Repository Office to establish, maintain, and
implement a CQuality Assurance Program which complies with the DOE Orders and
documents, Federal Regulations, Codes and Standards, and Consensus standards
as identified within the QA Plan for the activities of the Salt Repository
Project for the disposal of high level radioactive wastes and spent fuel in a
manner that fully protects the health and safety of the public and the quality
of the environment.

The QA Program shall apply to all quality-related activities as related to
siting, site characterization, site selection, as well as design, construc-
tion, operation, and decommissioning of a mined geologic repository in salt.
Additionally, this QA Program shall apply to all individuals and organizations
which perform quality-related activities in compliance therewith. In this
regard, ft shall be emphasized that the implementation of Quality Assurance is
an interdisciplinary function involving many organizations and is not the sole
domain of a single Quality Assurance group. :

The verification of quality assurance rests with the Chief, Quality Assurance
vho reports directly to me. The Chief, Quality Assurance has the authority
and responsibility to coordinate the development and maintenance of the Qual-
ity Assurance Plan and the Quality Assurance Administrative Procedures and to
verify the overall effectiveness of the QA Program. The Chief, Quality Assur-
ance has the authority to recommend, initiate, and provide solutions to qual-
ity problems and to 9{ssue, through appropriate line management, stop work
orders to cease unsatisfactory work activities. All elements of the SRPO QA
Program are audited under the direction of the Chief - Quality Assurance, and
the audit results and corrective actions thereto are reported to management.

The policies, requirements and responsibilities as described in the QA Program
have the full endorsement and support of this Office and are mandatory for all
SRPQ Personnel.

0
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Accept (Acceptance) - The act of reviewing an activity or document and acknow-
ledging that it may be used for the purpose intended at that time. Acceptance
does not assure that future changes will not be required, and does not convey
or imply approval of or assumption of responsibility for the activity or
document. The originator remains fully responsible for all aspects of the
activity or document, for fulfilling all specifications, and for any other
obligation or 1iability otherwise arising under a specification, agreement, or
contract. :

Acceptance Criteria - Specified 1imits, requirements, or tolerances placed on
the varfation permitted in the characteristics of an ftem, process, or service
as defined in codes, standards, drawings, specifications, procurement docu-
ments, or other requirements documents. Normally, criteria are expressed in
definitive engineering terms. However, acceptance criteria may also apply to
services, reports, and the like. Criteria must be definitive for decision-
making purposes, but may not always be instrument or measurement related.

Activities Affecting Quality - Activities which 1{influence or affect the
achievement or verification of SRP quality objectives or requirements. These
activities include, but are not limited to, the collection and analysis of
data to be used for performance assessment, site selection, and site character-
jzation for 1licensing and design activities. Activities related to the
exploratory shaft, the waste package, the repository and to the safe and
reliable operation of a high-level nuclear waste repository are also consid-
ered to be activities affecting quality.

Activity Plan - A document which provides a detailed description of the
planned work, the schedule, witness or hold points for inspections, testing
requirements and criteria, data requirements, review and approval require-
ments, and personnel responsibilities. A test plan is a specialized form of
an activity plan used for test activities, An activity plan {s supplemented
by procedures, specific work instructions, or other documents which specify
requirements or criteria.

Agreement - See Contract. _
Approval - A documented act of endorsing an acceptance.
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Audit (QA) - A planned and documented activity performed in accordance with
written procedures or checklists to determine, by investigation and examina-
tion or evaluation of objective evidence, the adequacy of and compliance with
the requirements of the QA program, established procedures, instructions,
drawings, contractual requirements and other applicable documents, and the
effectiveness of implementation. (An Audit is not the same as surveillance or
inspection).

Audit Finding - A condition determined, as & result of an audit, to be in
Boncompliance with the QA Program or deficiency thereof to the CA Requirements
ocuments.,

Auditor - An individual who performs any formal portion of an audit and who
ﬁaspdemonstrated competence for auditor qualification in accordance with the
CA Progran. .

Baseline - (noun) A reference point in the sequence of development at which
the item or document is fully reviewed, approved for release, and change and
distribution controlled as specified by approved procedures or specifications.
(verb) The act of formally approving and accepting the item or document and
imposing a change control system commensurate with the item or document.

Candidate Area - A geologic and hydrologic system within which a geologic’
repository may be located.

Certify - To determine, verify, and attest to in writing ({.e., document) the
quaiif%cations of personnel, processes, procedures, data {tems, or material,
in accordance with stated requirements.

Certificate of Conformance - A document signed by an authorized and certified
Tndividual certifying the degree to which items or services meet specified
requirements.

Certification - The act of determining, verifying, and attesting in writing to
the qualifications of personnel, processes, procedures, or jtems in accordance
with specified requirements.

Characteristic - Any property or attribute of an {item, process, or service
‘that is distinct, describable, and measurable.

Commercial Grade Item - An item satisfying (a), (b), or (c) below which is:

a) Not subject to design or specification requirements that are
unique to nuclear or waste repository facilities;

b) Used in applications other than nuclear or waste repository
facilities. '

¢) To be ordered from the manufacturer/supplier on the basis of
specifications set forth in the manufacturer's published
product description (for example, a catalog).
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Conceptual Design - The formative stage in the design of a facility. It is
prepared using operating funds for the purpose of developing and quantifying
the physfcal construction requirements of the project, a budget quality cost
estimate, and a schedule of the key design or construction activities. Con-
ceptual design {is based on user requirements established and accepted by
man‘aigetzent. and establishes the site, capacity, and functional needs of the
project.

Concur ~ To find a document or activity in agreement with applicable require-
ments. :

Conditions Affecting Quality - See Activities Affecting Quality and Quality-
Pelated.

Conform - To correspond in form, manner, or character to specified standards
or requirements as previously determined.

Contract - A mutually binding legal relationship obligating the seller to
Tgrn‘fsh supplfes or services (including construction) and the buyer to pay for
them,

Contractor - The organization legally bound by a contract.

Controlled Area - A surface location, to be marked by suitable monuments,
extending horizontally no more than 10 kilometers in any direction from the
outer boundary of the underground facility, and the underlying subsurface,
which area has been committed to use as a geologic repository and from which
incompatible activities would be restricted following permanent closure.

Corrective Action - Measures taken to rectify conditions adverse to quality
and, where necessary, to prevent repetition.

CRYMP - Civilian Radioactive Waste Management Program.

Data Analysis - 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.

Definitive Design (Title II) - A continuation of the development of the pro-
Ject based on approved preliminary design (Title I). 1Includes any revisions
required on Title I effort; preparation of final working drawings, specifi-
cations, bidding documents, cost estimates and coordination with all parties
which might affect the project; development of firm construction and procure-
ment schedules and assistance in analyzing proposals or bids.

Design - The act of conceiving and planning the structure and parameter values
of a system, device, or process, including the act of conceiving and
developing design documentation and system analyses.
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Design Activities - The use and integration of design {information for the
purpose of design development and ver{ification. Design activities are docu-
mented as design inputs and results of verification. Design activities may
ifnclude data analysis, computer runs, systems analysis (such as performance
assessments), etc.

Design Bases - Information identifying specific functions to be performed by a
geologic waste repository, and the specific values or ranges of values deter-
mined as references for design. These values may be: (1) constraints derived
from the state of the art, generally accepted practices, engineering parameters
affecting construction or operation, or requirements derived from analyses
(based on calculation and/or experiments) of the effects of a postulated
accident to the repository and system analyses; (2) requirements of repository
opergbizfty; or (3) requirements of applicable and regulatory codes and
standards. .

Design Change - Any revision or alteration of the technical requirements
documents which were approved and issved as design output documents.

Design Information - Data which are generated for or used for design
activities. Design information includes test and experiment results, existing
data, and computer codes. Data may be collected through literature searches,
testing, computer runs, etc. Data acquisition includes initial data reduction
and analysis.

Design Input - Those criteria, parameters, bases, or other design requirements
upon which conceptual, preliminary and detailed final designs are based; e.g.,
site characterization study information upon which subsequent analyses or
criteria are satisfied or developed, or determination of in situ permeabili-
ties and fracture studies upon which.risk assessments are based.

Design Output - Documents, such as drawings, specifications, and systems
engineering documents, which define the technical requirements of structures,
systems, and components. '

Design Process - Technical and management processes that commence with identi-
fication of design input and that lead to and include the {ssuance of design
output documents.

Design Review - A formally documented review of design documentation conducted
at various points during the design process by individuals Jndependent of
those performing the design work, but who may be members of the organization
within which the work was done. The design review compares design documenta-
tion against applicable codes, standards and other specifications to determine
its adequacy and the extent to which the design conforms to stated require-
ments. Individuals performing 2 design review are completely knowledgeable in
the codes, standards and other requirements forming the basis for the design.
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Deviation - A departure from specified requirements. A deviation may be a
Characteristic outside of specifications or failure to follow accepted,
documented procedures. The SRPO documents and controls deviations with a
nonconformance control system; corrective action system, and stop further
processing or stop work system.

Document - (noun) Written or printed information or evidence; specifically in
UK, any written, printed, recorded, pictorial, or processed {information
describing, defining, specifying, prescribing, reporting, or certifying
activities, requirements, procedures, data, or results (See QA Record).
(vizb) The act of creating a document; to furnish documents or documentary
evidence.

Documentation -~ Collective body of documents.

DOE - U.S. Department of Energy.

End Item - The hardware, documented results, or deliverables of a contract or
program study, test development, or activity, including recorded information
and evaluations.

Final Design - ‘Approved design output documents and approved changes thereto
that forms the final basis for facility construction.

Functional Characteristic - Those attributes of a repository or its structures/
systems/components that determine its performance with respect to safety,
reliability, operability, and other design criteria established in the CRWMP
or other Federal regulatory documents.

Geologic Repository - A system which is intended to be used for, or may be
used for, the disposal of radioactive wastes in excavated geologic media. A
geologic repository includes: (1) the geologic repository operations area,
and (2) the portion of the geologic setting that provides isolation of the
radicactive waste.

GOCO - Government owned Contractor operated facility.

High-Level Radioactive Waste or HLW - (1) Irradiated nuclear reactor fuel, (2)
tiquid wastes resulting from the operation of the first cycle solvent extrac-
tion system, or equivalent, and the concentrated wastes from subsequent
extraction cycles, or equivalent, in a facility for reprocessing frradiated
reactor fuel, and (3) solids into which such 1iquid wastes have been converted.

HLW Facility - A facility subject to the licensing and related regulatory
authority of the Commission pursuant to Sections 202(3) and 202(4) of the
Energy Reorganization Act of 1974 (88 Stat 1244). These are DOE facilities
used primarily for the receipt and storage of high-level radioactive wastes
resulting from activities 1icensed under The Atomic Energy Act and Retrievable
Surface Storage Facilities and other facilities authorized for the express
purpose of 1long-term storage of high-level radioactive wastes generated by
[DOE], which are not used for, or part of, research and development activities.
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Important to Isolation - Those engineered structures, systems, and components,
and those features of the geologic and hydrologic system that are essential to
inhibiting the transport of radioactive material so that amounts and concen-
trations of this material entering the accessible environment after permanent
closure will be kept within 1imits prescribed by 10 CFR 60 and 40 CFR 191.

Important to Safety - Those engineered structures, systems, and components
essential to the preventifon or mitigation of an accident that could result in
a radiation dose to the whole body, or any organ, of 0.5 rem or greater at or
beyond the nearest boundary of the unrestricted area at any time until the
compietion of permanent closure.

Indoctrination and Training - Includes 211 of the actions necessary (e.g.,
Classroom sessions, on-the-job training, required reading assignments, etc.)
to assure that personnel assigned to manage or perform activities affecting
quality on SRP projects are familiar with and understand the purpose, scope
and implementation of the QA program manuals, procedures, administrative con-
trols, and interfaces applicable to their work assignments.

Inspection - Documented examination or measurement by a qualified, independent
party to verify that an item or activity conforms to specified requirements so
that the resultant data or information is of known quality.

Inspector - A person who performs inspection activities to verify conformance
to specific requirements.

Internal Audit - An audit of those portions of an organization's quality assur-
ance program retained under its direct control and within its organizational
structure. -

Item - An all-inclusive term commonly used in place of any of the following:
structure, system, component, material and equipment. The term "“items" may
also include technical data, documents, computer codes, or samples.

Isolation - means {nhibiting the transport of radioactive material so that
amounts and concentrations of this material entering the accessible environ-
ment will be kept within prescribed 1imits.

Lead Auditor - An individual trained, qualified, and certified to organize and
'd"lre;:t an audit, report audit findings, and evaluate responses to audit
findings.

May - Indicates permission.

Measuring and Test Equipment (M & TE) - Devices or systems used to calibrate,
measure, gage, test, or inspect in order to control or to acquire data to
verify conformance to specified requirements.

Monitor - Overview of a process or activity to ensure that the process or
activity conforms to specified requirements. ({Generally not documented and
does not take the place of a surveillance or inspection).
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Nonconformance - A deficfency in the characteristic of an item, documenta-
tion, procedure or activity that renders the quality of an item or activity
unacceptable or indeterminate. A record documenting the existence of a non-
conformance {s a nonconformance report (NCR).

NRC - U.S. Nuclear Regulatory Commission.

Objective Evidence - Any documented statement of fact, other {information,
record, or data, either quantitative or qualitative, pertaining to the quality
of an item or service, based on observations, measurements, or tests which can
be verified (e.g., record of site characteristics based on documented surveys,
measurements, or tests).

Observation . A statement of fact regarding a weakness in a QA program which
could Jead to a more serjous deficiency if not corrected, but which does not
constitute a lack of compliance (i.e., finding) with applicable quality assur-
ance requirements.

OCRWM - The Office of Civilian Radioactive Waste Management in DOE Head-
quarters.

Overview - An independent analysis and evaluation of the status and adequaqy
of plans and activities to assure that quality is achieved and verified in
accordance with mission requirements and licensing regulations.

Peer Review - A formally documented review of technical material performed by
individuals who are findependent from the organfzation that performed the work
and have technical expertise at least equal to that of the performing individ-
uals. A peer review on a report may be conducted when underlying technical
work is at the forefront of the state of the art technology or when technical
conclusions are based, at least partially, on subjective judgments or applica-
tion of existing theories on new ideas.

Performance Confirmation - means the program of tests, experiments, and
analyses which is conducted to evaluate the accuracy and adequacy of the
information used to determine with reasonable assurance that the performance
objectives for the period after permanent closure will be met.

Personnel Qualifications - The characteristics or abilities gained through
education, training, or experience as measured against established require-
ments, such as standards or tests, that qualify an individual to perform a
required function.

Preliminary Design (Title 1) - A continuation of the design effort utilizing
the conceptual design and the project design criteria as a basis for project
development. Title I design develops topographical and subsurface data and
determines the requirements and criteria which will govern the definitive
design. Tasks 1include preparation of preliminary planning and engineering
studies, preliminary drawings and outline specifications, 1lifecycle costs
analysis, preliminary cost estimates, and scheduling for project completion.
Preliminary design provides identification of long lead procurement items and
analysis of risks associated with continued project development.
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Prime Contractor - As used within the QA program, a Prime Contractor is hereby
defined as an individual or organization who supplies items and services to
the SRPO in accordance with a contract and/or interagency agreement or a task
assignment with an integrated contractor (National Laboratory) through another
DOE operations office.

Procedure - A sequence of events described in an approved document that
specifies or prescribes how an activity is to be performed, and describes the
methods to be employed, any special personnel, equipment, or material require~
ments, sequence of operations, and means of data collection, recording,
reduction, interpretation, and reporting.

Procurement Document/Specification - Broadly interpreted in this Plan to meen
all tormal, approved, technical and administrative documents associated with
requesting, specifying, contracting, and binding a procurement with a con-
tractor, or an agreement with contractors that identifies and defines the
requirements which {items or services must meet in order to be considered
acceptable by the purchaser; includes purchase requisitions, purchase orders,
statements of work, scopes of work, drawings, specifications, work orders,
instructions, contracts, and agreements. (See Contract.) This includes task
agreements with integrated contractors (i.e. national laboratories) and inter-
agency agreements with Federal agencies.

Program Plan - A written description of the activities required to achieve the
goals or objectives of a program. It describes the strategy to be followed
and major actions to be taken to achieve those objectives. The plan addresses
program-related elements including program interfaces, schedule, major mile-
stones, budget, technical control, quality assurance, and program control.

Purchaser - The organization responsible for establishment of procurement
requirements and for issuance, administration, or both, of procurement
documents. '

Q-List (Quality-List) - A compilation of items that are important to radio-
Togical safety of the public and those items which assure that the waste
jsolation objectives are met.

Qualified Procedures - An approved procedure that has been demonstrated to
meet the specified requirements for its intended purpose.

Quality - May be regarded, in the technical sense, as definable, controllable,
measurable, and verifiable properties, features, or characteristics of a study,
investigation, design, materfial process, or product Quality is frequently
defined in the physical sense as the fitness of a product or service for
intended use. Conformance to established regulations and requirements is the
definition of quality in a licensing and contractual sense.

Quality Achievement - Means the performance by 1ine organizations of quality-
related activities, such as drilling, logging, testing, designing, construct-
ing, operating, and decommissioning, in accordance with written procedures
whereby technical criteria are met.

Form QAAP 2.1-3 Rev. 0 7/85
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Cuality Assurance (QA) - Is defined classically in nuclear regulations, codes,
and standards as comprising all those planned and systematic actions necessary
to provide adequate confidence that a structure, system, or component will
perform satisfactorily in service. When the product is a report of a signifi-
cant study or investigation, quality assurance comprises those planned and
systematic actions necessary to provide adequate confidence in the validity
and integrity of the reported data, methods, procedures, conclusions, inter-
pretations, and recommendations, and in the protection, retrievability, and
possible replicability of the data. The assurance of quality encompasses
multidisciplinary systems of 1ine management controls backed by independent
verification activities that demonstrate the completeness and appropriateness
of achieved quality with respect to public health and safety, waste isolation,
and retrifevability; and reliability, maintainability, operability, perform-
ance, and other significant factors.

Quality Assurance Program - A written, documented description for an organ-
Jzation's total concept, requirements, and scope of effort for achieving and
verifying quality. The program sets forth quality assurance policy, object-
ives, requirements, authority and responsibility, organization, methods and
activities required to implement and assess the adequacy and effectiveness of
the program. Within SRPO the QA Program consists of the QA Plan and the
Quality Assurance Administrative Procedures (CQAAPs).

Quality Assurance Record - A completed document that furnishes evidence of the
quality and completeness of data, items, and activities affecting quality;
documents prepared and maintained to provide objective evidence and demon-
strate implementation of the quality assurance program,

Quality Assurance Specifications - A statement of QA requirements, including
codes, standards, and specifications, with which quality-related activities
and products must conform; a technical statement of QA requirements contained
in the SOW section of a contract (see Procurement Document/Specification).

Quality Control (QC) - Consists of a comprehensive process of identifying and
specifying technical quality criteria and requirements, controlling work
performance, measuring conformance to administrative and technical methods and
procedures, applying statistical quality control and measurement methods, and
preventing, mitigating or correcting quality deficiencies, as appropriate, to
the work specific activity.

Quality-Related - Activities related to, or which could affect, ftems which
are important to safety, important to waste fisolation, and/or which relate to
the quality objectives of the SRP. :

Quality Verification - Includes the activities of reviewing, {inspecting,
testing, checking, assessing, auditing, or otherwise verifying that items,
designs, processes, data, codes, or documents conform to established criteria.
Independent quality verification is performed by jndividuals other than those
who performed or supervised the activity but who may, in some cases, be from
the same organization.
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Readiness Review - A QA activity which is planned and performed prior to
initiation of a major work activity or event associated with facility con-
struction, startup, operation and testing.

Regulatory Requirement - A directive having the force of law fssued by a
tederal, state, or local government agency which fs legally binding on the
party(ies) and its intended purpose.

Repair - The process of restoring a nonconforming characteristic to a condi-
tion such that the capability of an item to function reliably and safely is
unimpaired, even though that item still does not conform to the original
requirement.

Rework =~ The process By which an item is made to conform to original require-
ments.

Right of Access - The right of a Purchaser or designated representative to
enter the premises of a supplier or Contractor for the purpose of inspection,
surveillance, or audit.

Scope of Work (SOW) - Technical requirements and deliverables specified in a
cow{:r?ct. “{See Procurement Document/Specification.) (Same as Statement of
Work.

Service - The performance of activities such as design, fabrication, inspect-
jon, nondestructive examination, repair, installation, program procedure
development or program procedure implementation.

Shall - Denotes a mandatory requirement or action.

Should - Denotes a desired, expected, but permissible or optional requirement
or action.

Significant condition adverse to quality - A condition which, if uncorrected,
could have a serious effect on the quality objectives of the SRP, including
the safety, operability, integrity, validity, or availability of components,
systems, structures, facilities, data, or information.

Site - Means the location of the controlled area.

Site Characterization - Means the program of exploration and experiments, both
in the laboratory and in the field, undertaken to establish the geologic
conditions and the ranges of those parameters of a particular site. Site
characterization includes borings, surface excavations, excavation of explora-
tory shafts, 1imited subsurface lateral excavations and borings, and in situ
testing at depth needed to determine the suitability of the site for a geologic
repository, but does not include preliminary borings and geophysical testing
needed to decide whether site characterization should be undertaken.
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Special Process - A process, the results of which are highly dependent on the
control of the process or the skill of the operators, or both, and in which

the conformance -requirements cannot be readily determined by {inspection or

test of the product.

SRPO Document Control Center (DCC) - The title given to the organization
respogsib]e for the receipt, preservation and retrieval of quality assurance
records.

Standard Industrial Practice (Standards of the Profession) - Activities per-
formed or products produced which conform to industrial standards (e.g., SAE,
ASTM, ACI, IEEE) and are generally recognized by peers as being of high
quality and integrity.

Stop Work - To discontinue all or any of the activities related to the
Tu'l‘f)?ﬂment of Contract obligations.

Surveillance - The act of observing to verify whether an item or activity
conforms to specified requirements.

Survey - An activity to evaluate an organization's capability, including its
quality program,. to meet the requirements specified in a request for proposal
or a2 contract; e.g., & survey made prior to contract award; or acceptance of a
QA plan, or test plan, or other critical planning activities.

Technical Data - Recorded scientific or technical information, regardless of
form or characteristics. It may, for example, document research, experimen-
tal, developmental, test, demonstration, or engineering work; or be usable for
characterizing an area or a site; for defining a design or process; or for
procuring, producing, supporting, maintaining, or operating material. Tech-
nical data may consist of experiments and engineering data, design specifica-
tions, performance requirements, computer software and all related documents,
geophysical notes and data, laboratory data, records of data reduction and
analysis, and the results of peer review. The data may be in any form, such
as laboratory notebooks, field notes, boring logs, geologic survey notes,
graphics, engineering drawings, any photographic media, magnetic recordings,
canputer printouts, specification and process sheets, catalog information,
referenced standards, manuals, and technical reports.

Technical Review - A formally documented review of technical material per-
formed by individuals independent of those responsible for the work but who
may be members of the organization within which the work was done. A techni-
cal reviewer has expertise at least equal to that of the individuals that
prepared the material under review. A technical review 1s performed for
material that is within the current state of the art; the review is an object-
ive evaluation of the technical content based on well known and generally
accepted standards.

Test Plan - A specialized form of an activity plan which addresses technical
requirements and conditions for conducting a test or series of tests.
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Testing - An element of verification for the determination of the capability
of an 'i‘tem to meet specified requirements by subjecting the item to & set of
physical, chemical, environmental, or operating conditions.

Title II1 Services - Those activities required to assure that the project is
constructed 1n accordance with the plans and specifications and that the
quality of materials and workmanship is consistent with the requirements of
the project.

Traceability - The elements necessary to trace the history, -application, or
location of an item and 1ike terms or activities by means of recorded docu-
mentation and/or physical identification.

Use-as-is - A disposition permitted for a nonconforming item when it can be
established that-the item is satisfactory for its intended use without further
processing.

Unusual Occurence =- An unexpected or unplanned event which has a greater or
potentially greater adverse effect on quality achievement than does a sig-
nificant quality problem. An unusual occurrence is not an unexpected natural
phenomena, such as an earthquake.

Validate - To review, inspect, test, check, compare, or otherwise determine or
demonstrate that the result satisfies the original intent; e.g., a component
or equipment must provide the function, performance, and relfability, within
intended costs, that was stipulated by the person or documents initiating the
development of the equipment; a computer program must accurately solve the
problem originally posed in a timely and cost-effective manner; field data must
accurately reflect existing conditions.

Verify - To review, inspect, test, check, compare, audit, or otherwise deter-
mine, confirm, substantiate, or assure that {tems, activities (including field
and laboratory), data, data analysis and interpretation, computer programs,
processes, services, and documents conform to, or have been implemented 1in
accordance with, specified requirements, procedures, plans, etc.

Waiver - Documented authorization to depart from specified requirements. |
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1.1

1.2

1.3

PURPOSE

This Section describes and documents the Salt Repository Project Office
(SRP0) organizatifonal structure and identifies the authorities and
functional responsibilities of key {individuals and groups within SRPO
for managing the SRPO Quality Assurance Program. It also defines the
relationships and lines of communication between individuals and groups
within SRPO for the performance and implementation of activities affect-
ing quality, as well as organizational interfaces between SRPO and the
Office of Geologic Repositories (OGR) and the Chicago Operations Office.

APPLICABILITY

This Section {is applicable to the SRPO orgénization and those organiza-
tions which interface contractually with SRPO relative to the quality-
related aspects of the Salt Repository Project.

RESPONSIBILITIES

The SRPO organizational structure depicting those positions responsible
for the management and {implementation of the SRPO Quality Assurance
Program and the 1ines of communication and relationships of those indiv-
{duals and/or organizational elements within SRPO responsible for the
siting, site characterization, site selection, design, construction, and
operation of a geologic repository are shown on Attachment A. The auth-
rities and responsibilities of external organizations, who perform qual-
jty assurance functions for assuring that the QA Program is established
and implemented and for verifying that activities have been correctly
performed, are described in this Section. SRPO delegates the authority
for establishing and implementing major portions of this QA Program to
Prime Contractors, however, SRPO retains the ultimate responsibility for
implementation and effectiveness thereof.

1.3.1  PROJECT MANAGER, SRPO

The Project Manager, SRPO,. reports directly to the Assistant
Manager for Project and Technology Management (AMPTM-CH) of the
DOE Chicago Operations Office for the administrative functions
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1.3.2

of the Salt Repository Project (SRP) day-to-day 1ine management
responsibilities. The Project Manager, SRPO, is responsible to
the DOE Office of Civilfan Radioactive Waste Management (OCRWM)
through the Office of Geologic Repositories (OGR) for the imple-
mentation of project policy, technical, and quality assurance
direction issued to SRPO. The Project Manager, SRPO, has dele-
gated to the Chief, Quality Assurance the responsibility of
developing the SRPO Quality Assurance Program and the authority
to verify its dimplementation and effectiveness. The responsi-
bility for implementation of the QA Program has been delegated
to all SRPO personnel who perform quality-related activities as
defined within the SRPO QA Program. The Project Manager, SRPO
executes his QA responsibilities by approving this QA Plan and
the {mplementing Quality Assurance Administrative Procedures
(QAAPs) which set forth the requirements of the SRPO QA Program.
The Project Manager, SRPO, maintains continuing involvement in
QA activities by frequent meetings with the Chief, Quality
Assurance, by reviewing QA audit reports and by having an inde-
pendent management assessment of the SRPO Quality Assurance
Program performed on an annual basis to verify its effectiveness,
The Project Manager, SRPO also has the responsibility to assure
timely response to corrective action reports and internal audit
findings. The Project Manager, SRPO, has the authority to settle
disputes which may arise between the Chief, CQuality Assurance
and any SRPO Chief. However, the Chief, Quality Assurance has
the additional recourse of elevating disputes to the QA Manager,
Chicago Operations and/or the QA Manager, OCRWM through the QA
Manager, OGR. The Project Manager, SRPO, shall ensure that the
SRPO Organizatfon is in compliance with the QA Requirements as
addressed in paragraph 1.4,

DEPUTY PROJECT MANAGER, SRPO

The Deputy Project Manager, SRPO, reports to the Project Manager,
SRPO, and has the authority to act in his behalf. The Deputy
Project Manager, SRPO, is responsible for coordinating activities
of SRPO Chiefs and Prime Contractors which cut across SRP organi-
zational lines and for supporting the Project Manager, SRPO in
day-to-day 1ine management responsibilities. The Deputy Project
Manager, SRPO, shall assist the Project Manager, SRPO, in resolu-
tfon of quality concerns such as corrective action reports and
audit findings that cut across SRP organizational 1lines. The
Deputy Project Manager, SRPO, shall maintain {involvement in QA
activities by frequent meetings with the Chief, Quality Assur-
ance, and by reviewing QA audit reports.
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1.3.3 CHIEF, QUALITY ASSURANCE

The Chief, Quality Assurance, reports to the Project Manager,
SRPO, and is responsible for developing, maintaining, and assur-
ing the effectiveness of the SRPO Quality Assurance Program,
This organfzational relationship provides the Chief, Quality
Assurance, with sufficient authority, organizational freedom,
and independence from undue fnfluence or responsibilities of cost
and schedules so that he may effectively administer the QA Prog-
ram. The Chief, Quality Assurance, is responsible for verifying
that activities affecting quality performed by SRPO and by SRPO
Prime Contractors have been performed in accordance with SRPO QA
Program requirements. The Chief, Quality Assurance, maintains
close 1iaison with QA organizations of Prime Contractors. The
Chief, Quality Assurance, communicates directly with the Project
Manager, SRPO, and with appropriate management levels in prime
contractor organizations to identify quality problems; inftiate,
recommend, provide or concur with solutions; and to verify im-
plementation of solutions to quality problems. Attachment B
{dentifies project QA 1ines of direction and interface coordin-
ation. The Chief, Quality Assurance, is authorized to stop
unsatisfactory work and control further processing, delivery, or
installation of nonconforming material within SRPO and the Prime
Contractors' organfzations.

1.3.3.1 Specific duties and responsibilities of the Chief,
. Quality Assurance, include as a minimum the following:

a) Technical direction and administrative control of
SRPO Quality Assurance personnel.

b) Development and maintenance of this QA Plan and
implementing Quality Assurance Administration
Procedures (QAAP).

c¢) Performance of internal audits of the implementa-
tion and effectiveness of the SRPO QA Program.

d) Approval of Prime Contractors' QA programs and
procedures.

e) Performance audits of Prime Contractor QA prog-
rams to assess their implementation effectiveness.

f) Indoctrination and training of SRPO personnel
relative to this QA Plan, and assuring the accomp-
1ishment and adequacy of training for SRPO person-
nel in the SRPO QAAP's through the coordination
of such training.
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1.3.3.2

)

h)

1)

\)

k)

Interpretation of DOE Orders; regulatory codes
and standards and national consensus standards as
they apply to the QA Program.

Issuance and control of the SRPO QA Plan and the
QAAPs, )

Assuring that the SRP0 QA Organization is ade-
quately staffed to fulfill the requirements of
the SRPO QA Program,

Coordination of the preparation and approval of
QA specifications for d{nclusion in procurement
documents.

Coordination of the preparation and approval of
the SRPO QA Program description for incorporation
into the documents required by regulations.

The Chief, Quality Assurance shall, provide Quality
Specialists, as required, to support sfte activities.
The Quality Specfalist's duties and responsibilities
include as a minimum the following:

" a)

b)

c)

d)

e)

f)

Review site originated procurement documents.

Review and concur with Prime Contractors' con-
struction, test, and {installation procedures for
compliance with the QA program requirements.

Perform surveillances of contractor site QA
activities and other site activities affecting
quality to verify conformance with the Prime
Contractor and the SRPO QA Program.

Assist in the acceptance and transfer of struct-
ures, systems, activities and associated quality
ver;f;gation records from the Prime Contractors
to SRPO.

Perform surveillances of and review the results
of functional testing to assure compliance with
specified requirements.

Perform surveillance of SRPO functions relative
to the site collection, filing, and retention of
QA records.
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1.3.4

SRPO_CHIEFS

The SRPO organization as depicted on Attachment A d{dentifies
SRPO Chiefs as:

a) Socioeconomics, Environmental and Institutional Relations.
b) Site Evaluation.

¢) Engineering and Technology.

d) Budget and Project Control.

e) Contract Administration.

f) Quality Assurance.

These SRPO Chiefs report directly to the Project Manager, SRPO,
and have management responsibility and authority for specific
technical and administrative activities and to ensure that the
SRPO and Prime Contractor responsibilities and requirements
addressed within this QA Plan are enforced within their func-
tional areas. Their specific responsibilities relative to imple-
mentation of the QA Program are as follows:

1.3.4.1

1.3.4.2

1.3.4.3

1.3.4.4

1.3.4.5

1.3.4.6

Identification and documentation within their areas of
responsibility those activities, structures, systems
or jtems which are quality-related and/or are to be
placed on the Q-List.

Identification of the need for and coordination of the
preparation of Quality Assurance Administrative Pro-
cedures (QAAPs) for quality-related activities, as
identified within this QA Plan.

Evaluation and certification of the qualifications of
SRPO technical personnel to perform their specific
technical activities.

Provision of documented training in accordance with
approved procedures for personnel within their specific
organizational elements.

Implementation of, and compliance with, the require-
ments of this QA Plan and the Quality Assurance Admin-
{fstration Procedures (QAAPs) within the scope of their
specific responsibilities.

Identification and documentation of the external inter-
faces between SRPO, OGR, and Prime Contractor organi-
zations, and internal interfaces between SRPO Chiefs
for those activities affecting quality. Ensure that
delegated functions are clearly documented.
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1.3.4.7 Approval of Prime Contractors' technical procedures
within their specific organizational elements.
1.3.5 QUALITY ASSURANCE ORGANIZATIONAL INTERFACES

The Chief, Quality Assurance shall establish interface activities
with DOE-Chicago Operations Quality Assurance Manager, OGR Qual-

- ity Assurance Manager, Prime Contractors' QA organizations, and

subcontractor QA organizations as indicated on Attachment B.

1.3.5.1 SRPO dnterface activities with DOE Chicago Operations

and OGR Quality Assurance shall be established by the
Chief, Quality Assurance, through:

a)

b)
c)
d)

e)

f)

Submittal of the SRPO QA Plan and procedures for
review and approval.

Submittal of audit reports for information.
Attendance of periodic QA coordination meetings.
Compliance with the QA interface and programmatic
requirements addressed with the OGR QA Program by
incorporation into the SRPO QA Program,

Submittal of a copy of the Prime Contractors' QA
program to the OGR Manager for information.

Responses to audits of the SRPO QA program con-
ducted by Chicago Operations and OGR QA.

1.3.5.2 SRPO interface activities with the Prime Contractors
shall be instituted by the Chief, Quality Assurance,

by:

2)

b)

c)

d)

Incorporating required interfaces into the Prime
Contractors' QA specifications.

Scheduling and conducting periodic audits on the
Prime Contractors' QA Program.

Approving the Prime Contractors' quality assurance
programs and implementing procedures.

Scheduling and conducting QA coordination meet-
ings as deemed necessary.

1.3.5.3 SRPO interface activities with subcontractor shall be
instituted by the Chief, Quality Assurance, by:
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a) Participating in representative prime contractor
audits of subcontractor QA program.
1.3.6 PRIME CONTRACTORS

Through SRPO QA specifications d{ncorporated 1into procurement
documents, the Prime Contractors shall be required to establish
organizational structures and responsibilities which meet the
requirements of paragraph 1.4, or as modified by the CA specifi-
cation, and to pass those requirements on to their subcontractors
to the degree applicable. '

1.4 REQUIREMENTS

1.4.1

SRP ORGANIZATIONAL REQUIREMENTS

1.4.1.1 The organizational structure of each SRP organization
shall be described within their QA Program. This
description shall delineate the authority and respon-
sibilftfes of persons and organizations performing (1)
quality verification activities (i.e., the quality
assurance/quality control personnel who verify that an

activity affecting quality has been correctly per-

formed) and (2) activities affecting quality (e.q.,
the personnel who do geologic investigations, design,
procurement, fabrication, and construction functions).
Qualified individuals or organizational elements shall

. be Jdentified within the SRP organization as respon-
sible for the quality of the delegated work prior to
initiation of activities. 1In addition, organization
charts shall show 1ines of responsibility and communi-
cation, and relationship of these persons and organiza-
tions to the contractors' top management, The methods
to be used by personnel or organizations performing QA
functions shall be described.

1.4.1.2 Personnel within SRP organizations monitoring quality
assurance activities shall have sufficifent authority
and organizational freedom to:

a) ldentify quality problems.

b) Stop unsatisfactory work or control further
processing, delivery, installation or operation
of a nonconforming item, deficiency, or unsatis-
factory condition until proper dispositioning has
occurred.
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1.4.1.3

1.4.1.4

1.4.1.5

1.4,1.6

The persons or organizations assigned the responsi-
bility for verifying the effective execution of any
portion of an SRP quality assurance program at any
location where activities affecting quality are being
performed shall have direct access to such levels of
management that are necessary to perform this function
and shall have sufficient independence from cost and
schedule to implement their responsibilities. Disputes
arising between QA organizations and other organiza-
tional elements shall be elevated to a level of manage-
ment which has authority to resolve such disputes.

The verification of conformance to established quality
requirements shall be accomplished by personnel or
organizations that do not have direct responsibility
for the performance of an activity affecting quality.
Personnel who verify conformance to requirements shall
be a2 member of the QA organization except as specified
in this QA Plan. '

The responsibilities for internal and external inter-
faces between SRP organizational units, including
change thereto, shall be defined and documented.

The individual responsible for assuring that an appro-
priate quality assurance program is established and
verifying that activities affecting quality have been
correctly performed, shall have QA knowledge and

- experience, This position shall have the following

characteristics:

a) The same or higher organizational level as the
highest line manager directly responsible for
activities affecting quality, and is independent
of cost and schedule.

b) Effective communication channels with other senior
management positions.

¢) Responsibility for QA dnterpretations and the
approval of the QA program and revisions thereof.

d) No other duties or responsibilities which would
prevent full attention to QA responsibilities.

e) Authority to dinftiate, recommend, provide or
concur with solutions through designated channels.

~f) Responsibility to verify {mplementation of

solutions.
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g) The following education and experience prior to
assuming the responsibilities of the position:

(1) Bachelor degree or higher 1in engineering,
physical sciences, industrial technology, or
quality assurance from an accredited insti-
tution plus 10 years of combined experience
in quality assurance, engineering, geoscience
activities, construction, operation, or
maintenance or;

(2) Associate degree in engineering, physical
sciences, industrial technology, or quality
assurance, plus 12 years of combined experi-
ence in quality assurance engineering, geo-
science activities, construction, operation,
or maintenance or;

(3) High School or General Equivalency Diploma
plus 18 years of combined experience 1in
quality assurance engineering, geoscience
activities, construction, operation, or
maintenance.

h) The experience should dinclude four years of
managerial experience in & position above the
management entry level in which the candidate has
demonstrated an understanding of quality concepts
or principals as applied to nuclear, eaerospace,
DOE or geoscience activities.

1.4.2 SRP ORGANIZATIONAL RESPONSIBILITIES

1.4.2.1 Qualification requirements imposed on SRP personnel
performing quality assurance/quality control activities
shall be described in procedures and/or Jjob descrip-
tions by the responsible SRP orga‘nizat'lon.

1.4.2.2 The SRP organization shall ensure that the achievement
of quality objectives are accomplished by personnel or
organizations that have been assigned the responsi-
bilfty for performing an activity affecting quality.

Performance of the activity may require interim exam-

inations, reviews, or checks of the activity by the

individual performing the activity; however, these
review actions shall not constitute acceptance or veri-
fication of conformance of the activity, and do not
relieve the person performing the activity of the
responsibility for correcting any deficient conditions.
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1.4.2.3 Individuals or organizations responsible for estab-
lishing and executing a quality assurance program may
delegate any or all of the work but shall retain
responsibility thereof.
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2.1 PURPOSE

This Section establishes the responsibilities and requirements by which
the SRPO Quality Assurance Program {is documented and maintafned. This
Section shall also address the responsibilities and requirements for
fndoctrination and training for those personnel performing activities
affecting quality; the activities and items to which the QA Program shall
apply; the management assessment methods to verify {its effectiveness;
and the graded approach to applying the QA requirements.

2.2 APPLICABILITY

This QA Plan {s applicable to all SRPO personnel and organizational ele-
ments who are responsible for quality-related activities. This CA Plan
applies to all items important to safety, important to waste isolation
and/or which relate to quality objectives of the SRP. Applicable por-
tions of this QA Plan will be applied to items and related activities in
accordance with a graded approach methodology. Specific items which are
important to safety will be included on a Q-List developed in accordance
with methodology provided by OGR. Examples of quality-related activities
include, but are not 1imited to the following:

a) Siting, experimental, deve'iopmental, and site characterization ac-
tivities, as well as the design, procurement, construction, opera-
tion, closure and decommissioning of mined geologic repositories.

b) Receipt, handiing, and storage of quality-related items, compo-
nents, cores and samples.

¢) Acquisition, processing, and reporting of data to be used for tech-
nological development and design basis.

d) Preparation, review, control and distribution of program and project
technical plans, documents, studies, and reports.

e) Receipt, handling, storage and monitoring of high level nuclear
waste and spent nuclear fuel.
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2.3

SRPO RESPONSIBILITIES

Responsibilities stated in this QA Plan shall be those of the position
or organization to which they refer or the designee of that position or
organization. Responsibilities which are delegated shall be documented.

The Project Manager, SRPO, has the overall responsibility for the imple-
mentation of the SRPO QA Program through 1ine management. Additionally,
the Project Manager, SRPC, ensures that the QA Program is developed,
mafntained, and monitored to verify effectiveness through the Chief,
Quality Assurance. The Project Manager, SRPO, has 1issued a Quality
Assurance Policy Statement, contained within this QA Plan.

2.3.1  QUALITY ASSURANCE POLICY

The management of the Salt Repository Project recognizes 1{ts
responsibility for assuring that a salt repository is sited,
characterized, engineered, designed, constructed, tested, licen-
sed, and operated in a manner that complies with the high stand-
ards established by the project for safeguarding the health and
safety of the publfc. To that end, this QA Plan has been devel-
oped to provide policies and procedures for dJmplementation,
consistent with NRC Regulatory Guides; codes, and standards; DOE
grde:s a2nd3 gocuments, and consensus standards as {identified in
ection

It is the poTicy of the SRPO that this QA Plan is mandatory. It
shall be implemented and enforced by all SRPO personnel, groups,
and organizational elements for accomplishing activities affect-
ing the quality of the SRP. The QA Plan shall be verified for
implementation and effectiveness, maintained and controlled by
the Chief, Quality Assurance.

2.3.2 QA PROGRAM ADMINISTRATION AND REQUIREMENTS

This QA Plan establishes the programmatic requirements and
controls established to assure the quality of SRPO activities
and {tems, and defines the responsibilities for the implemen-
tation of those requirements. The procedures which are devel-
oped for the implementation of activities affecting quality are
jdentified as Quality Assurance Administrative Procedures (QAAPs)
and are prepared as interdisciplinary functions, as required, in
that they address both quality assurance and technical functions.
The CA Plan and the QAAPs together constitute the SRPO QA pro-
gram. The SRPO QA Program along with the prime contractors’' QA
Programs, which are contractually imposed, reviewed and approved
by the Chief, Quality Assurance, constitute the Salt Repository
Project (SRP) QA Program. ({See Attachment A, which depicts this
QA Program hierarchy.) The applicable documents to which this
QA Program shall comply are identified within paragraph 2.3.9 of
this Section and the programmatic requirements of the QA Program
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2.3.3

are identified in paragraph 2.4 of this Section. Definitions of
terms used within this program are defined in the Glossary
Section of this plan.

Each of the efghteen Sections of this QA Plan manual have been
prepared to comply with the corresponding basic and supplemental
requirements of ANSI/ASME NCA-1 and 10 CFR 50, Appendix B.
Additionally, each Section delineates the QA Program require-
ments related to that Section and {identifies the personnel/
organization responsible for their implementation. The Chief,
Quality Assurance, has the responsibility to ensure that the QA
program requirements, as identified within each Section of this
QA Plan, are properly prescribed by QAAPs within SRPO and
incorporated into QA specifications which are imposed on Prime
Contractors through procurement documents. The QA Specification
shall be prepared by taking into consideration the Scope of Work
(SOW) and the graded approach to quality assurance as identified
in Section 2.3.3.

The QAAPs are numbered such that they relate to the QA Plan
Section to which they apply, and are further identified in the
Table of Contents within the QAAP manual. These QAAPs shall be
developed and approved prior to the commencement of work to be
controlled. A QAAP shall govern the re-verification of any
quality-related work which may have been conducted prior to the
initiation of the controls of this QA Program, to assure that
the intent of this CA Program has been accomplished and docu-
mented.

GRADED QUALITY ASSURANCE

The SRPO Chiefs and the Chief, Quality Assurance, are to provide
quality assurance controls over items important to safety or
important to waste 1isolation as identified on & Q-List. The
extent of QA controls to be applied to specific items and activ-
ities are to be f{dentified in QAAPs and/or QA specifications.
This is referred to as a graded approach to quality assurance.
The graded approach requires the greatest programmatic controls
to be applied to activities which affect the public health and
safety, waste isolation and environmental concerns, while other
activities may require lesser control, or normal industry accept-
ed practices.

The SRPO QA Program provides for a variable extent and intensity
of quality assurance via graded application of requirements to
project activities, based upon the type and scope of project
activities; the 1importance to safety/waste {solation and
licensing fssues; the intended application of the end items; and
the importance to achieving the SRP objectives. Both Activity
Plans and external procurement documents shall be evaluated to
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determine the appropriate quality assurance requirements using
this QA Plan, the SRPO QAAPs, and appropriate project documents
as a guide to the application of ANSI/ASME NQA-1. Some factors
to be considered in assigning levels of quality assurance are as
follows:

a) The consequence of malfunction or faflure of the ftem.

b) Ihe design and fabrication complexity or unfqueness of the
tem.

¢) The need for special controls and surveillance over proces-
ses and equipment.

d) The degree to which functional compliance can be demonstra-
ted by 1_nspection, test or data gathering.

e) The quality history and degree of standardization of the
ftem or activity.

f) The difficulty of repair, replacement or requalification of
an item or activity.

g) The determination of'whether the activity or test could be
repeated if it were found to be initially unacceptable.

h) The organizational complexity of the activity, process or
performing organization. )

i) The {mportance of the item or activity to the project and
DOE Mission Plan objectives.

2.3.4 QUALITY CLASSIFICATIONS | |

SRPO shall develop a listing of {tems which are {mportant to

safety and important to waste isolation. This Q-List shall be

prepared in accordance with a rationale and methodology devel-

oped by OGR and supplemented for use on the SRP,

2.3.5 INDOCTRINATION AND TRAINING

An integral part of the SRPO QA Program shall be provisions in
the QAAPs for the establishment and implementation of an indoc-
trination and training program for SRPO personnel and Contractor
personnel working at SRPO, under the SRPO QA Program in the
policies, purpose, scope, and implementation of this CA Program
and in the principles and techniques of the activities detailed
in QAAPs. The training program shall apply to all SRPO person-
nel who perform project activities affecting quality in accord-
ance with this QA Program. The training shall be accomplished
through the use of any one or a combination of the following
techniques: :
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a) Lectures.

b) Seminars.

¢) Morkshops.

d) Field trips.

e) On-the-job training.
f) Required reading.

Implementation of the training program is the responsibility of
the Chief, Quality Assurance, and the functional SRPO Chiefs.

These responsibilities include the preparation and implementa-
tion of QAAPs which require the development of program outlines,
schedules, and lesson plans, as well as the designation of
personnel to attend training sessfons, and the maintenance of
records of training. The proficiency of personnel accomplishing
activities affecting quality shall be re-evaluated and maintain-
ed annually.

The Chief, Quality Assurance, has the responsibility for provid-
ing training and indoctrination to this QA Plan and those QAAPs
which are primarily related to quality assurance organization
activities. The Chief, Quality Assurance shall also coordinate
the training to be provided on the technical QAAPs with the
responsible 1line managers to ensure that all SRPO personnel
receive the required training. It is the primary responsibility
of 1ine managers to assure that their personnel whose work may
have an effect upon quality are adequately trained to the appli-
cable QAAPs and qualified to perform their assigned responsibil-
jties. Records of training and personnel qualifications shall
be maintained.

SRPO PERSONNEL QUALI?ICATION AND CERTIFICATION

SRPO personnel performing activities affecting quality which
require specific skills shall be qualified and certified as
having the necessary skills to perform those activities.

2.3.6.1 SRPO auditors and lead auditors shall be qualified and
certified in accordance with requirements presented in
Section 18 of this QA Plan.

2.3.6.2 SRPO personnel who perform nondestructive examinations
(NDE) shall be qualified and certified in accordance
with Section 9 of this QA Plan.

2.3.6.3 SRPO personnel who perform inspection and test func-
tions shall be qualified and certified in accordance
with Sections 10 and 11, of this QA Plan, respectively.
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2.3.6.4 SRPO professional personnel shall be qualified and
certified in accordance with approved QAAPs, prepared
by the responsible line manager. The QAAPs shall
specifically address:

a) Required qualification to perform specific activi-
ties (i.e., geologic evaluations, hydrology,
mechanical design reviews etc.)

b) Records shall be maintained to support the requir-
ed qualifications and a certification by the SRPO
Chief that the qualifications are acceptable.

2.3.7 QA PROGRAM REVIEW, APPROVAL, CONTROL, AND ISSUANCE

This QA Plan and revisions hereto, shall be reviewed and approved
by the Chief, Quality Assurance. It shall be issued for review
in accordance with a QAAP for "Preparation of the QA Plan" and
:pproved by the Project Manager, SRPO, and the Chief, Quality
ssurance.

The QAAPs shall be developed by the Chief, Quality Assurance,
and the technical SRPO Chiefs. The Chief, Quality Assurance,
shall coordinate the QAAP development to assure adequate
coverage of the requirements of this QA Plan by procedures.

The QA Plan and the QAAPs shall be submitted to the OGP QA
Manager and the Chicago Cperations Office QA manager for review
and approval. All SRPO QA Program documents shall be contained
in manuals which are individually serialized for identification
and control purposes. A control log shall be maintained for
each of the manuals which shows distribution of all copies. Al
holders of controlled manuals shall receive all revisions there-
to.

Periodic reviews shall be made of new or revised Regulatory
Guides, codes, and standards and DOE orders to create an aware-
ness of current QA requirements which may require & revision to
the SRPO QA Program. The distribution of QA Program documents
shall be through the SRPO Chief, Budget and Project Control.

2.3.8 MANAGEMENT ASSESSMENT

The Project Manager, SRPO, shall conduct, or have conducted, an
independent assessment of this QA Program on at least an annual
basis to verify the adequacy and effectiveness of implementa-
tion. In addition, the Project Manager, SRPC, shall be cogni-
zant of the quality assurance effort on a current basis by
receiving copies of audit reports, corrective action reports,
and selected correspondence dealing with SRPO quality assurance
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activities. The Project Manager, SRPO, shall receive periodic
reports on the status and progress of current quality assurance
activities and shall hold frequent meetings with the Chiefs to
discuss progress and related problem areas or concerns.

QA PROGRAM COMPLIANCE DOCUMENTS

‘The SRPO QA Program actfvities for the assurance of quality

achievement are governed by the current edition of the following
DOE orders, directives, OCRWM requirements, NRC regulations and
guides, and national concensus standards;

a) DOE 5000.3, Unusual Occurrence Reporting System.

b) DOE 5700.4, Project Management Systems (DOE 4700 Draft).

c¢) DOE 5700.6, Quality Assurance.

d) DOE-CH 5700.6, Quality Assurance.

e) OCRWM - Quality Management Policies and Requirements.

- f) O0GR/B.3, OGR QA Plan for Siting and Site Characterization.

2.3.10

g) 10 CFR part 50 - Appendix B - Quality Assurance Criteria

for Nuclear Power Plants.

h) 10 CFR part 60 - Disposal of High Level Radioactive Wastes
in Geologic Repositories.

i) ANSI/ASME NQA-1 Quality Assurance Program Requirements for
Nuclear Facilities.

J) NRC Review Plan - Quality Assurance Programs for Site
Characterization of High Level Nuclear Waste Repositories.

PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA specification as applicable to their scope of work and
shall pass the applicable requirements on to their contractors.
Prime Contractor QA programs shall be submitted to SRPO for
approval prior to use.

REQUIREMENTS

QA Programs developed by SRPO and its Prime Contractors shall comply
with the QA Program Compliance Documents as identified in Section 2.3.9
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those identified within each Section of this QA Plan as determined by
the Chief, Quality Assurance {see Section 2.3.2).

2,4,)

2.4.2

2.4.3

2.4.4

2.4,5

2.4.6

2.4,7

The QA Program shall include a commitment that all development,
control and/or use of computer programs which affect quality-
related activities will be conducted in accordance with the QA
Program. Guidance for the content of documentation of computer
codes {is provided by NUREG-0856, "Final Technical Position on
Documentation of Computer Codes for High-Level Waste Management"
and as interpreted within QA Specifications.

Quality Assurance administrative procedures shall be established
to assure that technical and quality assurance procedures re-
quired to implement the approved QA Plan are consistent with QA
Program requirements and are properly documented, controlled,
and maintained.

The QA organization management shall review and document concur-
rence with all quality-related procedures.

The QA and technical organizations shall participate early in
the QA Program definition stage to determine and {dentify the
extent to which QA controls are to be applied to specific items
and activities and to assure DOE consideration is given to the
technical aspects of activities affecting quality. The QA
program shall be established at the earliest time consistent
with accomplishing the activities. This effort involves apply-
ing a graded quality assurance approach in accordance with
importance to safety or waste isolation and other factors as
described in Section 2.3.3.

QA procedures and detailed technical procedures shall be identi-
fied and documented, to ensure that each criterion of 10 CFR
Part 50, Appendix B, as appropriate to specific items and activ-
1ties, will be adequately addressed.

Planning for accomplishing activities affecting quality shall be
performed as early as practical, and no later than the start of
the activities that are to be controlled, in order to assure
interface compatibility and adequate implementation of quality
requirements. The results of quality planning activities shall
be documented.

Activities affecting quality shall be accomplished under suit-
ably controlled conditions, which includes the use of specified
procedures or instructions, equipment, and special conditions,
and as?ugance that prerequisites for the given activity have been
satisfied.
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2.4.8

2.4.9

2.4.10

2.4.11

2.4.12

The QA Program shall provide for any special controls, processes,
test equipment, tools and skills to attain the required quality
and for verification of results.

The QA Program shall provide for identification and designation
of those activities which require qualified inspection and test
personnel and shall identify the minimum requirements of such
personnel.

The QA Program shall provide for indoctrination and training, as
necessary, of personnel performing activities affecting quality
to assure that suitable proficiency is achieved and maintained.

A description shall be provided as to how management (above or
outside the QA organization) regularly assesses the scope,
status, adequacy, compliance and effectiveness of the CA Program
to 10 CFR Part 50, Appendix B. These measures shall include:

a) Maintaining an awareness of current QA Program status
through reports, meetings, &nd/or audits.

b) Performing of an annual assessment which {is preplanned and
documented with corrective actions {identified, implemented
and tracked. »

Indoctrination, training, and qualification programs are estab-
1ished and documented such that:

a) Personnel responsible for performing quality-related
activities are instructed as to the purpose, scope, and
implementation of the quality-related manuals, instruc-
tions, and procedures and indoctrinated to the technical
objectives and requirements of applicable codes and
standards.

b) Personnel verifying activities affecting quality are quali-
fied in the principles, techniques, and requirements of the
- activity being performed.

¢) For fbrmal training and qualification programs, documenta-
tion includes the objective, content of the program, attend-
ees, and date of attendance.

d) Appropriate management overviews the performance and
proficiency of individuals involved in activities affecting
quality and determines the need for retraining and/or
replacement. A system of annual appraisal and evaluation
can satisfy this criterion.
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e) Qualified personnel are certified in accordance with appli-
.- cable codes and standards, as applicable for nondestructive
examination (NDE), 1nspect10n. test and audit functions,

and other functions requiring personnel certification.

2.4,13 MWritten procedures shall be established to assure that only those
personnel who meet the qualification requirements of the QA
program are permitted to perform inspection and test activities.
Personnel not meeting the qualification requirements of the QA
program may be used as data recorders provided they are super-
vised by a qualified individual.

2.4.14 Records of personnel qualifications shall be established and
maintained by the employer.
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QUALITY ASSURANCE PLAN
Salt Repository Project Office (SRPO)

Section No. 3.0 Page __1__of_1]_
Salt Repository Project Rev. Issued 12-4-85

TITLE

~ ~PROJECT DESIGN CONTROL

)

3.1  PURPOSE

This Section establishes the responsibilities and requirements by which
the SRPO assures that design, data acquisition and design requirements
are defined, controlled, and verified, and for controlling design activ-
ities, design documents and design {nterfaces. .

3.2 APPLICABILITY

This Section applies to the control of the design of quality-related
ftems and activities to assure adequate provisions for functional capa-
bi1ity of those {items. The requirements and responsibilities for the
control of design activities shall apply to site characterization and
the conceptual, preliminary and final design of repositories, explora-
tory shafts, test and evaluation facilities, at-depth test facilities
and waste packages, and the information collection activities conducted
to obtain design input data. This Section shall also apply to control
of changes in design.

3.3 RESPONSIBILITIES

SRPO retains overall responsibility for assuring that data acquisition
and design activities are controlled in accordance with this Section.

3.3.1 PROJECT MANAGER, SRPO

The Project Manager, SRPO shall ensure the establishment of
interface controls for design and data collection activities.
Interfaces between SRPO Chiefs and between SRPO and the Prime
Contractors shall be developed in accordance with Section 3.4.10.
The Project Manager, SRPO shall have ultimate responsibility for
the approval of Baseline Documents. The Project Manager, SRPO
shall also preside over the SRPO Change Control Board (CCB).

3.3.2 SRPO CHIEFS

The cognizant SRPO Chiefs shall assure that preselected design
input and design output documents and activities recefve the

% X fATs CHIEF-QUALITY ASSURANGE A DATE
. . Ata €~ c -
Jslzél?s /é( /:Z s s /frc /5
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required technical, design and/or peer reviews in accordance
with QAAPs. The SRPO Chiefs shall also ensure design inputs and
outputs are consistent with the Baseline Documents.

The cognizant SRPO Chiefs shall document in specifications
those design responsibilitfes delegated to Prime Contractors.

3.3.2.1 .

3.3.2.2

3.3.2.3

3.3.2.4

The Chief, Engineering and Technology {s responsible
for assuring that design control QAAPs are established
and implemented for the control of design, design
information, and design activities related to the

- repository, waste package, and exploratory shaft. The

QAAPs established shall comply with and implement the
requirements of Section 3.4.

The Chief, Site Exploration is responsible for assur-
ing that geoscience data collected during site
characterization, which may be used as design inputs,

"are obtafned and controlled 1in accordance with

approved QAAPs which implement the applicable
requirements of paragraph 3.4.

The Chief, Socioeconomic, Environmental, and Institu-
tional Relations {is responsible for ensuring that all
desfgns meet applicable federal, state, and local
statutes and regulations and for assuring that all
environmental and socioeconomic data collected during
site characterization are obtained and controlled in
accordance with approved QAAPs which {mplement the
applicable requirements of paragraph 3.4.

The Chief, Quality Assurance, is responsible for:

2) Review of design reports prior to their approval
to verify incorporatfon of appropriate QA provi-
sions and complifance to QAAPs.

b} Participation in design reviews as a committee
member.

¢) Verification that design reviews are planned and
conducted in accordance with the requirements of
this Section.

d) Review and approval of deviations f.rom 'app'licab1e
quality standards.

e) Verification that an independent design verifica-
tion has been conducted.
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f) Verification that technical, design and peer
reviews for compliance with SRPO QA Program Re-
quirements.

3.3.3 PRIME CONTRACTORS

Prime Contractors to SRPO are responsible for establishing a QA
Program and implementing procedures to control data acquisition
and design activities for those activities affecting quality and
passing applicable requirements on to their contractors. These
procedures shall meet the requirements of this Section as appli-
cable to their scope of work and the SRPO QA Specification.

REQUIREMENTS

The requirements for design and data gathering activities shall be iden-
tified and documented in the applicable procedures, specifications,
plans, drawings or other appropriate documents on a timely basis and to
the level of detail necessary to permit the design process to be carried
out in a correct manner and to permit verification that the design meets
requirements. These documents shall be controlled in accordance with
the requirements of this Section.

3.4.1 DESIEGN INFORMATION

Data which will be used in design activities for the development
and verification of design are considered to be design informa-
tion. Acquisition and protection of data shall be controlled to
assure that only properly identified and traceable data are used
in design activities. Data may include any related measurements
or recordable observations acquired as a part of geological, geo-
physical, geochemical or hydrological studies and the results of
any assocfated laboratory analyses. In general, data include
any information generated for use in the technical assessment of
related evaluations or experiments.

Methods of data acquisition and protection shall be reviewed in
accordance with Section 3.4.6, as appropriate.

3.4.7.1 The activities related to data acquisition from liter-
ature searches, sample collection, analyses, &and re-
porting of the analyses results shall be controlled in
accordance with specific plans or procedures.

3.4.1.2 Data acquisftion controls shall 1include the use of
approved instructions and procedures, establishment of
methods to provide traceability from the data to the
acquisition activities; selection, calibration, con-
trol, and use of appropriate measuring and test equip-
ment; and, procedures for data validation and the
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identification and disposit—ion of data that are erro-
neous, rejected, superseded or otherwise determined to
be unsuited for use.

3.4.1.3 Data acquisition activities shall, where possible, be
based on nationally recognized and accepted methods.
The methods used for data acquisition shall be evalua-
ted prior to use and reevaluated periodically during
their use to verify their accuracy and completeness.

3.4.1.4 Data generated and/or acquired during experiments and
developmental work siting, site characterization and
testing of the salt repository, which will be used as
design input, shall be acquired in a manner controlled
;:o assure the accuracy, validity and integrity of the
ata. '

3.4.1.5 Data collected through the use of monitoring systems
shall be accepted only to the degree to which the
accuracy and completeness of the data can be ensured
through performance audits of the monfitoring system.

3.4.1.6 Data reduction techniques shall be determined prior to
their application and shall be documented and reviewed
for adequacy. The reduction techniques shall document
;.;:edmanner in which non-pertinent data shall be han-

ed. .

3.4.1.7 Documentation related to the acquisition of data which
could be used as design input shall be controlled in
accordance with design interface procedures to assure
traceabjlity of data from its source through integra-
tion into design or other decision processes.

3.4.2 DESIGN INPUTS

Required design inputs, such as regulatory requirements, ap-
plicable DOE Orders - baseline documents, design bases, perform-
ance requirements, codes and standards, and design information
shall be identified and documented. A definition shall be made
of which items or features within the scope of the design are
quality-related. Additionally, a determination shall be made of
what quality requirements shall be applied to the various
repository items and features. The selection of design {inputs
shall be reviewed and approved. Design inputs shall be speci-
fied and approved on a timely basis.

3.4.1.2 Design inputs shall be detailed to the level necessary
to permit the design activity to be carried out in a
correct manner and to provide a consistent basis for
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3.4.3

3.4.2.2

making design decisions, accomplishing design verifi-
cation measures, and evaluating design changes.

Changes from the approved design inputs, including the
reason for the changes, shall be identified, approved,
documented and controlled in the same manner equiva-
lent to controls placed on the original design inputs.

DESIGN METHODS

Design organizations shall prescribe and document the design
methods to be used in sufficient detail to allow the design
process to be carried out correctly and to permit verification
that the design meets requirements. Appropriate quality stan-
dards shall be f{dentified and documented and their selection
reviewed and approved prior to use. .

3.4.3.1

3.4.3.2

3.4.3.3

3.4. 3.4

3.4.3.5

Design methods, materials, parts, equipment and pro-
cesses that are essential to the function of the final
design shall be selected and reviewed for suitability
of application.

Deviations from specified quality standards, including
the justification for the deviations, shall be identi-
fied, approved, documented, and controlled, and re-
viewed by the Quality Assurance Organization.

Applicable information gained from experience and the
results of related studies (e.g., data, reports,
analyses, etc.) shall be made available to the cog-
nizant design personnel.

The final design output (and all changes to the out-
put) shall be traceable to the design dinput by
documentation in sufficient detail to permit design
verification. The design shall also identify assem-
blies and/or components that are part of any items
being designed. If modifications are required to any
assemblies and/or components, or 1if special testing,
inspection, or handling requirements are required for
the design to function, the design documents shall
state what actions are necessary.

Design methods and the practices established to con-
trol design shall be documented in instructions, pro-
cedures, specifications or any other form that pro-
vides adequate control and permits reviewing, checking
or verifying the results of the activity.
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DESIGN ANALYSES

Analyses necessary for the completion of design shall be per-
formed in a planned and controlled manner with documentation
that 1s traceable to the specified and approved requirements.

3.4.4.1

3.4.4.2

3.4.4.3

3.4.4.4

The documentation of calculations shall be suffi-
ciently detailed as to purpose, method, assumptions,
design input, references and units that a person tech-
nically qualified in the subject can review and under-
stand the analyses and verify the adequacy of the
results without substantial input from the originator.

Computer programs may be utilized for design analysis
without individual verification of the program for
each application, provided: i

a) The computer program has been verified to show
that 4t produces correct solutions for the
mathematical model within defined limits for each
parameter employed.

b) The encoded mathematical model has been shown to
produce a valid solution to the physical problem
associated with the particular application.

Computer programs shall be controlled to assure that
changes are documented and approved by authorized
personnel. Where changes to previously verified com-
puter programs are made, verification shall be
required for the change, including evaluation of the
effects of these changes on the previous applications.

Documentation of design analysis shall include:
a) Definition of the objective of the analysis.
b) Definition of design inputs and their sources.

¢) Results of literature searches or other applica-
ble background data.

d) Identification of assumptions and {identification
of those assumptions that must be verified as the
design proceeds.

e) ldentification of any computer calculations,
including computer type, name or designation of
the computer program utilized, revision of the
program utilized, code or program {inputs and
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outputs, reference to code or program verifica-
tion, and the bases for application to the com-
puter program for the specific application.

f) Objective evidence of the review and approval of
the analysis.
3.4.5 DESIGN VERIFICATION

Design control measures shall be established to verify the
adequacy of the design by one or more of the following: the
performance of design reviews; the use of alternate calcula-
tions; the performance of qualification tests, the conduct of
peer reviews.

The responsibility of the verifier, the areas and features to be
verified, the pertinent considerations to be verified, and the
extent of the documentation to be generated shall be identified
and documented in specific instructions or procedures, prior to
the performance of design verifications.

3.4.5.1 The desfgn verification method(s) used shall be iden-
tified, the results clearly documented, and the
identification of the verifier clearly indicated. The
qualifications of the verifier shall be documented.

3.4.5,2 Verification shall be performed in a timely manner,
Design verification, for the level of design activity
accomplished, shall be performed prior to release for
procurement, manufacture, construction, or release to
another organization for use in other design activi-
ties except in those cases where this timing cannot be
met, such as when insufficient data exist. In those
cases, the unverified portion of the design shall be
identified and controlled. In all cases, the design
verification shall be completed prior to relying upon
}::he c10mponent, system, or structure to perform its
unction.

3.4.5.3 Design verification shall be performed by competent
individual(s) or group(s) other than those who perform
the original design. This verification may be per-
formed by the originator's supervisor, provided the
supervisor did not specify a singular design approach
or rule out certain design considerations. Addition-
ally, he must not have established the design inputs
used in the design. Routine supervisory reviews do
not satisfy the intent of this requirement, unless the
supervisor s the only individual competent to perform
the verification, in which case, the verification
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documentation must include a Justification for the
supervisor performing the verification. The Chief,
Quality Assurance, shall approve the supervisor per-
forming the verification, prior to the performance.

3.4.5.4 The extent of the design verification required is a
: function of the importance to quality of the {tem
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 previously to a ver-
ification process, the verification process need not
be duplicated for d{dentical desfgns. However, the
applicability of standardized or previously proven
designs, with respect to meeting pertinent design
inputs, shall be verified for each application. Known
problems affecting the standardized or previously
proven designs and their effects on other features
shall be considered. The original design and asso-
ciated verification measures shall be adequately
documented and referenced in the files of subsequent
applications of the design.

3.4.5.5 Hhere changes to previously verified designs have been
- made, design verification shall be required for the
changes, including evaluation of the effects of those
.changes on the overall design.

3.4.5.6 Errors and deficiencies in approved design and design
information shall be documented and action taken to
assure a'l‘l errors and deficfencies are corrected.

3.4.5.7 Design verification may be in accordance with Sec-
tions 3.4.6, 3.4.7, and/or 3.4.8.

DESIGN REVIEW

Design information, design activities and designs shall be
reviewed 1n accordance with applicable procedures. These pro-
cedures shall prescribe methods for technical review, design
review, and peer review. The process for determining the
applicable review shall be prescribed in procedures and the
determination of applicable review shall be documented.

3.4.6.1 Design reviews are a type of technical review per-
- formed to provide assurance that the design 1s correct
and appropriate to 1its application. Design reviews
shall be conducted of conceptual and preliminary de-
sign documents, reports, and f{nputs; final design
documents, drawings and reports; and design documents

which are selected for baselining.
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3.4.6.2

3.4.6.3

Technical reviews shall be conducted of documents
related to design input and output. Where applicable,
the following questions shall be addressed:

a) MWere the design inputs correctly selected?

b) Are assumptions necessary to perform the design
activity adequately described and reasonable?
Where necessary, are the assumptions {identified
or subsequent reverifications performed when the
detailed design activities are completed?

¢) Mas an appropriate design methbd used?

d) Were the design inputs correctly incorporated in
the design?

e) Is the design output reasonable compared with
design inputs?

f) Are the necessary design input and verification
requirements for {nterfacing organizations spec-
ified in the design documents or 1in supporting
procedures or instructions?

Desfgn reviews shall be conducted by reviewers who
have technical competence in the area under consider-
ation. The personnel assigned to design reviews shall
be provided with the design input data and any other
jnformation available about the design and the re-
quirements established. The design review shall be
completely documented along with the qualifications of
the review personnel.

When 1t 4§s determined that the design or design
activities involve the use of untried or state-of-

the art testing and analysis procedures and methods or
where detailed technical criteria and requirements do
not exist or are being developed, a peer review shall
be conducted to verify the design or design activities.

Peer reviews shall be conducted by reviewers who have
equivalent technical expertise in the field subject to
review, and who are not directly involved with the
work to be reviewed. Reviewers shall be provided with
sufficfent information about the work, including pur-
pose and objectives, for adequate eva]uation of the
work. The results of peer reviews shall be documented
and shall {include date of review; place of review;
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3.4.7

3.4.8

3. 4.9

identification of reviewers; document or activities
reviewed; evaluation process used; results of evalu-
ations; recommendations and comments resulting from
review; and, the disposition of recommendations and
comments. ,

ALTERNATIVE CALCULATIONS

Alternative calculations are calculations or analyses that are
made with alternative methods to verify the correctness of the
original calculations or analysis. The appropriateness of as-
sumptions made, the input data, and the computer programs or
other calculation methods used shall also be reviewed.

QUALIFICATION TESTS

Where design adequacy is to be verified by qualification tests,
the tests shall be identified, and the test configuration shall
be clearly defined and documented. Testing shall demonstrate
the adequacy of the performance under conditions that simulate
the most adverse design conditions. Operating modes and
environmental conditions shall be considered in determining the
most adverse conditions. Where the test is intended to verify
only specific design features, the other features of the design
shall be verified by other means. Test results shall be
documented and evaluated to ensure that test requirements have
been met, If qualification testing indicates that modifications
to the item are necessary to obtain acceptable performance, the
modification shall be documented and the design reverified in
accordance with requirements of this plan.

When tests are being performed on models or mockups,
scaling laws shall be established and verified. The
results of model test work shall be subject to error
analysis, where applicable, prior to use.

DESIGN CHANGE

Changes to final designs shall be Justified and subjected to
design control measures commensurate with those applied to the
original design. Details of the design control measures shall
be documented prior to commencing design.

3.4.9.1 The design changes shall be approved by the same af-
fected groups or organizations that reviewed and ap-
proved the original design documents, except where an
organization which originally was responsible for
approving a particular design document is no longer
responsible, then SRPO or a designee shall designate a
new responsible organization. The designated organi-
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3.4.10

3.4.1

zation shall have demonstrated competence 1in the

specific design area of interest and have an adequate -

understanding of the requirements and intent of the
original design.

3.4.9.2 Where a significant design change 1s necessary because

‘ of an incorrect design, the design process and verifi-
cation procedure shall be reviewed and modified as
necessary 1in addition to correcting the specific
problem presented. Corrective action, in accordance
with this Plan, shall be initfated.

DESIGN INTERFACES

Internal and external design interfaces shall be identified and

controlled, and the design efforts shall be coordinated among
the participating organizations.

3.4.10.1 Interface controls shall f{nclude the assignment of
responsibility and the establishment of procedures
among participating design organizations for the re-
view, approval, release, distribution, and revision of
documents involving design information.

3.4.10.2 Design information transmitted across interfaces shall
be documented and controlled. Where it {1s necessary
to initially transmit design {information orally or by
other informal means, the transmittal shall be con-
firmed promptly by a controlled document.

DOCUMENTATION

Design documentation and records, which provide evidence that
the design and design verification processes were performed in
accordance with the requirements of this plan, shall be col-
lected, stored, and maintained in accordance with the require-
ments of this plan. The documentation shall include not only
final design documents, such as drawings and specifications, and
revisions thereto, but also documentation which {identifies
important steps, including sources of design inputs that support
the final design and design decisions.
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PRO;Q&EMENT DOCUMENT CONTROL

SRPO MANAGER CHIEF-QL&ALITY ASSURANCE DATE

4.1

4.2

4.3

&

PURPOSE

This Section. establishes responsibilities and requirements to assure
that design criteria, design bases, performance criteria, and technical
and quality specifications that are required to assure the attainment of
quality objectives are included or referenced in SRPO procurement docu-
ments for quality-related activities and items.

APPLICABILITY

This Section shall apply to the control of SRP procurement activities
and documents. It includes requirements to be met by the SRPO and im-

‘posed on all Prime Contractors and their contractors to the SRPO.

RESPONSIBILITIES

The SRPO has the overall responsibility to ensure that all SRP organi-
zational elements comply with the requirements of this Plan.

4.3.1 PROJECT MANAGER, SRPO

The Project Manager, SRPO, has the authority to make purchases;
enter into, extend, modify and terminate contracts; approve
purchases, subcontracts and extensions, modifications and ter-
minations of subcontracts; and settle terminations of subcon-
tracts; all in accordance with Federal and DOE procurement regu-
lations.

4,3.2 SRPO CHIEFS

The cognizant SRPO Chiefs are responsible for verifying that
procurement documents affecting their functional activities
include appropriate technical and quality assurance requirements
and that Prime Contractor QA programs have been reviewed and
approved.

-~ ;2( \‘\-‘—)'7,.‘ ol ///7 b/y§’
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The Chief, Budget and Project Control, has been dele-
gated the responsibility for the administration of
integrated contractors (National Laboratories) task
agreements. The integrated contractor task agreements
and changes thereto, shall include the applicable
requirements of this Section. The Chief, Budget and
Project Controls, is responsible for preparation and
implementation of QAAPs to control these activities.

The Chief, Contracts and Administration, has been
delegated the responsibility and authority for all
contractural matters. The Chief, Contracts and Ad-
ministration, shall ensure that procurement documents,
interagency agreements, and changes thereto, are in
accordance with the applicable requirements of Section
4,4 and that QAAPs are developed and implemented to
control these activities.

The Chief, Qualfty Assurance, 1s responsible for
reviewing SRPO procurement documents, prior to their
release to the supplier, to assure incorporation of
applicable QA requirements and compliance with this
Section. This review shall be performed and documen-

.ted in accordance with paragraph 4.4.2.

The Chief, Quality Assurance, shall assure, through
audits and selective reviews, that Prime Contractors
impose the appropriate requirements of this Section on
thefr contractors and that the requirements are ade-
quately and effectively implemented.

The Chief, Quality Assurance, shall coordinate the
preparation of and concurrence with the QA Specifica-
tion for dincorporation into . Prime Contractor
procurement documents.

PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and

procedures which satisfy the requirements of this Section and

the QA Specification, as applicable to their scope of work, and
shall pass the applicable requirements on to their contractors.

Sectlon No.
4,3.2.1
4.3,2.2
4,3.2.3
4,3.3
4,4 REQUIREMENTS

Procedures shall be established that assign the organizational responsi-
bility for procurement planning; the preparation, review. approval and
control of procurement documents.
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These procedures shall require a review of procurement documents by QA
personnel to verify that the applicable regulatory requirements, design
bases, and other requirements are referenced or stated in procurement
documents; that there are adequate acceptance and rejection criteria,
where appropriate; and that procurement documents have been prepared,
reviewed, and approved in accordance with the established procedures.

4. 4.1

CONTENT OF PROCUREMENT DOCUMENTS

Procurement documents shall include or reference applicable
design bases and other requirements necessary to ensure adequate
quality and to the extent necessary shall require Contractors to
have a quality assurance program consistent with the applicable
requirements of this QA plan. Prime Contractor QA programs,
related QA Procedures, and changes thereto shall be submitted
and approved by SRPO prior to initiation of activities affected
by their program.

‘Procurement documents issued at all tiers of procurement shall

include provisions for the following, to the level of detail
deemed necessary by the procurement document originator and the
Contracting Officer:

a) Scope of Work - The work to be performed shall be clearly
stated. .

b) Technical Requirements - The technical requirements for the
work shall be specified. Where necessary, these require-
ments shall be specified by reference to specific drawings,
specifications, codes, standards, regulations, procedures,
or instructions. The procurement documents shall provide
for didentification of test, {nspection, and acceptance
requirements of the purchaser for monitoring and evaluating
the Contractor's performance.

¢) Quality Assurance Specifications - Procurement documents
shall require that the Contractor have a documented CA
program approved by the purchaser which implements
applicable portions of this QA Plan. The extent of the
program required shall depend on the type and use of the
item or service being procured. Procurement documents
shall require the Contractor to incorporate appropriate QA
requirements in sub-tier procurement documents.

d) Right of Access - At each tier, procurement documents shall
provide for access to the contractor's facilities and
records for inspection or audit by the SRPO and/or parties
authorized by the SRPO.
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e) Documentation Requirements - At each tier, procurement
documents shall identify the documentation required to be
submitted to the purchaser or retained by the contractor
and whether the documentation is for information to, or for
review and/or approval by, the purchaser. Submittal times
shall be established. When the purchaser requires the
contractor to maintain specific QA records, the retention
times and disposition requirements shall be prescribed.

f) Nonconformances - Procurement documents shall 1{include the
requirements of this QA Plan for reporting and approving
disposition of nonconformances. Control of nonconformances
at each tier of procurement shall meet the requirements of
this QA Plan. (See Section 7.0)

g) Spare and Replacement Parts - Procurement documents shall
require the 1{dentification of appropriate spare and
replacement parts of assemblies. Technical and quality
assurance requirements for ordering these parts or assem-~
blies shall be the same or equal to those requirements
placed on the original parts.

4.4,2 PROCUREMENT DOCUMENT REVIEW

A review of procurement documents, and changes thereto, which
are to be submitted to a contractor/supplier shall be made and
documented prior to contract award and as early in the document
preparation as practical. The review shall be performed by
personnel who have access to the pertinent information and who
have an adequate understanding of the requirements and intent of
the procurement documents. Objective evidence of procurement
document review shall include documentation of accomplishment of
the following:

a) VYerification that the appropriate requirements specified in
paragraph 4.4.1 of this plan are incorporated.

b) Determination of any additional or modified desfgn or data
collection criteria.

c) Analysis of exceptions or changes requested or specified by
the contractor, and determination of the effects such
changes may have on the {ntent of the procurement docu-
ments, or quality of the {tem service, or activity to be
supplied.

d) 1dentification of reviewer and date of review.
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4.4.3

CHANGES TO PROCUREMENT DOCUMENTS

Procurement document changes shall be initiated prior to the
work being conducted and shall be subject to the same degree

of control as utilized in the preparation of the original
documents and to the requirements of ~ paragraph 4.4 of this

Section.
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INSTRUCTIONS, PROCEDURES, AND DRAWINGS

SRPO MANAGW \ DATE CHIEF-QUALITY ASSURAN9$ DATE _
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5.1

5.2

5.3

PURPOSE

This Section establishes the responsibilities and requirements by which
SRPO assures the development and implementation of {instructions, proce-
dures, and drawings for accomplishing quality-related activities.

APPLICABILITY

This Section shall apply to SRP activities affecting quality and to
those personnel and organizations performing those activities.

RESPONSIBILITY

SRPO retains overall responsibility for assuring that instructions,
procedures and drawings which prescribe activities that affect quality
m‘ei established and implemented by those organizations accomplishing the
activity.

5.3.1 SRPO CHIEFS
The SRPO Chiefs have the primary responsibility to ensure that
activities affecting quality are planned and documented to meet
the requirements of this QA Plan. ’
5.3.1.1 The SRPO Chiefs are responsible for:
2) Ensuring that contractors have developed appro-
priate instructions, procedures and drawings for
their quality-related activities.

b} Providing training to SRPO personnel for CAAPs
within their functional scope of activities.

¢) ldentifying the need for new QAAPs or change in
existing QAAPs.

d) The preparation of QAAPs for activities within
their functional area.
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5.3.1.2 The Chief, Quality Assurance, is responsible for:

a) Developing QAAPs as required for functional
quality assurance activities.

b) Establishing a QAAP for controlling a standard
methodology for the preparation, maintenance and
control of QAAPs.

c) Coordinating, with a1l SRPO Chiefs, the develop-
ment of QAAPs within their functional areas as
required by this QA plan.

d) Approving or concurring all QAAPs indicating that
the QAAPs are adequate as to content and controls
and meet the requirements of this QA plan.

e) Coordinating the trainiﬁg for all CQAAPs and pro-
viding the training for quality assurance related
QAAPSs. ,

f) Approving the distribution 1ist of CQAAPs, which
is administered by the Chief, Budget and Project
Control.

g) Submitting QAAPs to Chicage Cperations and OGR
for approval.

h) Issufng the QAAPs to the Chief, Budget and
Project Control for distribution. .

5.3.2 PRIME CONTRACTOPS
Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA Specification as applicable to their scope of work and
shall pass the applicable requirements on to their contractors.
5.4 REQUIREMENTS
Quality-related activities shall be prescribed by and performed in ac-
cordance with documented instructions, procedures and drawings or other
documents appropriate to the activity.
Pocuments which prescribe quality-related activities shall 1include or
reference appropriate quantitative or qualitative acceptance criteria
for determining that the prescribed activities have been satisfactorily
accomplished.
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EEQQECT DOCUMENT CONTROL
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6.1

6.2

6.3

RLRE

PURPOSE

This Section establishes the responsibilities and requirements by which

SRPO assures that project documents which prescribe and describe quality-
related activities and requirements are controlled to assure that applic-
able documents are reviewed, approved, distributed, controlled and avail-
able at the location where they are to be used.

APPLICABILITY

This Section applies to the review, approval, distribution and control
of quality-related documents for the SRP.

RESPONSIBILITIES

SRPO retains overall responsibility for assuring that documents which
prescribe quality-related activities and requirements are controlled in
accordance with QAAPs which satisfy the requirements of this Section.

6.3.1 SRPO CHIEFS

6.3.1.1 The Chief, Budget and Project Control, 1is responsible
for identifying the scope of the document control pro-
gram and has the authority and responsibility for
document control administration. The Manager, Project
Control, has the responsibility to control the issu-
ance of the SRP Baseline Documents.

The Chief, Budget and Project Control, 1is responsible
for developing and implementing document control QAAPs
in accordance with the requirements of this Section.

The Chief, Budget and Project Control, {is responsible
for maintaining the distribution 1ist for the QA Plan
and the QAAPs, as well as historical copies of these
documents.
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6.3.2

6.3.1.2 The Chief, Quality Assurance, shall verify, through
audits and selective reviews, that the QAAPs estab-
1ished to control documents are being implemented.
The Chief, Quality Assurance shall also verify through
audits and reviews that the correct and applicable
documents are available at the location where they are
being used and that obsolete and superseded documents
have been removed from the work place.

The Chief, Quality Assurance, 1s responsible for ap-
proving the distribution 1ist for the SRPO QA Plan and
the QAAPs.

The Chief, Quality Assurance, shall approve the QA Plan
and concur or approve all QAAPs,

PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA Specification as applicable to their scope of work and
shall pass the applicable requirements on to their contractors.
The QA programs and procedures and subsequent revisions thereto
shall be submitted to SRPO for review and approval prior to
implementation.

6.4 REQUIREMENTS

6.4.1

DOCUMENT CONTROL PROGRAM

SRPO and Prime Contractor QA programs shall include provisions
for i{dentifying and controlling certain documents which are
quality-related. The programs shall include:

a) The types of documents to be controlled. Examples of types
of documents are: Drawings, specifications, design criteria
documents, procedures, the QA Plan and QAAPs, SRP baseline
documents, procurement documents, and work instructions.

b) The specific methods and responsibilities for control in-
clude the review, approval, d{ssuance, and revision of
controlled documents to assure their technical adequacy and
the inclusion of appropriate quality requirements.

¢) Identification of the individuals or groups authorized to
approve, release, receive and maintain documents.
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d) Provisfons for the review of documents for adequacy, com-
pleteness and correctness prior to approval and {ssuance.

e) Provisions which require that correct and applicable docu-
mengs are available at the location where they are to be
used,

f) Provisions which require that obsolete or superseded docu-
ments are removed and replaced by the applicable revisions
at work areas in a timely manner.

g) A master 1ist, established and maintained bj the organiza-
tion responsible for a document's jssuance, to identify the
current revision of controlled documents and the latest
changes to the documents.

h) A master copy of all revisions of controlled documents.

1) A controlled distribution 1ist to assure distribution to
those requiring such documents.

6.4.2 DOCUMENT REVIEW AND APPROVAL

Documents affecting quality shall be reviewed for adequacy and
approved for release by authorized personnel.

6.4.2.1 Individuals performing document reviews shall have

access to pertinent background data or information
upon which to base their review and approval.

'6.4.2.2 Major changes to documents shall be reviewed and ap-

proved by the same organizations and level that per-
formed the original review and approval unless other
organizations are specifically designated in writing.

6.4.2.3 Minor changes to documents, such as inconsequential

editorial corrections, shall not require a review and
approval cycle as performed for the original document.
However, the procedures controlling documents shall
clearly delineate the types of changes that do not
require such a review and approval and shall identify
individuals who can authorize such a decision.

6.4.2.4 Individuals performing document review and a&pproval

shall be authorized to do so and that authorization
shall be documented.

Form QAAP 2.1=-3 Rev. 0

7/85




Salt Repository Project Rev. O Issued 12-4-85

QUALITY ASSURANCE PLAN
Salt Repository Project Office (SRPO)

Section No. 7.0 Page _l_ of

8

TITLE

CONTROL OF PURCHASED ITEMS AND SERVICES

SRPO MANAGE DATE CHIEF ITY ASSURAN DATE
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7.1

7.2

7.3

v\ ‘7

PURPOSE

This Section establishes the responsibilities and requirements by which
SRPO ensures that procured items and services conform with the procure-
ment documents and that the qualification and approval of the Prime Con-
tractors' QA programs are performed

APPLICABILITY

This Section applies to all quality-related items and services procured
for the Salt Repository Project.

RESPONSIBILITY

SRP0 retains overall responsibility for assuring that quality-related
ftems and services for the SRP are procured in -accordance with the QA
Plan and QAAPs.

7.3.1  SRPO CHIEFS

SRP0 Chiefs are responsible . for the preparation of QAAPs in
compliance with Section 7.4 and include controls for:

a) Assuring that Prime Contractors establish procedures for
the control of purchased jtems and services and for en-
suring that the requirements of this Section are included
in procurement documents, as applicable.

b) Participating in Prime Contractor selection, offer evalua-
tion and conducting performance evaluation.

¢) Reviewing and approval of Prime Contractor QA Programs, re-
1ated QA procedures and nonconformance reports dispositioned
as "use-as-is" "repair".

d) Reviewing and acceptance of Prime Contractor technical
procedures as required by Technical Specifications.
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e)
d)
process.
e)
7.3.1.1

Accepting and validating delivered items. Prime Contractor
technical and quality-related deliverables such as activity
plans, data packages, procedures, instructions, and record
turnover packages shall be reviewed and accepted or re-
Jected in accordance with approved QAAPs.

Documenting and implementing the SRPO procurement planning

“ Ensuring that Contractor submitted documents are processed

and evaluated against appropriate acceptance criteria.

The Chief, Quality Assurance, is éesponsfble for the

preparation of QAAPs for quality assurance functions
as follows and in compliance with Section 7.4.

a)

b)

c)

d)

e)

f)

g)

h)

i)

Review and concurrence of SRPO QAAPs for the
control of purchased 1tems and services.

Performance of SRPO pre-award quality assurance
program evaluations and/or QA surveys prior to
the award of a contract.

Assuring that the bid evaluations conform with
the procurement QA requirements.

Review and recommend the appropriate Chief
approval of Prime Contract QA Programs and
related procedures.

Audit and surveillance of contractors to verify
proper fimplementation of their QA programs and
procedures for the control of purchased items and
services.

Assistance in the evaluation of Prime Contractor
performance based on surveillance, document
review trends, and/or receipt inspection.

Review and concurrence with SRPO contractors
nonconformances dispositioned as "use-as-is" or
"repair.*

Establishment of an appropriate QAAP for the
?rocurement considerations of commercial grade
tems.

Establishment of "QAAPs for conducting surveil-
lance and 1inspection activities to assure CA
compliance by Prime Contractors.
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7.4

7.3.1.2

7.3.1.3

The Chief, Contracts and Administration, shall be
responsible for preparation of QAAPs which provide the
responsibilities and controls related to the selection
and qualification of Prime Contractors and Interagency
Agreements. These QAAPs shall incorporate the ap-
plicable requirement attributes as f{dentified in
Section 7.4.

The Chijef, Budget and Project Control, shall be
responsible for preparation of QAAPs which provide the
responsibilities and controls related to the
administration of i{ntegrated contractor (National
Laboratories) task agreements.

7.3.2 PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA Specification as applicable to their scope of work and
shall pass the applicable requirements on to their contractors.
Prime Contractors shall submit their procedures to SRPO for
review and approval.

REQUIREMENTS

The procurement of quality-related items and services shall be conducted
in accordance with approved procedures to assure conformance of those
ftems and services with specified requirements.

7.4.1  PROCUREMENT PLANNING

7.4.1.1

Procuremeht activities shall be planned and docu-
mented. Planning shall be accomplished prior to start
of procured activities and as early as practicable.
Planning shall result in:

a) Identification of the activity to be accomplished.
b) Identification of interfaces.

¢) A uniform approach to the procurement process.

d) Documented {dentification of methods to be used.

e) The sequence of actions and milestones fndicating
the completion of these activities.
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f) The preparation of procedures to control the
procurement activities.

g) The responsibilities for control of procurement.

7.4.1.2 Procurement planning shall consider and provide for

' integration of the requirements of this Section and of
Section 4.0 of this QA plan. Planning shall provide
for the integration of:

a) Preparation, review and change control of the
procurement document.

b) Selection of procurement sources.
¢) Bid evaluation and award. |
d) Purchaser control of Contractor performance.

e) Verification (surveillance, inspection or audit)
activities by the purchaser, including notifica-
tion for hold and witness points.

f) Control of nonconformances.

g) Corrective action.

h) Acceptance of {tem or service.
1)  Quality assurance records.

7.4.1.3 In developing QA requirements for data collection
equipment, test equipment and other equipment, it
shall be determined whether proper performance of a
test can be determined during or after testing (f.e.,
whether failure or malfunction of test can be de-
tected). Where no QA controls are found to be
necessary, special quality/performance verification
requirements shall be established and described in
procedures governing use of the equipment.

7.4,2 CONTRACTOR SELECTION

Qualification criteria shall be established as part of the
solicitation process to ensure that only qualified offerers are
considered for award of contract.

7.4.2.1 Procurement source evaluation and selection measures
shall be implemented by the purchaser and shall pro-
vide for d{dentification of the puchaser's organiza-
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7.4.2.2

7.4.2.3

7.4.2.4

tional reéponsibﬂities for determining Prime Con-
tractor capability.

The selection of contractors shall include the evalua-
tion of their capability to provide items or services
in accordance with the QA requirements of the procure-
ment documents, prior to award of contract.

Contractor evaluation and selection, and the results
of the evaluation, shall be documented {n accordance
with appropriate procedures. .

Contractor QA evaluation shall include one or more of
the following:

a) Evaluation of the contractor's history of pro-
viding an 1{dentical or sinilar product which
performs satisfactorily in use. The contractor's
history shall reflect current capability.

b) Evaluation of contractor's current quality
records supported by documented qualitative and
quantitative information which can be objectively
evaluated.

¢) Evaluation of contractor's technical and quality
capability as determined by a direct evaluation
of his facilities and personnel and the implemen-
tation of his quality assurance program.

7.4,3 OFFER EVALUATION

7.4.3.1

7.4.3.2

Offers shall be evaluated to determine the extent of
conformance to the procurement documents. The evalua-
tion shall be performed by individuals or organiza-
tions desfgnated to evaluate, as applicable, the
following:

a) Technical considerations.

b) Quality assurance reguirements.

c) Offeror's personnel qualifications.

d) Offeror's production capability.

e) Offeror's past performance.

f) Alternatives to procurement specifications.
g) Exceptions to procurement specifications.

Evaluation of offers shall be documented.
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7.4.3.3

Prior to the award of the contract, unacceptable
quality conditions resulting from bid or proposal
evaluation shall be resolved to the satisfaction of
the purchaser's quality assurance representative.

7.4.4 CONTRACTOR PERFORMANCE EVALUATION

7.4.4.1

7.4.4.2

7.4.4.3

7.4.4.4

Interface procedures for the procurement of {tems and
services shall be established. These procedures shall
be documented and shall:

&) Assure an understanding between the purchaser and
contractor of the provisions and specifications
of the procurement documents.

b) Require the Contractor to d{dentify planning
techniques and processes to be utilized 1in com-
plying with procurement document requirements.

¢) Require a review of Contractor documents which
-are generated or processed during activities
fulfi11ing procurement requirements.

d) Control didentification and processing of neces-
sary change information. :

e) Establish a method to document information ex-
change between purchaser and Prime Contractor.

f) Establish the extent of source surveillance and
inspection activities.

Procedures shall be established by which to verify the

_ contractor's performance. Yerification activities

shall be accomplished by qualified personnel in ac-
cordance with approved procedures. Verification
activities may include dinspection, audit, surveil-
lance, and review and shall be conducted as early as
practicable.

The extent of verification activities shall be a
function of the relative importance, complexity and
quantity of the item or service procured and of the
contractor's qualfty performance.

Activities performed to verify conformance to require-
ments of procurement documents shall be recorded.
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7.4.5

7.4.6

7.4.4.5

A1l documentation related to quality assurance of
purchased items, such as surveillance and inspection
reports, audits, receiving 1inspection, nonconform-
ances, disposftioned as "use-as-is" or ‘“"repair"
waivers, corrective actions and certificates of con-
formance shall be evaluated by the purchaser to
determine the contractor's QA program effectiveness.

CONTROL OF CONTRACTOR GENERATED DOCUMENTS

7.4.5.1

7.4.5.2

7.4.5.3

7.8.5.4

7.4,5.5

Contractor generated documents shall be controlled,
handled, and approved in accordance with Section 6.0.

Contractor generated documents shall be submitted for
review and acceptance in accordance with procurement
specifications. Procedures shall be established which
provide for acquisition, processing, and recording ‘the
evaluation of technical, inspection and test data
against acceptance criteria.

Documents which are, or will become, QA records shall
be controlled in accordance with records management
procedures,

The organization providing items or services, shall

furnish the following documentation to the purchaser:

a) Identification of the specific procurement re-
quirements met.

b) ldentification of any procurement requirements
that have not been met.

¢) Description of those nonconformances from the
procurement documents dispositioned “accept-as-
is" or "repair."

The procedure for review and acceptance of these
documents shall be described in the purchaser's QA
program,

ACCEPTANCE OF ITEM OR SERVICE

Methods shall be established for the acceptance of an item or
service being furnished by the contractor,
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7.4.6.1 Prior to offering the items or servfces' for accep-
tance, the contractor shall verify that the {tem or
service being furnished complies with the procurement
requirements.

7.4.6.2 Where required by code, regulation, or contract,
documentary evidence that items conform to procurement
documents shall be available at the purchaser's site
prior to installation or use.

7.4.6.3 The Purchaser's methods used to accept an item or
related services may dinclude one or more of the
following:
2) Certificate of conformance.
b) Source verification.
¢) Receipt inspection.
d) Post-installation test.

7.4.6.4 Methods to accept procurement of services only shall
include at least one of the following:
a) Technical verification of data produced.
b) Surveillance and/or audit of the activity.
¢) Review of objective -evidence for conformance to

the procurement document requirements.
7.4.7 CONTROL OF CONTRACTOR NONCONFORMANCES

Contractors shall establish procedures for control of items and
services that do not meet procurement document requirements.
Nonconformances dispositioned as "repair" or "use-as-is" shall
be submitted to the purchaser for approval of the recommended
disposition.
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TITLE  IDENTIFICATION AND CONTROL OF ITEMS
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8.1  PURPOSE

This Section establishes the responsibilities and requirements for the
control of quality-related items, data and samples to assure that only
correct and accepted items and data are used or installed, and that only
gorrectly identified and traceable samples are used for generation "of
ata,

8.2 APPLICABILITY

This Section is applicable to quality-related items, data and samples
generated or used for the SRP,

8.3 RESPONSIBILITIES

SRPO retains the overall responsibility for ensuring that documents
which prescribe the identification and control of items are controlled
in accordance with QAAPs which satisfy the requirements of this Section.

8.3.1 SRPO CHIEFS

The SRPO Chiefs are respons"lble for implementing the requirements
of this section within their functional areas.

8.3.1.1 The Chiefs are 'also responsible for:

a) Incorporating the regquirements of this Section
into Prime Contractors' procurement specifica-
tions, as applicable to the procurement activity.

b} Ensuring the {incorporation of these requirements
into contractors' procedures.

c¢) Establishing QAAPs to meet the requirements of
this Section for any activity within SRPO requir-
ing the i{dentification and control of i{tems,
samples, or data.
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8.4

8. 3.2

8.3.1.2 The Chief, Quality Assurance, is responsible for the
performance of audits and surveillance to ensure the
implementation of the requirements of this section
within SRPO, and by all SRPO Prime Contractors.

PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA Specification as applicable to their scope of work and
shall pass the applicable requirements on to their contractors.

REQUIREMENTS

Controls shall be established to assure that only correct and accepted
jtems are used or installed.

8.4.1

8.4.2

TRACEABILITY

Cuality-related items shall be traceable to the appropriate
technical and/or quality documentation such as drawings, speci-
fications, purchase orders, drilling logs, field records, test
records, inspection documents, and nonconformance reports.,

8.4.1.1 'When specified by codes, standards, or specifications
' specific 1identification or traceability shall be
provided. Such requirements might 1include, but are

not 1imited to, identification or traceability of the

jtem to applicable specification and grade of

material; heat, batch, lot, part, or serial number; or

specified inspection, test, or other records.

8.4.1.2 VWhere required, certificates of chemical and/or
physical properties shall be traceable to the finished
item, or to test results and analyses using such
materials.

8.4.1.3 An indication of item quality status shall be provided

by records traceable to the 1{tem.
IDENTIFICATION

8.4.2.1 Identification shall be maintained eithef on the {items
or in documents traceable to the items. Identifica-
tion shall be by one or more of the following:

a) Physfcai identification shall be used to the
maximum extent possible.
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8.4.3

8.4.2.2

8.4.2.3

8.4.2.4

8.4.2.5

8.4.2.3

b) Where physical identification on the 1item fis
efther 1Impractical or insufficient, physical
separation, procedural control, or other appro-
priate means shall be employed to assure positive
jdentification.

¢) Identification markings, when used, shall be

applied using materfals and methods which provide
a clear and legible dJdentification and do not
detrimentally affect the function or service 1ife
of the item. ,

Indication of inspection/test status of items shall be
maintained throughout fabrication, assembly, storage,
shipping, installation, erection and operation of _the
item and shall conform to Section 14 of this Plan.

Markings shall be transferred to each part of an
fdentified 1item when subdivided and shall not be
obliterated or hidden by surface treatment or coatings
unless other means of identification are substituted.

Markings which become obliterated shall be restored
ijmmediately.

Items of production (batch, lot, component, part)

shall be fdentified from the {fnitial materfal receipt
and fabrication of the {items up to and including
installation and use. This d{dentification shall
relate an. item to an applicable design or other per-
tinent specifying document.

a) ldentification of materials, parts, and com-
ponents shall be unique to the item.

b) Records traceable to the item shall {include an
indication of the quality status of the item and
identification of the person performing the
quality verification.

Engineered 1items and components shall have their
engineering identity established either on the item,
or through records traceable to the ftem. The identi-
fication system for fabricated items shall provide
traceability to subcomponents and/or materials.

LIMITED LIFE ITEMS

Where specified, items having 1imited calendar or operating life
or cycles shall be identified and controlled to preclude use of
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8.4.4

8. 4.5

'8.4.6

jtems whose shelf 1ife or operating 1ife has expired. Items or
materials requiring control because of age or limited life
cycles are identified as to cure date, date of manufacture, and
expended 1ife.

STORED ITEMS

Items which are stored for future use or archived for historical
purposes shall be protected against physical damage or loss.

8.4.4.1 A controlled environment shall be provided for those
{tems requiring such controls. '

8.4.4.2 Provisions shall be made for the control of f{tem
identification consfstent with the planned duration
and conditions of storage.

8.4.4.3 Provisions shall be made for the maintenance or re-
placement of markings and identification records
damaged due to handling or aging.

8.4.4.4 Provisions shall be made for the protection of the
identifications on items subject to excessive de-
terioration due to environmental exposure.

| 8.4.4.5 Provisions shall be made for updating existing records.

DATA

Data that will be used as design inputs or to determine com-
pliance with requirements shall be traceable to 1its source or
sources., Identification and traceability of data shall be
maintained throughout the prescribed retention time of the data.

SAMPLES

Procedures shall be established to ensure that geological or
environmental samples are identified to allow traceability to
the sampling location and the sampling collection activity, as
well as other appropriate documentation such as drawings, speci-
fications, purchase orders, drilling logs, field records, test
records, inspection document, and nonconformance reports. These
procedures shall include organizational responsibilities.

8.4.6.1 An unique identification number or symbol shall be
assigned to each sample as soon as it is obtained.

8.4.6,2 Sample 1dentification shall provide a clear
assocfation with the work activity for which the
sample 1s being taken; traceability to such data as
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8.4.6.3

8.4.6.4

8.4.6.5

8.4.6.6

8.4.6.7

8.4.6.8

8.4.6.9

8.4.6.10

sample source and description of the sample time,
date, and place of sample collection; and
identification of personnel obtaining the sample
collection.

Sample {dentification shall be permanently attached or
otherwise associated with the sample without affecting
or contaminating the sample,

As appropriate, an identification may be placed on the
:;mp1e, on the container, or on records traceable
ereto.

If a sample is subdivided, each subsample shall be
assigned its own f{dentification, which retains the
subsample's association with the original sample.

Field tracking and reporting forms shall be employed
to establish sample status and history (i.e., chain-
of-custody). :

Chain-of-custody procedures shall be developed and
followed, and shall apply to all samples. The proce-
dures shall establish a chain-of-custody from sample
collection until sample destruction or final dis-
position.

Procedures for sample preservation shall be developed
and followed.

Documentation shall be made of the procedures for
preparation of reagents or supplies that become an
integral part of samples (e.g., preservation, filters,
etc. ).

Correct identification of samples shall be verified
and documented prior to release for use or analysis.
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9.1

9.2

9.3

PURPOSE \

This Section establishes the responsibilities and requirements by which
SRPO assures that processes which affect the quality of items or services
are appropriately controlled.

APPLICABILITY

The requirements of this Section are applicable to the control of pro-
cesses which could affect the quality of quality-related items or
services. Such processes include, but are not limited to, welding, heat
treating, chemical- cleaning, non-destructive examination (NDE), data
collection and analysis, sample collection laboratory processes and
analysis, handling of waste packages, inspection, testing, and computer
processes.

RESPONSIBILITIES

SRPO retains the overall responsibility for ensuring that documents
which prescribe the control of processes are controlled in accordance
with QAAPs which satisfy the requirements of this Section.

9.3.1 SRPO CHIEFS

9.3.1.1 The SRPO Chiefs are responsible for assuring that the
requirements of this Section are {incorporated into
procurement documents as required for the Prime Con-
tractors scope of work.

The SRPO Chiefs shall assure that QAAPs are prepared
and approved for any quality-related activity conducted
by SRPO relative to the requirements of this Section.

9.3.1.2 The Chief, Quality Assurance, 1s responsible for
ensuring that the requirements of this Section are in-
corporated into QA specifications as may be required,
taking into consideration the Prime Contractors scope
of work and the graded approach to QA,

Form QAAP 2.1-2 Rev. 0

7/85



Section No.

9.0

Rev. Page of

4

9.4

9' 3.2

The Chief, Quality Assurance, shall assure through
surveillance and audit activities that process controls
instituted by SRPO and/or the Prime Contractors are
approved and effectively implemented.

PRIME CONTRACTOR

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA Specification as applicable to their scope of work and
shall pass the applicable requirements or to their contractors.

REQUIREMENTS

Processes affecting the quality of items or services shall be controlled.
Special processes that control, or verify quality, shall be performed by
qualified personnel using qualified procedures and equipment. The
criteria for determining those processes that are controlled as special
processes shall be documented in procedures.

9.4.1

9.4.2

PROCESS CONTROL

9.4.1.1 Processes shall be prescribed by {instructions, pro-
cedures, drawings, checklists, or other appropriate
means. '

9.4.1.2 Process parameters shall be specified and controlled.

9.4,1.3 Environmental conditions under which the process is to
' be performed shall be specified and maintained.

9.4.1.4 The criteria for determining those processes that are
controlled as special processes shall be prescribed in
procedures.

SPECIAL PROCESSES

Special processes are those processes where process quality is
dependent largely on the skill of the operator and on the control
of process parameters and cannot be assured by the inspection of
the material or items alone. These processes shall be identi-
fied. Special processes shall be performed by qualified person-
nel using qualified procedures and qualified equipment. Each
process shall be performed in accordance with appropriate in-
structions.

9.4,2.1 Special process instructions shall include or reference
procedure, personnel, and equipment qualification
requirements.
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9.4.3

9.4.4

9.4.2.2

?.4.203

9.4.2.4

Conditions necessary for accomplishment of the process
shall be dincluded 1in procedures or instructions.
These conditions shall 1include proper equipment,
controlled parameters of the process, and calibration
requirements.

The requirements of applicable codes and standards
shall be specified or referenced in the procedures or
instructions.

Acceptance criteria shall be included and referenced
by the procedures or instructions.

QUALIFICATION OF PERSONNEL, PROCEDURES, AND EQUIPMENT

9.4.3.1

9.4.3.2

9.4.3.3

9.4.3.4

9.4. 3.5

RECORDS

9.4.4.1

Procedures, equipment, and personnel associated with

special processes shall be qualified in accordance

with applicable codes, standards, QA procedures, and
specifications, or when necessary, supplementary pro-
cedures. '

Personnel shall be certified, and the certifications
maintained through recertification, when required by
governing codes or standards.

For special processes not covered by existing codes
and standards, or where quality requirements specified
for an item exceed those of existing codes or stan-
dards, the necessary requirements for qualifications
of personnel, procedures, or equipment shall be speci-
fied or referenced in the procedures or instructions.

The QA organization shall monitor qualification
activities to verify that they are satisfactorily
performed and comply with specified requirements.

Re-qualification of personnel, procedures and equip-
ment shall be prescribed in procedures when required
by governing codes and standards.

Records shall be maintained, as appropriate, for the
qualified personnel, procedures, and equipment of each
special process.
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9.4.4,2 Special processes shall be accomplished and documented
on written process sheets, shop procedures, check-
lists, or equivalent reports. These shall provide for
recording evidence of acceptable performance of the
process, verification of performance, and, if appli-
cable, inspection and process results.

Form QAAP 2.1-3 Rev. 0 7/85




QUALITY ASSURANCE PLAN
Salt Repository Project Office (SRPO)

Salt Repository Project Rev. 0 tssued 12-4-85

Section No. 10.0 pPage 1 of __5_

TITLE
INSPECTION

S TANS W Y 75 N P
LR

10.1 PURPOSE
This Section establishes the responsibilities and requirements by which
the SRPO assures verification of conformance of an item or activity to

its specified requirements through inspection activities.
10.2 APPLICABILITY

This Section 1s applicable to inspection activities performed on {tems
and activities affecting quality.

10.3 RESPONSIBILITIES

SRPO retains the overall responsibility for ensuring that documents
which prescribe inspection activities are controlled in accordance with
QAAPs which satisfy the requirements of this Section.

10.3.1 SRPO CHIEFS

10.3.1.1 The SRPO Chiefs are responsible for the development
and 1identification of Jnspection characteristics,
methods, acceptance and rejection criteria, and the
recording of inspection results for those inspections
performed by SRPO.

SRPO Chiefs shall ensure that procurement specifica-
tions incorporate inspection requirements to assure
conformance with specification requirements,

10.3.1.2 The Chief, Cuality Assurance, 1s responsible for
coordinating the development of inspection QAAPs for
SRP0 1inspection activities and approval of those
QAAPs. The Chief, Quality Assurance, shall also be
responsible for independent inspections of contractor
activities to verify QA program implementation.
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10.3.2 PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA Specification as applicable to their scope of work and
shall pass the applicable requirements on to their contractors.

10.4 REQUIREMENTS

Inspections shall be planned and executed to verify conformance of items
and activities to their specified requirements.

The general procedures controlling {inspections shall establish the
criteria for the planning of inspections, conduct of inspections, quali-
fication of personnel conducting inspections, documentation of {inspec-
tions, and acceptance of the items or activities being inspected. These
procedures may be supplemented by activity or ftem-specific instructions.

10.4.1 INSPECTION PLAMNING

10.4.1.1 Planning for 1inspection activities shall be accom-
plished and documented within activity specific proce-
dures which provide for inspection instructions, and
an appropriate 1ist of jtems to be inspected. The
documentation shall identify:

a) Characteristics or activities to be inspected.

b) Method of 1inspection, i{ncluding, verification of
calibration and the integrity of instruments and
instrument systems and verification of maintenance, as
appropriate.

c¢) Individuals or groups responsible for performing the
inspection.

d) Acceptance and rejection criteria.

e) Required procedures, drawings, and specifications and
applicable revisions thereto.

f) Identification of the 9Jnspector and the objective
evidence of inspection results.

g) Necessary measuring and test equipment, including the
accuracy and precisfon requirements.

h) As applicable, mandatory inspection hold points beyond
which work will not proceed without authorized consent
to waive the hold point.
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10.4.1.2

10.4.1.3

Controls, where required, shall be established and
documented for the coordination and sequencing of hold
points at established 1inspection points during suc-
cessive stages of the activity.

The final {inspection shall be planned to arrive at a
conclusfon regarding conformance of the {item or
activity to specified requirements.

10.4.2 PERFORMANCE OF INSPECTION

10.4.2.1

a)

b)

c)

d)

e)

f)

g)

Inspection of quality affecting items or activities to
verify conformance to the requirements established
shall be performed according to the following require-
ments:

Sampling procedures used to verify acceptability of a -

group of {ftems shall be based on recognized standard
practices. -

In-process {inspections shall be performed for work

activities when necessary to verify quality.

Monitoring of process methods, equipment, and person-
nel shall be performed when inspection 1s. impossible,
disadvantageous, or insufficient to verify quality.

Both inspection and process monitoring shall be per-

formed in a systematic manner when control is {nade- .

quate without both, to assure that the specified
requirements for control of the process and quality of
the item are being achieved.

Final inspection shall 1include records review of the
inspection results and resolution of nonconformances
identified by prior inspections and their resolution.
Quality records shall be examined for adequacy and
completeness.

Completed items shall be {inspected for completeness,
markings, calibration, adjustments, protection from
damage, or other characteristics as required to verify
quality and conformances of each jtem to specified
requirements.

Consent to waive specified hold points shall be

recorded and approved by authorized personnel prior to-

continuation of work beyond the designated hold point.
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h) Required in-service inspection or surveillance shall
be planned and performed by or for SRPO.

10.4.2.2 Procedures shall be established and d{mplemented to
verify that the characteristics of an item continue to
remain within specified limits. These procedures
shall include:

a) Evaluation of performance capability of essential
emergency and safety systems, equipment and
activities.

b) Verification of calibration .and integrity of
instruments and instrument systems.

¢) Verification of required maintenance of the item.

10.4.3 REINSPECTION

Modifications, repairs, or replacements of {items performed
subsequent to final 1nspection shall require reinspection or
retest, as appropriate to verify acceptability. Reinspection or
retest shall be performed in accordance with original require-
ments.

10.4.4 INSPECTION RESULTS

Inspection results shall be documented and evaluated, and their
acceptability shall be determined by an authorjzed individual.
As 2 minimum, records of inspection results shall {identify:

a) Item inspected. '

b) Date of fnspection.

¢) Inspector.

d) Type of observation.

e) Results of acceptability.

f) Reference to information on action taken in connection with
nonconformances.

g} Traceability.
10.4.5 INSPECTION PERSONNEL

Personnel performing inspections of work activities for purposes
of acceptance shall be:
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a) Qualified and authorized to perform the assigned inspection
task in accordance with an established qualification pro-
gram for dinspectors. Inspector certifications shall be
documented and kept current. '

b) Independent of, and shall not report directly to, the
immediate supervisors who are responsible for the work
being inspected.

c¢) Part of the QA organization except for inspection requiring
special expertise in which case the {ndependence of the
1n§pe§t10n function from the work activity shall be main-
tained.

10.4.6 INSPECTION PROCEDURES

Review, approval, and control of inspection procedures shall be
in accordance with Section 6.0,

10.4.7 RECORDS

A1l dinspection and test records shall contain the following,
where applicable:

a) A description of the type of observation.

b) The data and results of the inspection or test.

c) Information related to conditions adverse to quality.
d) Inspector or data recorder identification.

e) Evidence as to the acceptability of the results.

f) Action taken to resolve any discrepancies noted.
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1.1

1.2

- 1N.3

LI
PURPOSE

This Section establishes the responsibilities and requirements by which
SRPO ensures that field and laboratory conducted development and perform-
ance tests are defined, implemented, and verified in accordance with
stated requirements.

APPLICABILITY

This Section is applicable to the development of test plans by SRPO and
development and implementation of contractor procedures for the conduct
of development and performance testing to determine conformance to
spec}fied requirements and that {tems will perform satisfactorily in
service.

"RESPONSIBILITIES

The SRPO retains overall responsibility for ensuring that tests as
required are conducted and controlled in compliance with the require-
ments of this Section. )

11.3.1 PROJECT MANAGER, SRPO

The Project Manager, SRPO, has ultimate responsibility for
development of test plans and for test control related to SRPO.
The SRPO chiefs have been delegated test control responsibilities
as applicable to their activities.

11.3.2 SRPO CHIEFS

11.3.2.1 The Chiefs are responsible for development of test
plans which will {mplement the overall DOE program
objectives and regulatory performance requirements,
and subsequent design criteria and specifications.
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11.3.2.2

To ensure that SRPO test plans and contractor proce-
dures {mplement the requirements of this section and
the regulatory performance requirements, the Chiefs
are responsible for review and approval of test plans
and procedures generated by contractors in their areas
of responsibility.

The Chiefs shall monitor site characterization tests
as well as any other types of field and laboratory
development tests conducted by contractors to verify
ﬂozer implementation of the requirements of paragraph

The Chief, Quality Assurance, 1{s responsible for
review of and concurrence with SRPO controlled test
plans.

11.3.3 PRIME CONTRACTORS

Prime Contractors to SRPO shall establish and implement & QA
program and procedures which satisfy the requirements of this
Section, and the applicable QA Specification, as applicable to
their scope of work as identified within the SRPO .CA specifi-
cation and shall pass those requirements on to their contrac-
tors, as applicable.

11.4 REQUIREMENTS

11.4,1 TEST PROCEDURES

11,410

Tests shall be planned and executed to verify conform-
ance of an item to specified requirements. As such,
procedures shall be established to provide the cri-
teria for developing and implementing test plans and
specific types of testing procedures. The procedures
shall provide:

a) Criteria for determining when a test is required.

b) Criteria for determining how testing activities
will be conducted.

¢) Provisions to assure that only trained and quali-
fied personnel perform tests.

d) Clear direction for developing test plans that
assure the reliability of test results and trace-
ability of test results to accepted standards.
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11.4.2

11.4.1.2

11.4.1.3

11.4.1.4

PLANNING

11.4.2.1

a)
b)

c)

d)
e)

f)
g)

h)

1)

The procedure controlling the planning of tests shall
address the requirements related to 2all phases of
testing, 1ncluding test planning, prerequisites,
conduct of testing, environmental conditions, qualifi-
cations, requirements, documentation and acceptance of
test results.

Test requirements and acceptance criteria shall be
provided or approved by the organization responsible
for the design of the item to be tested.

Test plans and procedures shall be reviewed in accor-
dance with the verification requirement of Section 3.0
of this QA plan.

The planning for test activities shall be accomplished
and documented. The documentation shall identify:

Characteristics to be tested.

Requirements and acceptance 1imits contained in ap-
plicable documents, including required precision and
accuracy, potential sources of uncertainty in test
procedures, plans, and parameters shall be identified.

Methods for performing the test. In 1ieu of specially
prepared written test procedures appropriate sections
of related documents, methods, supplier manuals, or

approved drawings or travelers with acceptance cri-

teria, can be used. Such documents shall {include
adequate instructions.

Mandatory inspection/monitoring hold points (as re-
quired).

Acceptance and rejection criteria, including required
Tevels of precision and accuracy.

Methods of data analysis.

Methods of documenting or recording test data and

‘results.

Provisions for assuring test prerequisites have been
met.

Available personnel qualified to perform test activi-
ties.
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11.4.3

11.4.4

11.4.5

11.4.6

11.4.7

11.4.2.2 Test procedures shall include provisions for assuring
that prerequisites for a given test are met. These
prerequisites finclude the availability and use of
calibrated instrumentation and adequate test equipment
and {nstrumentation, the completeness of {tem to be
tested, suitable and controlled environmental condi-
tions, that necessary monitoring 1is performed, and
provisions for data collection and storage.

TEST PERSONNEL

Personnel performing tests shall possess the appropriate
Jevel of qualification, in accordance with established
procedures.

PERFORMANCE

Tests shall be conducted to verify conformance of an {item to
specified requirements and to demonstrate that items will per-
form satisfactorily in use. Tests shall be performed by quali-
fied personnel in accordance with approved procedures.

TEST RESULTS

Test results shall be documented and evaluated by a responsible
authority to determine conformance with acceptance criteria.
Test records shall, as a minimum, identify:

a) Item tested (e.g., ftem number, part number, system number).
bs Date of Test.

c) Tester or data recorder.

d) Type of observation.

e) Results and acceptability.

f) Actfon taken in connection with any deviations noted.

g) Person evaluating test results.

DOCUMENT CONTROL

Test plans and procedures shall be reviewed and controlled 1in
accordance with Section 6.0. .

RECORDS

Test records shall contain requirements as addressed in Sec-
tion 10. of this QA plan.
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TITLE

COEIROL OF MEASURING AND TEST EQUIPMENT

SRPO MANAGER , DATE CHIEF-QUALITY ASSURANGE DATE
W\% e ’KS‘ e vigp e s lre JasT

12.1

12.2

12.3

PURPOSE

This Section establishes the responsibilities and requirements by which
SRPO assures that all measuring and test equipment used for quality-
related activities are adequately controlled.

APPLICABILITY

The requirements of this Section are applicable to the control of all

tools, gages, instruments, and other measuring, test and analytical

equipment used for quality-related activities.
RESPONSIBILITIES

The SRPO retains overall responsibility for assuring that measuring and
_}:e;t equipment used for quality-related project activities are control-
ed. . :

12.3.1 SRPO CHIEFS

12.3.1.1 The SRPO Chiefs have the primary responsibility for
assuring that measuring and test eguipment is control-
led and maintained within calibration. The SRPO Chiefs
are responsible for:

a) Including in procurement documents requirements to
implement this Section.

b) Preparing QAAPs to implement the requirements of
this Section within SRPO, as applicable.

c¢) Review and approval of Prime Contractor calibra-
tion procedures developed to iJmplement the re-
quirements of this Section.
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12.4

12.3.1.2 The Chief, Quality Assurance, shall assure through
audits and surveillances that controls are established
by the SRPO and the Prime Contractors to control meas-
uring and test equipment.

The Chief, Quality Assurance, fs responsible for re-
viewing and approving SRPO QAAPs developed to imple-
ment the requirements of this Section.

12.3.3 PRIME CONTRACTORS

Prime Contractors shall establish and implement QA programs and
procedures which satisfy the requirements of this Section and
the QA specifications applicable to their scope of work and shall
pass the applicable requirements on to their contractors.

REQUIREMENTS

Tools, gages, instruments, and other measuring and test equipment used
for activities affecting quality shall be controlled, calfbrated and
adjusted at specified periods to maintain accuracy within necessary
Timits.

Procedures shall be established for calibration, maintenance and control
of the measuring and test equipment used for measurement inspection, or
monitoring quality-related activites, processes or {tems.

12.4.1 IDENTIFICATION OF EQUIPMENT REQUIRING CONTROL

The types of equipment requiring control shall be established.
Such equipment shall include, but not be limited to, all measur-
ing, test and analytical instruments, tools, gages, reference
and transfer standards, and non-destructive test equipment used
in the monitoring, measurement, {inspection and analysis of
quality-related items or activities.

12.4.2 SELECTION OF EQUIPMENT

The selection of measuring and test equipment shall be control-
led to assure that such items are of proper type, range, accur-
acy, and tolerance to accomplish the function of determining
conformance to specified requirements.

12,4.3 CALIBRATION OF EQUIPMENT

12.4.3.1 Measuring and test equipment shall be calibrated, ad-
Justed, and maintained at prescribed intervals or prior
to use against certified equipment having known valid
relationships to nationally recognized standarcs.
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12.4,3.2 If no recognized standards exist, the basis for cali-
bration shall be documented, reviewed and accepted.
The basis for acceptance sha11 also be documented.
12.4.3.3 Calibration procedures shall contain appropriate cali-
bration acceptance/rejection criteria.
12.4.4 CONTROLLED EQUIPMENT
12.4.4.1 The method and interval of calibration for each {tem
shall be defined, based on the equipment type, sta-
bility, characteristics, required accuracy, intended
use, and other conditions that may affect control.
12.4.4.2 Controls shall be established to assure that control-
led equipment is recalled from use as required for
recalibration.
12.4.4.3 When equipment {is found to be out of calibration, an
evaluation shall be made and documented of the vali-
dity of previous inspection or test results and also
the acceptability of {ftems {inspected or tested since
the last calibration. Inspections or tests shall be
repeated on those items determined to be suspect, as
determined to be necessary, based on the evaluation.
12.4.4.4 Out-of-calibration devices shall be tagged, segregated
and not used until recalibrated.
12.4.4.5 Equipment found to be consistently out of calibration
shall be repaired and recalibrated or replaced.
12.4.4,6 Recalibration shall be performed and documented when-
ever the accuracy of the equipment {s suspect, and
before its previous calibration expires.
12.4.5 COMMERCIAL DEVICES
Calibration and control measures may not be required for rulers,
tapes, levels, and other devices, if normal commercfal equipment
provides adequate accuracy.
12.4.6 HANDLING AND STORAGE

Measuring and test equipment shall be properly handled and stored
to mafntain accuracy.
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12.4.7 RECORDS

Records shall be maintained and equipment shall be suitably
marked to indicate calibration status.

12.4.7.1 Records shall include objeciive evidence that the stat-
us of all 1{tems under the calibration system are
recorded and maintained.

12.4.7.2 Controlled measuring and test equipment shall be {iden-
tified and traceable to the calibration test data.

'12.4.7.3 Controlled equipment shall be suitably marked to indi-
‘cate calibration status and date of the next calibra-
tion and to provide traceability .to calibration test
data.
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TITLE

HANDLING, STORAGE, AND SHIPPING

SRPO MANAGER W DATE CHIEF-QUALITY ASSURANGE DATE
MNdY Wo\er |"EEVEZT L L s

13.1

13.2

13.3

AL

PURPOSE

This Section establishes the responsibilities and requirements by which
SRPO assures the proper handling, storage, cleaning, packaging, ship-
ping, and preservation of items to prevent damage or loss and to mini-
mize deterioration.

APPLICABILITY

This procedure applies to the handling, storage, cleaning, packaging,
shigp}ng and preservation of all quality-related d{tems and related
activities.

RESPONSIBILITY

The SRPO retains overall responsibilities for. assuring that adequate
measures have been established and implemented for the control of hand-
1ing, storage and shipping of quality-related items.

13.3.1 SRPO CHIEFS

13.3.1.1 The SRPO Chiefs -are responsible for assuring that
procedures are established to control the handling,
shipping and storage of quality-related items, and for
assuring that the requirements of this Section are
included in applicable procurement documents.

13.3.1.2 The Chief, Quality Assurance, is responsible for:

a) Reviewing and concurring with SRPO procedures
which control handling, shipping and storage.

b) Reviewing SRPO procurement documents to assure
that the requirements of this Section are in-
cluded.

¢) Verifying through audits and surveillances, that
contractors properly implement their hand11ng.
storage and shipping procedures.
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13.4

13.3.2 PRIME CONTRACTORS

Prime Contractors to SRPO are responsible for establishing QA
Programs and procedures which satisfy the requirements of this
Section, and the QA Specification, as applicable to their scope
of work, and shall pass the requirements on to their contractors.

REQUIREMENTS

Handling, storage, cleaning, packaging, shipping, and preservation of
jtems shall be controlled to prevent damage or loss and to minimize
deterioration.

Handling, storage, and shipping of {items shall be {n accordance with
established work and {inspection instructions, drawings, specifications,
shipment instructions, or other pertinent documents or procedures speci-
fied for use 1n conducting the activity.

13.4.1 PROCEDURES

Specific procedures for handling, storage, packaging, shipping,
cleaning and preservation shall be used when required for
?ua'lity-re'lated, critical, sensitive, perishable, or high-value
tems.

13.4.1.1 HWritten procedures shall provide for special equipment
(such as containers, shock absorbers, and accelero-

. meters) and special protective environments (such as

inert gas atmosphere, specific moisture content

levels, and temperature 1levels) when required for
particular items and their existence shall be verified.

13.4.1.2 1Instructions and procedures for marking and labeling
of {items during packaging, shipment, handling, and
storage shall be established to adequately identify,
maintain, and preserve the {item. The d{dentification
of {tems shall include an {ndication of the presence
of lspecia'l environments or the need for special con-
trols.

13.4.1.3 Procedures shall provide for cleaning and preservation
of all items whose quality may be affected by foreign
objects and environmental conditions.

13.4.1.4 Procedures shall provide for control of the handling,
storage, packaging, preservation, cleaning and ship-
ping of geological and environmental samples to pre-
clude damage, loss, or deterioration. The procedures
shall provide for traceability of samples.
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13.4.1.5 MHritten procedures shall provide for the handling,
preservation, storage, packaging, cleaning and ship-
ping by suitably trained individuals in accordance
with predetermined work and inspection instructions.
13.4.2 SPECIAL TOOLS

13.4.2.1

13.4.2.2

13.4‘2.3

Special handling tools and equipment shall be utilized
and controlled as necessary ‘to ensure safe and ade-
quate handling. :

Special handling tools and equipment shall be in-
spected and tested in accordance with procedures and
at specified time intervals to verify that the tools
and equipment are adequately maintained. .

Operators of specfal handling. tools and equipment
shall be experienced or trained in the use of the
specific tools or equipment.
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TITLE
INSECTION. TEST, AND OPERATING STATUS
SRPO MANAGER \ DATE CHIEFQUALITY ASSURANCE DATE
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\NIALE |
14,1 PURPQOSE
This Section establishes the responsibilities and requirements by which
SRPO assures that quality-related items are not inadvertently used prior
to performance of required tests and inspections. This Section also
establishes the responsibilities and requirements by which SRPO identi-
fies the status of required tests and inspection and the operating
status of structures, systems and components.
14.2 APPLICABILITY
This Section is applicable to all SRP0 quality-related jtems and activi-
ties for which {nspection, test and operating status controls are ap-
plicable. .
14,3 RESPONSIBILITIES

SRPO retains overall responsibility for assuring that adequate measures
have been established and. implemented for {indicating the inspection,
test and operating status of quality-related {tems.

14,3.1 SRPO CHIEFS

14.3.1.1 The SRPO Chiefs shall ensure that procedures are
established for the {dentification and control of
status {indicators and for assuring that the require-
ments of this Section are 1included in applicadble
procurement documents.

14.3.1.2 The Chief, Quality Assurance, is responsible for:

a) PReview and concurrence of SRPO QAAPs which
control status dindicators for quality-related
items.

b) Review of SRPO procurement and QA specifications
to assure that the requirements of this Section
are included.

Fo m QAAP 2.1=2 Rev. 0

7185




Section No. 14.0 Rev. 0 Page 2 of 2
¢) Audit and survefllance of contractors to verify
the proper implementation of their procedures
which control status indicators.
14.3.2

PRIME CONTRACTORS

Prime Contractors to SRPO are responsible for establishing CA
Programs and procedures which satisfy the requirements of this
Section and the QA Specification, as applicable to their scope
of work, and shall pass the requirements on to their contractors.

14,4 REQUIREMENTS

14.4.1

14.4,2

STATUS IDENTIFICATION

The status of inspection and test activities shall be identified
either on the items or in documents traceable to the ftems where
it 1s necessary to assure that required inspections and tests
are performed and to assure that ftems which have not passed the
required inspections and tests are not inadvertently installed,
used, or operated.

14.4.1.1 Status shall be maintained through indicators, such as
physical location and tags, markings, shop travelers,
stamps, inspection records, or other suitable means.

14.4.1.2 Procedures shall be established to indicate, by the
use of markings, the status of 1inspections and tests
on individual items.

14.4.1.3 Status indicators shall also provide for {indicating
the operating status of systems and components of the
facility to prevent inadvertent operation.

AUTHORIZED PERSONNEL

The authority for application and removal of tags, markings,
labels, and stamps shall be specified in procedures.
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CONTROL OF NONCONFORMING ITEMS AND ACTIVITIES

SAPO MANAGE‘\;%\Q i% \u,\zS' “’Ew‘“ff% e el e T

15.1

15.2

15.3

PURPOSE

This Section establishes the responsibilities and requirements by which
the SRPO assures that all project activities and items which do not
conform to the SRPO QA Program requirements are properly 1dentified
documented and dispositioned.

APPLICABILITY

This Section applies to the control of nonconforming items and activi-
ties identified within the scope of the SRPO QA Program.

RESPONSIBILITIES

SRPO retains the overall responsibility for assuring that project
activities and items that do not conform to the requirements established
are identified, documented, evaluated, segregated (when practical) and
dispositioned.

15.3.1 PROJECT MANAGER, SRPO

The Project Manager, SRPO, shall ensure that controls are
established for the 1dentiﬁcation, documentation and disposi-
tion of nonconforming dtems and activities and to provide
management support to the t'lme'ly disposition of nonconforming
items or activities.

15.3.2 SRPO CHIEFS
15.3.2.1 The SRPO Chiefs are responsible for:

a) Documenting on Nonconformance Reports (NCRs) those
conditions which meet the definition of nonconformance
(see glossary for definition). SRPO generated Non-
conformance Reports may be 1initiated by any SRPO
individual and shall be submitted to the Chief,
Quality Assurance, who shall validate, assign control
numbers, process and control the NCR in accordance
with the applicable QAAP. The NCR shall be evaluated
and dispositioned by the responsible Chief and ad-
ministered in a timely manner.
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b)

c)

15.3.2.2

Assuring that all SRPO nonconformance reports, and
Prime Contractor dissued nonconformance reports dispo-
sftioned as "use-as-1s" or “repair", are correctly
dispositioned, and that the disposition will correct
the nonconforming condition. NCRs shall also be
evaluated to determine {if the nonconforming condition
may constitute a significant condition adverse to
quality, per the criteria provided in Section 16.0 of
this QA plan. If a significant condition adverse to
quality {s {dentified, a Corrective Action Report
82;;1 be generated in accordance with the controlling

Asag;ing that a "stop work" condition 1s documented on
a .

The Chief, Quality Assurance, shall be responsible for
the preparation of QAAPs which shall meet the
requirements of this Section and shall also have the
following responsibilties:

a) Administration of the nonconformance control
system, This system shall include {issuing and
logging the NCR control numbers, maintaining the
status of the NCR, including its disposition,
verification of completion of the recommended
disposition and close out of the NCR. Overdue
responses shall be monitored and periodically
reviewed with the Project Manager, SRPO.

b) Coordination and the administration of Prime
Contractor NCRs issued to SRPO, which have been
dispositioned "use-as-1s" or "repair" to ensure
that the NCR has been reviewed and approved by
cognizant SRPO Chiefs 1n accordance with an
applicable QAAP,

¢) Provision of a documented system for trending
NCRs by SRPO and Prime Contractors and reporting
significantly adverse trends to management, using
a Corrective Action Report,

d) Verification through audits and surveillances
that Prime Contractors are adhering to their
responsibilities and the requirements of this
Section, and their QA program, relative to con-
trol of nonconforming items and activities.
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15.3.3 PRIME CONTRACTOR

Prime Contractors to SRPO are responsible for establishing QA

Programs and procedures which satisfy the requirements of this

Section and the QA Specification, as applicable to their scope

of work, and shall pass the requirements on to their contractors.

15.3.3.1 Prime Contractors shall submit all nonconformance
reports dispositioned as “use-as-is" and “"repair" to
SRPO for review and approval of the disposition.

. 16.3.3.2 Prime Contractors shall submit to the SRPO Chief,
Quality Assurance, semi-annual trend analysis reports
of their initiated nonconformance reports.

156.4 REQUIREMENTS
15.4.1 CONTROL PROCEDURES
15.4.1.1 Items or activities that do not conform to specified
requirements shall be controlled to prevent their
inadvertent i{nstallation, use or continued process-
ing. The nonconforming conditions shall be corrected
or dispositioned in a timely manner. _
15.4.1.2° Controls shall be provided for identification, docu-
mentation, evaluation, segregation when practical, and
disposition of nonconforming items or activities, and
for the notification of the NCR to the affected or-
ganizations. Procedures shall also jdentify individ-
uvals or organizations authorized to dispose of and
close out nonconformances. Additionally, procedures
shall provide for follow-up and verification of NCR
closeout.

15.4.2 IDENTIFICATION

The identification of nonconforming items shall be by marking,
tagging, or other methods which shall not adversely affect the
" end use of the item. The identification shall be legible and
easily recognizable. If dJdentification of each nonconforming
ftem {is not practical, the container, package, or segregated
storage area, as appropriate, shall be identified.

15.4.3 SECGREGATION

Nonconforming {1tems shall be segregated, when practical, by
placing them in a clearly identified and designated hold area
until properly dispositioned. When segregation is impractical
or jmpossible due to physical conditions such as size, weight,
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15.4.4

15.4.7

or access limitations, other precautions shall be documented and
employed to preclude inadvertent use of a nonconforming item.

DISPOSITION

Nonconforming conditions of the item or activity shall be re-
viewed and recommended dispositions shall be proposed and ap-
proved 1in accordance with procedures. Further processing,
delivery, installation, or use of & nonconforming item shall be
controlled pending an evaluation, and an approved disposition by
authorized personnel. The responsibility and authority for
zv:}uazion and disposition of nonconfonning items shall be
efine

15.4.4.1 Personnel performing evaluations to determine a dispo-
sition shall have demonstrated competence in the
specific area they are evaluating, have an adequate
understanding of the requirements, and have access to
any pertinent background information.

15.4.4.2 The final disposition, such as use-as-is, reject,
repair, or rework, of nonconforming ditems shall be
identified and documented. Technical Justification
for the acceptability of a nonconforming item, dispo-
sftioned "repair,” or "use-as-is" shall also be docu-
mented. The as-built records, 1if such records are
required, shall reflect the accepted deviation.
Repaired or reworked items <shall be reexamined in
accordance with applicable procedures and with the
original acceptance criteria unless the nonconforming
1t$m q?sposition has established alternate acceptance
criteria,

RECORDS

Documentation shall include description and identification of
the nonconformance, disposition of the nonconformance and sig-
nature approval of the disposition. Nonconformance Reports
shall be periodically analyzed by the QA organizations to iden-
tify quality trends of nonconformances. The results shall be
reported to upper management for review and assessment.
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TITLE

CORRECTIVE ACTION

SRPQO MANAGER 5 DATE CHIEF-QUALITY ASSURA DATE _
X LXY{ ,44,‘\/ ot u/-:.c-/gs

16.1

16.2

16.3

ML

PURPOSE

This Section establishes the responsibilities and the requirements by
which the SRPO assures that significant conditions adverse to quality
are identified, documented, administered and corrected. This Section
also establishes requirements for trending conditions adverse to quality
and reporting these trends to management.

APPLICABILITY

This Section shall be applicable to all items and activities found to be
sfignificant conditions adverse to quality.

RESPONSIBILITIES

SRPO retains overall responsibility for assuring that significant condi-
tions adverse to quality are identified, documented, administered and
corrected.

16.3.1 PROJECT MANAGER, SRPO

The Project Manager, SRPO, shall ensure that controls are estab-
lished and implemented to control significant conditions adverse.
to quality, in accordance with this Section. Additionally, he
shall assure that line management is actively identifying, docu-
menting, processing and providing timely responses to Corrective
Action Reports (CARs).

The Project Manager, SRPO, has the overall responsibility to
assure that significant conditions adverse to quality are docu-
mented on & Corrective Action Report (CAR) and are communicated
to DOE-Chicago Operations Office and DOE-Office of Geologic
Repositories (OGR) for information.

The Project Manager, SRPO, shall evaluate Corrective Action
Reports for reportability as an Unusual Occurrence Report.

16.3.2 SPPO CHIEFS
16.3.2.1 The SRPO Chiefs are responsible for:
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a) ldentication of those conditions which meet the
documented criteria for significant conditions
adverse to quality and report those conditions to
the Chief, Quality Assurance, who shall initiate,
control and process a Corrective Action Report
(CAR) in accordance with the related QAAP.

b) Determination if the conditions adverse to qual-
ity as documented on CARs Jjustify “stopping
gork", as defined with the Glossary of this QA
lan.

c) Evaluation of the CARs distributed to the SRPO
from Prime Contractors and concur or reject the
disposition taken and administer the CAR in
accordance with the controlling QAAP.

The Chief, Quality Assurance, is responsible for the
preparation of the SRPO QAAPs relative to the admin-
ifstration of Corrective Action Reports and trending in
accordance with the requirements of this Section. The
Chief, Quality Assurance, also has the following
responsibilities:

. a) Administration of the Corrective Action Reporting

system, as documented in the appropriate QAAP,
The system shall 1include logging, controlling,
tracking for final verification of close out and
documenting the status of any overdue responses,
and periodically reporting to the Project Manager,
SRPO, the status of overdue CAR responses.

b) Coordination of the administration (control,
tracking, trending and status) of CARs {issued.to
or received by SRPO, for review, evaluation
and/or reporting to management.

c¢) Provision of a documented system for the trending
and reporting of CARs and NCRs by SRPO and the
Prime Contractors to management. Deficiency and
cause trend codes shall be uniformly used by SRPO
and the Prime Contractors to provide uniformity
in trending data. The SRPO QA specifications
shall place these trending requirements on the
Prime Contractors. Deficiency information to be
trended shall include nonconformances, corrective
action reports, and audit/surveillance findings.
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16.3.3

16.4 REQUIREMENTS

PRIME CONTRACTORS

Prime Contractors to SRPO are responsible for establishing QA
Programs and procedures which satisfy the requirements of this
Section and the QA specification, as applicable to their scope
of work, and shall pass the requirements on to their contractors.

16.3.3.1 Prime Contractors shall provide the SRPO Chief, Qual-
ity Assurance, through the cognizant SRPO Chief or the
responsible Technical Manager, with copies of Correct-
jve Action Reports generated under their quality assur-
ance program, -

16.3.3.2 Prime Contractors shall submit to the SRPO Chief,
Quality Assurance, through the cognizant SRPO Chief or
the responsible Technical Manager, semi-annual trend
analysis reports of the Corrective Action Reports
generated.

16.4.1

IDENTIFICATION

16.4.1.1 Significant quality problems as defined by the

criteria in this Section shall be identified promptly,

" reported to appropriate 1levels of management and
corrected as soon as practical.

16.4.1.2 In cases where the condition adverse to quality is
jdentified and documented as a nonconforming condition
(See Section 15.0), the Nonconformance Report may be
escalated to a significant condition adverse to qual-
ifty, and documented on a Correction Action Report, at
the discretion of the cognizant SRPO Chief or the
Project Manager, SRPO,

16.4.1.3 V¥hen the results of trending activities (e.g., trend-
ing of nonconformances, trending of inspection results)
indicate a significantly adverse trend, a Corrective
Action Report shall be initiated.

16.4.1.4 V¥hen an audit finding is determined to constitute &
sfgnificant condition adverse to quality, a Corrective
Action Report shall be initiated.
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16.4.2

16.4.3

16.4.4

16.4.5

16.4.6

16.4.1.5 When the need for a Corrective Action Report is fdenti-
fied, the Chief, {identifying the need, shall contact
the Chief, Quality Assurance, to initifate & CAR. All
CARs will be initiated, admninistered and controlled by
the quality assurance organization.

SIGNIFICANT QUALITY PROBLEMS

When a condition adverse to quality is determined to be a signif-
jcant quality problem, the cause of the condition shall be deter-
mined and corrective action taken to preclude reoccurrence. The
CA $rganization shall concur with the adequacy of the corrective
action.

INITIATION OF CORRECTIVE ACTION

Following the {initiation of a Corrective Action Report, the
report form describing the significant condition adverse to
quality shall be transmitted to the 1ine manager responsible for
the activity or item involved. The responsible 1ine manager
shall determine the cause of the condition and the corrective
action necessary to prevent recurrence.

REPORTING TO MANAGEMENT

Significant conditions adverse to quality, the cause of the
conditions, and the corrective action taken to preclude recur-
rence shall be documented and reported to. the upper levels of
management for review and assessment.

FOLLOW-UP ACTION

When corrective actions have been implemented, appropriate
follow-up action shall be taken by the QA organization to verify
effectiveness and to close out the corrective action in a timely
manner.

CRITERIA

A Corrective Action Report shall be initiated when any one of
the following conditions are {identified:

a) Trends adverse to quality, as fdentified by any organiza-
tion within SRP, which indicates a significant quality
problem. Trending procedures shall contain the criteria
for identification of an adverse trend.
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b) Any deficiency in an item, activity or document which, if
not detected and corrected, could have an adverse effect on
an item or items important to safety or important to waste
isolation.

'¢) A design deficiency, construction or fabrication error
found subsequently during construction, testing, modifica-
tion or operation which, had it remained undetected, could
have had an adverse effect on the performance, relfability
or safety of the facility at some point in its design life-
time.

d}) A significant breakdown or failure in any portion of qual-
fty assurance programs.

e) Any significant quality problem.

16.4.6 RECORDS

a)
b)
c)
d)

e)

f)

+ Documentation of corrective actions shall include:

Identification of the adverse condition.

Immediate action taken to alleviate the condition.
Corrective action to be taken.

Evaluation of corrective action.

Verification of implementation and effectiveness of correct-
ive action. ~

Responsible individual and/or organization.
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17.1 PURPOSE
This Section establishes the responsibilities and requirements by which
SRPO assures the identification, issuance, storage, maintenance, trace-
ability and retrievability of quality assurance records.

17.2 APPLICABILITY

This Section applies to all SRP documents which are considered quality
assurance records and to the activities which involve these records.

17.3 RESPONSIBILITIES

SRPO retains overall responsibility for assuring that adequate measures
have been established and implemented for the control of quality assur-
ance records.

17.3.1  PROJECT MANAGER, SRPO

The Project Manager, SRP0O, 1s responsible for ensuring the
establishment of controls to assure that records which furnish
evidence of activities affecting quality .are {dentified, pre-
pared, stored and maintained.

17.3.2 SRPO CHIEFS
17.3.2.1  The SRPO Chiefs are responsible for:
a) Assuring that procedures are established and
implemented by contractors to identify, collect,
maintain and distribute or submit QA records.

b) Identifying documentary evidence which {s or
will become QA records.

c) Generating QA records for documenting quality-
related activities.
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d) Designating record retention periods within
their areas of responsibility.

17.3.2.2 The Chief, Budget and Project Control, shall estab-
1ish records transfer procedures for the Prime
Contractors to assure that all quality assurance
records are provided to SRPO.

17.3.2.3 The Chief, Quality Assurance, is responsible for:

a) Developing implementing SRPO procedures (QAAPs)
which control the d{dentification, collection,
receipt, retention, and storage of QA records.

b) PReviewing SRPO procurement documents to assure
that requirements of this Section are included.

c) Verifying through audit and surveillance that
contractors develop and dimpliement QA records
control procedures.

d) Designating the retention period of Quality
Assurance records.

e) Establishing or concurring with the responsibil-
jties for controlling and maintaining .record
© storage facilities.

f) Verifying perifodically the availability of
records stored for SRPO by other organizations.

17.3.3 PRIME CONTRACTORS

Prime Contractors to SRPO are responsible for establishing QA
Programs and procedures which satisfy the requirements of this
Section and the QA Specification, as applicable to their scope
of work, and shall pass the requirements on to their contrac-
tors.

Prime Contractors to SRPO have been delegated the responsibil-

ity to provide an integrated records control system which

assures control of QA records from inftiation to final records

storage. This system shall identify records which are retained

by their contractors, and shall include provisions for records

g;an?fer. This system shall implement the requirements of this
ction. ‘

A Records Management Plan which describes this system shall be
submitted to SRPO for review and concurrence.
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17.4 REQUIREMENTS

Records that furnish documentary evidence of quality shall be specified,
prepared, and maintained. Records shall be legible, identifiable, and
retrievable. A1l records shall be protected against damage, deteriora-
tion, or loss. A1l requirements and responsibilities for record trans-
mittal, distribution, retention, maintenance, and disposition shall be
established and documented in procedures.

17.4.1  RECORDS SYSTEM

A records system shall be established prior to site characteri-
zation by SRPO and each contractor who generates and stores QA
records. The records system shall be defined and implemented
in accordance with written procedures. The scope of the
records program shall be defined.

17.4.2 RECORD TYPES

The applicable design specifications, procurement documents,
test plans and procedures, operational procedures or other
documents shall specify the quality assurance records to be
generated, supplied, or maintained by or for the SRPO. All
documents that are designated to become QA records shall be
1$$fﬁle, accurate, and completed appropriate to the work accom-
plished.

17.4.3 AUTHENTICATION

Documents shall be considered valid QA records only if stamped,
initialed, or signed and dated by authorized personnel or
otherwise authenticated. This authentication may take the form
of a statement by the responsible 1individual or organization.
Handwritten signatures are not required if the document is
clearly identified as a statement by the reporting individual
or organization. The records may be originals or reproduced
copies.

17.4.4  INDEX

Records shall be indexed. The indexing system shall include,
as a minimum, record retention times and location of the record
within the record system.

17.4.5 DISTRIBUTION

Records shall be distributed, handled and controlled in accor-
dance with written procedures. -
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17.4.6  TRACEABILITY
Records and/or the 1indexing system shall provide sufficient
information to permit fdentification between the record and the
item or activity to which it applies.

17.4.7 CLASSIFICATION
Records shall be classified and maintained in accordance with
the following criteria for permanent or non-permanent records:
17.4.7.1 Permanent records are those that fall under one or

more of the following criteria:

a) Those vhich would be of significant value in
demonstrating capability for safe operation.

b) Those which would be of significant value 1in
determining the cause of an accident or malfunc-
tion of an item.

¢) Those which would be of significant value in
maintaining, reworking, repairing, replacing, or
modifying an item.

d) Those which provide required baseline data to
inservice inspections.

e) Those which provide a basis for licensing of the
repository.

17.4.7.2 MNon-permanent records are those required to show
evidence that an activity was performed in accor-
dance with the applicable requirements but need not
be retained for the 1ife of the item because they do
not meet the criteria for permanent records. The
retention period, custodian and storage location for
non-permanent records shall be established 1in
writing.

17.4.8 CORRECTION

Records may be corrected in accordance with procedures approved

by SRPO. Procedures shall include & review of corrections by

the originating organization. The correction shall include the

date of correction and the identification of the individual

authorized to issue the correction.
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17.4.10

17.4.

RECEIPT CONTROL

The 1individual or organization responsible for receiving
records shall provide protection from loss or damage during the
time that records are in their possession. The receipt control
system shall include the following:

a) ldentification of the designated organization responsible
for receipt control.

b) A method for designating the required records.
¢) A method for identifying records received.
d) Procedures for receipt and inspection of incoming records.

e) A method for maintaining current and accurate assessment of
the status of records during the receiving process.

STORAGE PROCEDURE

Storage, preservation, and safekeeping of QA Records shall meet
the requirements of this Section. Prior to storage of records,
a written storage procedure shall be prepared and responsibil-
ity assigned for enforcing the requirements of that procedure.
The procedure shall include: : _

a) A description of the storage facility, or the various
storage locations when duplicate storage is used.

b) The filing system to be used.

c) A method for verifying that the records received are in
agreement with the transmittal document and that the
records are legible.

d) A method of verifying that the records are those designated.

e) The rules governing access to and control of the file.

f) A method for maintaining control of and accountability for
records removed from the storage facilfity.

.g) A method for filing supplemental and/or corrected informa-

tion and disposing of superseded records.

STORAGE METHOD

A1l records maintained in hardcopy form shall be stored in a
manner approved by the Purchaser.
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17.4.11.1 Provisions shall be made for storage arrangement to
prevent damage from moisture, temperature, and
pressure,
17.4.11.2 A1l records maintained in hardcopy form shall be
' firmly attached in binders or placed in folders or
envelopes for storage in steel file cabinets or on
shelving in containers.
17.4.11.3 Provisions shall be made for special processed
records such as radiographs, photographs, negatives,
microform, and magnetic media, to prevent damage
from excessive 1ight, pressure, electromagnetic
fields, temperature, and humidity.
17.4.12 AUTHORIZED PERSONNEL
Measures shall be established to preclude the entry of unau-
thorized personnel 1into the records storage area. These
measures shall guard against larceny and vandalism.
17.4.13 DAMAGED RECORDS
Measures shall be established to provide for replacement,
restoration, or substitution of lost or damaged records. If
replacement or restoration of lost or damaged records is not
practical, action should be taken to assure the quality of
items or activities affecting quality, e.g., reexamination or
investigation by alternate means.
17.4.14 STORAGE FACILITIES

A1l records shall be stored in facilities constructed and
maintained in 2 manner which minimizes the risk of damage or
destruction from the following:

&) Natural disasters such as winds, flood or fires;

b) Environmental conditions such as high or low temperatures
or humidity;

c) Infestation of insects, mold or rodents.

There are lwo acceptable methods of providing storage facili-
ties; single or dual facilities.

17.4.14.1 Design and construction of a single record storage
facility shall meet the following criteria:
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a) Reinforced concrete, concrete block, masonry or
equal construction.

b) Floor and roof with drainage control. If floor
d;‘ain is provided, a check valve shall be in-
cluded.

c¢) Doors, structures and frames, and hardware shall
be designed to comply with the requirements of a
minimum two hour fire rating.

d) Sealant applied over walls as a moisture or
condensation barrier,

e) Surface sealant on floor providing a2 hard wear
surface to minimize concrete dusting.

f) Foundation sealant and provisions for drafnagé.
g) Forced air circulation with filter system.
h) Fire protection system.

Only those penetrations used exclusively for fire
protection, communication, lighting or temperature/
humidity control are allowed; all such penetrations
shall be sealed or dampered to comply with the
minimum two hour rating.

Construction detzils shall be reviewed for adequacy
of protection of contents by a person who is com-
petent in the technical field of fire protection and
fire extinguishing. If the facility 1is 1located
within a2 building or structure, the environment and
construction of that building can provide a portion
or all of these criteria.

Alternatives to the requirements of paragraph
17.4.14.1 above are as follows:

a) - Two hour fire rated vault meeting NFPA 232-1975.

b) Two hour fire rated Class B fire containers
meeting the requirements of NFPA 232-1975,

¢) Two hour fire rated fire room meeting the re-
quirements of NFPA 232-1975 with the following
additional provisions:
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17.4.15

17.4.16

(1) Early warning fire detection and automatic
fire suppression capability with electronic
supervision at a constantly attended cen-
tral station.

(2) Records storage in fully enclosed metal
cabinets.

(3) Adequate access and aisle ways.

(4) Prohibition in the room of work not
directly assocfated with record storage or
retrieval.

(5) Prohibition in the room of smoking, eating,
or drinking.

(6) Two hour fire rated dampers or doors in all
boundary penetrations.

d) Microfilming the records and storing duplicate
copies of the microfilm in dual facilities.

17.4.14,3 1If storage at dual facilities for each record fis
provided, the facilities shall be at 1locations
sufficiently remote from each other to eliminate the
chance of exposure to a simultaneous hazard. Each
facility is not required to satisfy the requirements
of paragraphs 17.4.14.1 or 17.4.14.2 but shall meet
the other requirements of this plan.

INFORMATION RETRIEVAL

Storage systems shall provide for retrieval of information in
accordance with planned retrieval times based upon the record
type. A 1ist shall be maintained designating those personnel
who shall have access to the file. Records maintained by a
supplfer to SRPO shall be accessible to SRPO or SRPO's agent.

DISPOSAL

The retention period, custodian and storage location for
permanent records shall be established in procedures. Records
shall be maintained in accordance with these procedures.

Records accumulated at various locations, prior to transfer,
shall be made accessible to SRPO directly or through the pro-
curing organization. The custodian shall inventory the submit-
tals, acknowledge receipt and process these records in accor-
dance with this standard. The most stringent requirements
shall be used in determining the final disposition.
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a)
b)
c)
d)

e)

non-permanent records shall meet one or more of the fol-
lowing conditions prior to disposal:

Regulatory requirements are satisfied.
Operational status permits.
Warranty consideration is satisfied.

Purchaser's requirements are satisfied.

Items are released for shipment; a Code Data Report is

signed, or a code symbol stamp is affixed.
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18.1

18.2

18.3

Q\b\ A

PURPOSE

This Section establishes the responsibilities and requirements for the
performance of audits to verify compliance with all aspects of the SRP

Quality Assurance Program and to assess program effectiveness.

APPLICABILITY

This Section is applicable to the audits of SRPO internal activities and
the activities of contractors, to verify compliance of procedures and
activities with the SRP Quality Assurance Program.

RESPONSIBILITIES

SRPO retains overall responsibility for assuring that audit programs are
gst;blished, implemented and adequate to verify compliance with the SRPO
A Program. .

18.3.1 PROJECT MANAGER, SRPO

18.3.1.1  The Project Manager, SRPO, is responsible for certi-
;y;?g the Chief, Quality Assurance, as a Lead
uditor.

18.3.2 SRPO CHIEFS

18.3.2.1 The SRPO Chiefs shall assure access of audit team
personnel to project documentation and personnel
during the conduct of internal audits.

The SRPO Chiefs shall, as appropriate, investigate
internal audit findings and schedule and initiate
corrective action, including measures to prevent
recurrence. The SRPO Chiefs are responsible for the
submittal of a formal report to the Chief, Quality
Assurance, describing corrective action with regard
to internal audit findings.
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18.3.2.2

18.3.2,3

The Chief, Quality Assurance, is responsible for:

2) The implementation of this Section. As such,
the Chief, Quality Assurance, is responsible
for the development and implementation of the
audit program, 1including the schedules and
performance of audits, and the qualification
and certification of auditors and lead auditors.

b) Annual {ssuance of a schedule of audits to be
conducted, including both internal and external
audits. This schedule shall be reviewed
quarterly to assure that it is complete and
accurate., Additional audits shall be scheduled
and conducted as required to monitor project
activities, or to provide additional {nforma-
tion related to unusual events or quality
problems. The schedules shall be submitted to
OGR, OCRWM, and Chicago Operations Office for
information.

c¢) Assurance that personnel assigned to audits are
independent of any direct responsibility for
the performance of activities being audited.

d) Establishing the program for the qualification
and certification of Lead Audit personnel. The
Chief shall review and approve the qualifica-
tions of auditors and technical specialists
participating in an audit.

e} Reviewing and approving audit plans, checklists
and reports prior to use or issue.

f) Submitting internal and external audit reports
to OGR, OCRWM, and Chicago Operations Office
for information.

The Lead Auditor 1s responsible for assuring that
the audit team 1is prepared prior to finitiation of
the audit, The Lead Auditor is responsible for the
development of an audit plan, direction of the
audit, and preparation and issuance of the audit
report. The Lead Auditor {s also responsible for
the review and follow-up of corrective action of
resultant audit findings.
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18.3.3

PRIME CONTRACTORS

Prime Contractors to SRPO are responsible for establishing QA
Programs and procedures which satisfy the requirements of this
Section, as applicable to their scope of work, and shall pass
the requirements on to their contractors.

They shall also submit the following to SRPO for information:

a) Audit schedules.
b) Audit reports.

18.4 REQUIREMENTS

Internal and external audits shall be conducted to assure that proce-
dures and activities comply with the overall QA program. SRPO shall
perform audits of Prime Contractors and representative subcontractors,
consultants, and vendors to assess the effectiveness of the Prime
Contractors' audit programs.

18.4.1

PROCEDURES

Procedures shall be established for the planning, scheduling,
and conduct of quality assurance audits and the resolution of
findings and for the qualification of auditors. Procedures
shall include provisions for:

a) Verifying that an effective QA program has been developed
and documented (e.g., programmatic audits).

b) Verifying through examination and evaluation of objective
evidence that quality assurance program elements conform to
specified requirements (e.g., implementation audits).

c) Assessing the effectiveness of controls established and the
verification activities.

d) Reporting audit findings or deficiencies to all necessary
levels of management for the fdentification of root cause,
corrective action, and the inftiation of measures to pre-
vent recurrence.

e) VYerifying that corrective action has been planned, initia-
ted, completed and is adequate.

f) Developing and maintaining a tracking and trending system
for audit findings to assure that all findings are appro-
priately addressed in a timely manner and that audit re-
sults are incorporated into the QA organization trending
program. '
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18.4.3

g) Developing and implementing a qﬁaIification and certifica-
tion program for auditors in accordance with the require-
ments of this Section.

AUDIT SCHEDULE

Audits shall begin as early in the 1ife of an activity as
practical and shall continue at intervals planned according to
the schedule for accomplishing the activity and the status and
safety importance of the activity. The audit schedule shall be
reviewed periodically and revised as necessary to assure that
govgragg is maintained current. The frequency of audits shall
e based on: .

a) Evaluation of al applicable and active elements of the
quality assurance program.

b) Consideration of previous audit results and correcfive
actions, nonconformance reports and independent information
(e.g., information from other sources such as peer organi-
zations, regulating bodies, etc.).

¢) Status and importance of the activity.

SUPPLEMENTAL ACTIVITIES

Regularly scheduled audits shall be supplemented by additional
audits, site visits, or surveillance as necessary to provide
continuing coverage or for any of the following reasons:

a) To determine the capability of a Supplier's quality assur-
ance program prior to contract award.

b) Following contract award, to determine compliance to pro-
gram requirements after sufficient time has elapsed for
implementing the QA program.

c¢) When significant changes are made in the quality assurance
program,

d) When it {s suspected that the quality of an item is in
Jjeopardy due to deficiencies in the QA program.

e) When a systematic, independent assessment of program effec-
tiveness {s desired.

f) When verifying implementation of required corrective action.

Unannounced audits may be perfofmed, provided that prior agree-
ment is obtained by the parties involved.
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18.4.4 AUDIT PLAN
An audit plan shall be developed and documented for each
audit. At a minimum, this plan shall contain:
2) Description of the audit scope.
b} Specific requirements of the program to which elements,

selected for review during the audit, will be compared.
¢) Proposed audit team leader.
d) Description of the activities to be audited.
e) ldentification of the organfzation(s) to be notified.
f) Description of the schedule of activities.
g) ldentification of the applicable documents.
h) ldentification and description of written procedures or
checklists to be used during the audit.

18.4.5 NOTIFICATION
The management of the audited organization shall be notified of
the audit scope and proposed audit team personnel and audit
schedule prior to the conduct of the audit.

18.4.6  CHECKLISTS
Audit checklists, to be used as guidance during the audit,
shall be developed. These checklists shall be based on the
applicable documents identified in the audit plan, and shall
require examination of objective evidence (e.g., procedures,
instructions, items, records) to assess the adequacy and effec-
tiveness of QA program element(s) being audited.

18.4.7 AUDIT TEAM
Audits shall be conducted by an audit team. The audit team
shall consist of one or more auditors, with a certified Lead
Auditor appointed to serve as the team leader. Other qualified
auditors, auditors-in-training, or technical specialists may be
team members provided the use of such personnel has been ap-
proved by the i{ndividual or organization responsible for
audits, and any necessary requirements are met. The audit team
shall be identified and notified prior to the begirning of each
audit, '
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18.4.8

18.4.9

18.4.7.1 The auditing organization shall select and assigﬂ
auditors who are independent of all direct responsi-
b}};ty ;?r performance of the activities which they
W audit.

18.4.7.2 In the case of 1internal audits, personnel having
direct responsibility for performing the activities
being audited shall not be involved in the selection
of the audit team.

18.4,7.3 Audit personnel shall have sufficient authority and
organizational freedon to make the audit process
meaningful.

18.4.7.4 The audit team leader shall ensure that the audit
team is prepared prior to initiation of the audit..

PERFORMANCE

Audits shall be performed in accordance with the audit plan and
audit checklists. Program elements selected for audit shall be
evaluated against specified requirements, such as contractual
requirements, specifications, approved QA plans, procedures, or
instructions to determine effective and proper implementation.
Objective evidence shall be examined in the depth necessary to
determine 1if program elements are being effectively implemen-
ted. The results of these evaluations shall be documented.
Results of audits shall be analyzed by the QA organization.

REPORT

Conditions requiring prompt corrective action shall be reported
immediately to management of the audited organization. The
audit report shall be signed by the audit team leader and
issued to the affected management for review, assessment and
initiation of appropriate action. The audit report shall, at a
minimum include:

a) Description of the audit scope.

b) Identification of the auditors.

c) ldentification of persons contacted during the audit. _
d) Summary of audit results, including a statement regarding

the effectiveness of the quality assurance program elements
which were audited.
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18.4.10

18.4.M

18.4.12

18.4.13

e) Description of each reported audit finding in sufficient
detail to enable corrective action to be taken by the
audited organization.

Prior to the release of the audit report, the audit team leader
shall obtain an agreement of the validity of findings with the
audited organization.

AUDIT RESPONSE

The audited organizatfon shall respond in writing to the audit
findings identified in the audit report by a requested date.
This response shall include a determination of root cause, and
a schedule for completion of corrective action including meas-
ures to prevent recurrence. The response shall be submitted to
the organfzation which conducted the audit. Adequacy of the
response shall be evaluated by or for the auditing organization.

FOLLOW-UP

Follow-up action shall be taken by the auditing organization to
verify that corrective action is accomplished and scheduled.

RECORDS

Audit records shall be maintained in accordance with Section 17
and shall include audit plans, audit reports, written replies,
and the record of completion of corrective action.

QUALIFICATION OF AUDIT PERSONNEL

Audit personnel shall have sufficient authority and organiza-
tion freedom to make the audit process meaningful and effective.

18.4.13.1 Auditors shall be trained in the SRPO quality assur-
ance program requirements and in the performance of
audits. Auditors shall have experijence or training
commensurate with the scope, complexity or specia
nature of activities to be audited. The qualifica-
tions and certification of auditors shall be docu-
mented by the organization responsible for the audit.

18.4.13,2 Personnel designated as Lead Auditors shall be
trafned, qualified and certified in accordance with
established procedures. The procedures shall pro-
vide for the evaluation of communication skills;
training fn the applicable codes, standards and
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18.4.13.3

regulations; training in the general structure of
the quality assurance program; auditing techniques
of examining, questioning, evaluating and reporting
methods of 1identifying and following up on correc-
tive action and closing out audit findings; proce-
dures; audit planning; and practical on-the-job
training. "

Candidates for Lead Auditor shall have participated
as an auditor in a minimum of five (5) quality
assurance audits within three (3) years, one of
which shall be a nuclear QA audit within the year
prior to qualification, and shall have passed a
written examination. The procedures shall provide
for the maintenance of Lead Auditor qualifications/
certifications.
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SUBECT approval of QA Plan, NVO-196-17 (Revision 4)

™ Don Vieth, NV-WMPO

We have reviewed the NNWSI Quality Assurance Plan, NVO-196-17
(Revision 4), and find it acceptable for use. We hereby
approve the document for issuance as guidance to the NNWSI
project participants. A number of editorial comments are
listed in the attachment and should be considered during the
next scheduled revision. All revisions to the Plan must be
approved by OGR before issuance by WMPO.

We feel a better, more descriptive title for the document would
be "NNWSI Quality Assurance Requirements". This retitling would
would also help avoid confusing this requirements document with
the WMPO QA Plan, NVO-196-18, for meeting those regquirements.

It is likely that the graded approach to QA described in the
Plan will have to be revised to be consistent with OGR QA
Plan Supplement Number 8 when it is issued in final form.

At that time we will ask that the Plan be revised and
resubmitted to OGR for approval, if necessary.

' Associate Director for
Geologic Repositories

Attachment: OGR Comments on NNWSI QA Plan, NVO-196-17 (Rev.4)
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OGR Comments on NNWSI QA Plan, NVO-1%6-~17, (Rev.4)

In the Introduction, page iii, DOE Order 5700.6 is referéhced.
The correct reference is 5700.6A. This is also true for
NV §700.6 (NV 5700.63).

The same comment as above applies to the first and seventh
paragraphs in Policy, pages v and vi respectively.

In Purpose and Scope, page 1, second paragraph, seventh line,
the word "sealing" is used. To be consistent with 10CFRE0,
Subpart G 60.151, the correct term should be %closure".
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APPENDIX A
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Project Name NNW ST Revision No. 4
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Review Date 3//4/86¢ - .
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NTS Scppavt Coulraclivs mes? complps Thisis areqgurermends docomrsn7l
To be acceptable, the program must meet the applicable portions of 10 CFR 50,
Appendix B; and HQ-OGR QA Plan, OGR/B-3.
@WMVO': A Prc’rom Plan pNvo-194-18 will alse be y
reviewed vial Thye Chelk Iir7% veriSy eomplavee. Yes | No | n/a |0

Organization

1., 1Is the responsibility for the overall program retained
and exercised by the DOE at a level which is
commensurate with the level of the DOE officisl who will X l. ]
submit the license application? While the line
organization is responsible for performing quality
affecting activities properly, does the QA organization
verify the proper performance of work through X | T4
implementation of appropriate QA controls?

2, Does DOE describe major delegation of work involved in X 1.7=1.10
establishing and implementing the QA program or any part .
thereof to other organizations?

3. Bas the DOE described how responsibility is exercised X l. 2
for the overall QA program? Is the extent of management ,:_3
responsibility and authority from DOE headquarters and [
from the field office addressed?

4, Does DOE evaluate the performance of work delegated to X 1.6
other organizations? Does this include audits of the
prime contractor's QA program and audits of .  Sof-
representative subcontractors, consultants, vendors, and 02-0!
laboratories furnishing equipment or services to the
prime coatractor or DOE? 1Is the frequency and method of
evaluation specified?

5. Are qualified individual(s) or organizational element(s) ¥ 1.5
identified within DOE's organization as respousible for
the quality of the delegated work prior to initiation of
activities?

6. Have clear management controls and effective lines of X .-
communication been established for QA activities between 1. 10

DOE and its contractor, to assure direction of the QA
program?




Organization (Continued)

7.

8.

9.

10.

11.

12,

Do organization charts clearly identify all the "onsite
and "offsite” organizational elements which function
under the cognizance of the QA program and the lines or
responsibility? Are the repositories of each major
organizational element specified?

Is the QA organization involved in the aspects of the
high level waste repository program that affect safety
and waste isolation? Are the extent of QA controls
determined by QA staff in combination with the line
staff and is dependent upon the specific activity, its
complexity, and its importance to safety or waste
isolation as defined in 10 CFR Part 60.2?7

Has DOE described the QA responsibilities of each of the
organizational elements noted on the organization charts?

Does the DOE identify a management position within its
organization that retains overall authority and
responsibility for the QA program? This position,
occupied by an individual with appropriate management
and QA knowledge and experience has the following
characteristics: ) .

a) Is it at the same or higher orgenization level as the
highest line manager directly responsible for performing
activities affecting quality (such as design,
engineering, site 1nvestigations, procurement,
manufacturing, etc.) and is sufficiently independent
from cost and schedule?

b) Has effective communication channels with other
senior management positions been established?

c) Has responsibility for approval of QA Manual(s),
changes thereto, and interpretations there of been
established?

d) Has no other duties or responsibilities unrelated to
QA that would prevent full attention to QA matters?

Is verification of conformance to established
requirements accomplished by individuals or groups
within the QA organization? Certain exceptions for:
design, item 3.7; inspections, item 10.2; and test data
evaluation, item 11.3 are outlined in these sections

Do persons and organizations performing QA functions
have direct asccess to management levels which will
assure the ability to:

8) Identify quality problems?
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Organization (Continued)

13.

14,

15,

16.

17,

b) Initiate, recommend, or provide solutions through
designated channels?

c) Verify implementation of solutions?
d) Stop unsatisfactory work?

Have the persons and organizations with the above
authority been identified and 1s & description of how
those actions are carried out provided?

Have provisions been established for the resolution of
disputes involving quality arising from a difference of
opinion between QA personnel and other department
personnel?

Are policies regarding the implementation of the QA
program documented and made mandatory?

Are the persons responsible for supporting the overall
QA progrem identified and do they have appropriate
organizational position and responsibilities to exercise
proper control over the QA program? Are these .
individuals free from non-QA duties and thus give full
attention to assuring that the QA program is being
effectively implemented? -

Does the Plan establish line and staff organizational
responsibilities for QA program implementation within
the project office organizational structure and identify
interfaces with HQ and contractors?

0162Q
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1.

2.

3.

4.

S.

6.

Program

Does the QA program include all items and activities
important to safety and waste isolation as defined in 10
CFR Part 60.2? Are the items and activities covered by
the QA program identified and the rationale provided for
determining how items or activities are important to
gsafety or waste isolation, as defined in 10 CFR 60.2?
Are these terms defined as numerical performance
objectives and standards? Does the rationale include
gystems analyses that are used to determine what
specific items and activities are covered?

Doces the QA program include a commitment that all
development, control, and/cor use of computer programs
will be conducted in accordance with the QA program? 1Is
guidance for the content of documentation of computer
codes provided by NUREG-0856, "Final Technical Position
on Documentation of Computer codes for High-Level Waste
Management?"

Bave provisions been established to assure that
technical and quality assurance procedures reguired to
implement the QA program are consistent with QA program
requirements and are properly documented, controlled,
and mandated through a policy statement or equivalent
document signed by a responsible official?

Doeg the QA organization review and document concurrence
with the quality-related procedures relative to QA
requirements?

Does the QA organization and the necessary technical
ocrganizations participate early in the QA program
definition stage to determine and identify the extent QA
controls that are to be applied to specified items and
activities? Does this effort involve applying a defined
graded approach in accordance with importance to safety
or waste isolation as defined in 10 CFR Part 60.2 and
affects guch disciplines as design, data analysis (such
as performance assessment), procurement, document
control, inspections, tests, special processes, records,

audits, and others described in 10 CFR Part 50, Appendix
B?

Are existing or proposed QA procedures and detailed
technical procedures identified and documented,
reflecting that each criterion of 10 CFR Part 50,
Appendix B, appropriate to specific items and
activities, will be met?
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QA Program (Continued)

7.

9.

10.

Is a description provided of how management (above or
outside the QA organization) regularly assesses the
gcope, status, adeguacy, and compliance of the QA
program to 10 CFR Part 50, Appendix B?

Do these measures include:

a} Fregquent contact with program status through reports,
meetings, and/or audits?

b} Performance of an annual assessment which is

preplanned and documented with corrective action
identified and tracked?

Bave indoctrination, training and qualification programs
been established such that: '

a) Personnel responsible for performing quality-related
activities are instructed as to the purpose, scope, and
implementation of the quality-related manuals,
instructions, and procedures?

b) Personnel verifying activities affecting quality are
qualified in the principles, techniques, and
requirements of the activity being performed?

¢) For formal training and qualification programs,
documentation includes the objective, content of the
program, attendees, and date of attendance?

d) Appropriate management monitors the performance of

individuals involved in activities affecting quality and
determines the need for retraining and/or replacement?

Does a system of annual appraisal and evaluation satisfy
this criterion?

e) Are qualified personnel certified in accordance with
applicable codes and standards?

Does the Plan describe the project office QA program and

identify applicable lower tier documents, such as QA
Administrative Procedures which, with the QA plan,

comprise the project office overall QA program?

Does the Plan describe the process for the project
office review and approval of the QA programs of their
contractors?
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QA Program (Continued)

1l.

)

Does the Plan identify those elements of the overall
field project office QA program that have been delegated
to the contractors and describe the controls that are
implemented by the project office to monitor the
performance of the contractor in these delegated
elements?

Does the Plan describe the program being implemented for
the indoctrination and training of the project office
personnel who perform activities affecting quality?

Does the Plan identify the areas of inspection and
testing that will require training, qualification and
certification, and describe the method for accomplishing
this?

0162Q
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Design Control

1.

2.,

3.

4,

5.

6.

7.

9.

Are the definitions of design, design information, and
design activities used in the design control program
defined in this section? (The term design refers to
specifications, drawings, design criteria, and component
performance requirements for the natural and engineered
components of the repository system).

Does it include designs at each stage of design

development (i.e., from conceptual design to final
design) ?

Is the desigh control program implemented at the time of
submission of the Site Characterization Plan and include
design and design activities as described in 1? Does it
provide for the correct translation of applicable
regulatory requirements and design bases into design,
procurement, and procedural documents?

Are performance requirements specified for repository
system components to support:

a) identification ¢of which items are important to waste
isclation?

b) establishment of a graded QA approach;?
c)establishment of data gathering and analysis needs?

Are organizational responsibilities described for

preparing, reviewing, epproving, verifying and
validating design and design information documents?

Are errors and deficiencies in approved design
information documents documented, and action taken to
assure that all errors and deficiencies are corrected?

Are interface controls among organizgtiohs or groups
involved in design development and other design
activities described?

Do procedures require that design drawings,
specifications, criteria, and analyses be reviewed by
the QA organization to assure that the documents are
prepared, reviewed, and approved in accordance with
documented procedures and quality assurance requirements?

Eave procedures been established that describe for
verification of designs and design activities, the
verifier who is qualified and not directly responsible
for the design (i.e., not the performer or his immediate
supervisor)? In exceptional cases, the designer's
immediate supervisor can, however, perform the
verification, provided:

0162Q
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Design Control {Continued)

10.

11.

12.

13.

a) The supervisor is the only technically qualified
individual?

b) The need is individually documented and approved in
advance with concurrence of the quality assurance
manager?

For design or design activities which involve use of
untried or state-of-the-art testing and analysis
procedures and methods or where detailed technical
criteria and requirements do not exist or are being
developed, is a peer review conducted? Do the
procedures define the selection process for a peer
group, and the process by which the peer group conducts
its review? Is 2 peer review a critical review
performed by personnel who are independent of, but have
expertise equivalent to, those who performed the work?
Have cutside consultants been retained for needed
expertise, where required?

Have the responsibilities of the verifier, the areas and
features to be verified, the pertinent considerations to
be verified, and the extent of documentation been
identified in the procedures?

Are design changes, including field changes, subjected
to the same design controls that were applicable to the
original design? Is & configuration control system in
place at the earliest practicable time? Are these
changes analyzed to assure that change is required?

Eave associated changes to procedures and training been
considered, and are changes communicated to all affected
groupg or individuals?

Does the plan describe the project office process for

monitoring contractors' design controls and the extent
of participation of the project office in design reviews?
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Procurement Document Control

1. BHave procedures been established for the review of

2.

3.

4.

procurement documents by QA personnel to determine that
applicable regulatory requirements, design bases, and
other requirements are referenced or stated in
procurenent documents? Are adequate acceptance and
rejection criteria, stated where appropriate? Have
procurement documents been prepared, reviewed, and

approved in accordance with QA program requirements? Do

procurenent documents require contractors,
subcontractors and consultants to provide an acceptable
quality assurance program?

Are the organizational responsibilities described for:
a) Procurement planning?

b) The preparation, review, approval, and control of
procurement documents?

¢) Supplier selection?
d) Bid evaluations? .

e) Review and concurrence of supplier QA programs prior
to initiation of activities affected by the program?

f) 1Is the involvement of the QA organmization described
in the procedure? .

Does the plan describe the process for the project
office review of procurement documents to assure that
appropriate quality provisions have been specified?

Does the plan describe the controls applied by the
project office over the contractors procurement
activities?
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Instructions, Procedures and Drawings

1.

3.

4.

5.

Are organizational responsibilities described for
assuring that quality-related activities are:

a) Specified in instructions, procedures, and drawings?

b) Accomplished through implementation of these
documents?

Have procedures been established to assure that
instructions, procedures, and drawings include

. acceptance criteria for determining that quality-related

activities have been satisfactorily accomplished?

Eave these documents been verified and approved as
described in Section 3, Design Control?

Does the plan describe the project office's program for
developing, reviewing, approving, and controlling the
distribution of internal procedures, instructions, and

drawings that affect quality?

Does the plan identify the types of documents to be
submitted by the contractors for project office review
and approval and describe this review and approval
process? .
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1.

2.

3.

4.

S.

6.

7.

Document Control

Is the scope of the document control program described,
and the types of controlled documents identified?

Have procedures for the review, approval, issuance, and
revision of documents been established? Do these
procedures assure technical adequacy and inclusion of
appropriate quality requirements? . Does the QA
organization review and concur with these documents with
respect to quality-related aspects?

Eave procedures been established to assure that correct
and applicable documents are available at the location
where the activity will be performed prior to commencing
the work?

Are procedures established that describe how obsolete or

superseded documents are removed and replaced by
applicable revisions at work areas in a timely manner.?

Eas a master list or eguivalent document control system
been established to identify the current revision of
instructions, procedures, specifications, drawings, and
procurement documents? :

When documents which require verification are released
prior to verification, are they so identified and
controlled?

Does the plan describe how the project office controls

documents being transmitted to and from contractors and
other project participants to assure controlled

transmittal, receipt, internal distribution, and recall?
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Control of Purchased Material, Eguipment, and Services

1.

2.

3.

4.

S.

6.

Have organizational responsibilities been described for
the control of purchased material, 'equipment, and
services?

Do procedures governing procurement of items or services
include appropriate QA organization participation?

Do these procedures provide for:

a) Evaluation and selection of suppliers?
b) Verification of supplier's activities?
¢) Receiving inspections?

Do the procedures governing procurement require that the
organization providing materials, equipment, or services

furnish the following records to the purchaser:

a) Documentation that identifies the purchased service
and the specific procurement requirements (e.g., codes,
standards, and specifications) met?

b} Documentation identifying any procurement
requirements that have not been met?

c) A description of those nonconformances from the
procurement requirements dispositioned “accept as is" or
“repair"? '

Is the procedure for review and acceptance of these
documents described in the purchaser's QA program?

Are supplier's certificates of éonformance periodically

evaluated by audits, independent inspections, or tests
to assure they are valid and the results documented?

When developing quality assurance requirements for data
collection, test equipment and other equipment, is
consideration given to whether proper performance of a
test can be determined during or after testing (i.e.,
whether failure or malfunction of test eguipment can be
detected)? Where no specific QA controls are found to
be necessary, are special quality/performance
verification requirements established and described in
procedures governing the use of the equipment?
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Identification and Control of Items

1.

2.

3.

4.

S.

Have controls been established that describe the methods
to identify and control samples? Does the description
include organizational responsibilities?

Have procedures been established which assure that
identification is maintained either on the samples or
their containers, or on records traceable thereto?

\
Can identification of samples be traced to the
appropriate documentation such as drawings,
specifications, purchase orders, drilling logs, test
records, inspection documents, &and nonconformance
reports?

Is correct identification of samples verified and

documented prior to release for use or analysis,
described?

Does the plan describe the methods used by the project
office to monitor contractors' inspection, testing,
calibration, and sample identification activities?
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Control of Special Processes

1.

2.

3.

4.

S.

Is the criteria for determining what special processes
are to be controlled described? 1s a complete listing
as possible of special processes, which are generally
those processes where direct inspection is impossible or
disadvantageous, provided?

Are organizational responsibilities, including those for

the QA organization, described for qualification of
special processes, equipment, and personnel?

Are procedures, equipment, and personnel agsociated with
special processes qualified and are they in conformance
wvith applicable codes, standards, QA procedures, and
specifications? 1Is the QA organization involved in the
qualification activities to help assure they are
satisfactorily performed?

Have procedures been established for recording evidence
of acceptable accomplishment of special processes using

_qualified procedures, equipment, and personnel?

Bave qualifications records of procedures, equipment,
and personnel associated with special processes been’
established and maintained?
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Inspection

1.

2.

3.

4.

S.

6.

Does the scope of the inspection program describe an
effective inspection program and has it been.
implemented? Do program procedures provide criteria for
determining when inspections are required or define how
and when inspections are performed? Does the QA
organization participate in these functions?

Are the organizational responsibilities for inspection
described? Are individuals performing inspections part
of the QA organization? For inspections requiring
special expertise are other individuals used providing
the independence of the inspection function is
maintained?

Eas a qualification program for inspectors been
established and documented, and the gualifications and
certifications of inspectors kept current?

Do inspection procedures, instructions, or checklists
provide for the following:

a) Idéntification of characteristics and activities to
be inspected?

b) A description of the method of inspection?

¢) Identification of the individuals or groups
responsible for performing the inspection operation?

d) Acceptance and rejection criteria?

e) Identification of required procedures, drawings, and
gpecifications and revisions?

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

g) Specifying necessary measuring and test equipment
including accuracy requirements?

Do procedures include identification of mandatory
inspection hold points beyond which work may not proceed
until inspected by a designated inspector?

Are inspection results documented and evaluated, and

their acceptability determined by a responsible
individual?
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Test Control

1.

2.

3.

4.

S.

Does the description of the scope of the test control
program indicate an effective test program has been
established?

Does the program's procedures provide criteria for:

a) Determining when a test is required or how and when
testing activities are performed?

b) Requiring that the test program is conducted by
trained or appropriately qualified personnel?

¢) The QA organization to audit these functions?

Are test plans and precedures reviewed in accordance
with the verification requirements in Design Control?

Are the potential sources of uncertainty and error in
test plans and precedures, and parameters which must be
controlled and measured to assure that tests are well
contrelled, identified?

Do test procedures or instructions provide for the
following:

a) That the requirements and acceptance limits are
contained in applicable documents, including precision
and accuracy?

b) Instructions for performing the test?
¢) Test prerequisites such as calibrated

instrumentation, esdeguate test equipment and
instrumentation, ccmpleteness of item to be tested,

~suitable and controlled environmental conditions, and

provisions for data collection and storage?
d) Mandatory inspection hold points (as required)?

e) Acceptance and rejection criteria, including required
levels of precision and accuracy?

f) Methods of data analysis?

g) Methods of documenting or recording test data and
results? '

h) Provisions for assuring test prerequisites have been
met?

Are test results documented, evaluated,and their
acceptability determined by a responsible individual or
group as described in Design Control?
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Control of Measuring and Test Equipment

1.

2.

3.

4.

S.

6.

7.

01620

Has the scope of the program for the control of
measuring and test equipment been described and are the
types of equipment to be controlled established?

Are QA and other organizations' responsibilities
described for establishing, implementing, and assuring
effectiveness of the calibration program?

Have procedures been established and do they describe
calibration (technigue and fregquency), maintenance, and
control of the measuring and test equipment
{instrunments, tools, gages, fixtures, reference and
transfer standards, and nondestructive test eguipment)
used for measurement, inspection, and monitoring? 1Is
the review and documented concurrence of these functions
identified?

Is measuring and test equipment labeled, tagged or
otherwise documented to indicate due date of the next
calibration and to provide traceability to calibration
test data?

Is measuring and test equipment calibrated at specified
intervals based on required accuracy, precision,
purpose, degree of usage, stability, characteristics,
and other conditions which could affect measurement?

Are calibration standards traceable to nationally -
recognized standards? Where national standards do not
exist, have provisions been established to document
acceptability of the calibration standard used?

When measuring and test egquipment is found to be out of
calibration, are evaluations made and documented to
determine the validity and acceptability of measurements
performed since the last calibration? Are inspections
or tests repeated on items determined to be suspect?

Yes | No | N/A
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Handling Storage and Shipping

1. Are sampling, handling, preservation, storage packaging,
and shipping requirements established and accomplished
by suitably trained individuals in accordance with

predetermined work and inspection instructions?

2. Have procedures been established that describe sample
handling, storage, packaging, and shipping in accordance
with design and procurement requirements to preclude
damage, loss, or deterioration by environmental
conditions such as temperature or humidity?
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Inspection, Test and Operating Status

1. Eave procedures been established which describe the use
of label, tags or other markings to indicate the status
of inspections or tests on an item?

2. When this function is delegated to others, does the

program describe the controls imposed on the contractors
to determine that the work is accomplished to the

requirements of NQA-1l and/or Appendix B?
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Nonconformances

1.

2.

3.

4.

S.

6.

7.

g.

Sop-15-01

Have procedures been established for identifying,
documenting, tracking, segregating, reviewing,
dispositioning, and notifying affected organizations of
nonconforming items and activities? Do the procedures
identify individuals authorized to dispose of and close
out nonconformances?

Is the QA responsibilities related to nonconformance
control described in the procedure?

Does documentation identify and describe the

nonconformance, disposition the nonconformance, and
include signature approval of the disposition?

Do the procedures require that nonconformance reports
are periodically analyzed by the QA organization to show
quality trends and to help identify root causes of
nonconformances?

Does it also require that significant results be
reported to upper management for review and assessment?

Does the plan describe the field project offices’
procedures for identifying and reporting unusual
occurrences which are encountered during their own

survelllance and review activities?

Does the plan include provisions for analyzing both the
project office and contractor-identified '
non-conformances to permit early detection of quality
trends?

Does the plan develop the criteria and describe the
method for reporting, evaluating, and follow—-up of
unusual occurrences?
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Corrective Action

1.

2.

3.

4.

Have procedures been written, establishing an effective
corrective action program? Eas the QA organization
reviewed and documented concurrence with the procedures?

Is corrective action documented and initiated following
2 nonconformance to preclude recurrence? 1Is the QA
organization involved in the documented concurrence of
the adequacy of corrective action to assure that QA
requirements are satisfied?

Is follow-up action taken by the QA organization to
verify proper implementation of corrective action and to
close out the corrective action in & timely manner?

Are significant conditions adverse to quality, the cause
of the condition, and the corrective action taken to
preclude repetition documented and reported to immediate

management and upper levels of management for review and
assessment?
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Quality Assurance Records Flan  ne7 5500 J/ 7
1. 1Is the scope of the records program described in a

2.

3.

4.

S.

6.

7.

written procedure? Do QA records include geoteclinical
samples and data; results of reviews; inspections:

tests, audits, and material analyses; monitoring of work
performance;: qualification of personnel, procedures, and
equipment; and other documentation such as drawings:;
specifications, procurement documents, calibration
procedures and reports; design review reports; peer
review reports; nonconformance reports; and corrective
action reports?

Are QA and other organizations identified and their
responsibilities described for the definition and
implementation of activities related to QA records?

Do inspection and test records contain the following
(where applicable) :

a) A description of the type of observation?

b) The date and results of the inspectiod of test?

¢) Information related to conditions adverse to quality?
d) Inspector or data recorder identification?

e) Evidence as to the acceptability of the results?

£f) Action taken to resolve any discrepancies noted?

Are records classitied as Lifetime or Nonpermane t in

accordance with written 1nstc-.t:u?ion ? Assvme 75 be
more ) /m Sop-17-01 when

Does the record and/or record indexing system provide
sufficient information to permit identification between
the record and the item or activity to which it applies?
Does the record indexing system include as a minimum:

a) Record retention time?

b) Location of the record in the system?

Does the record procedure include, as a minimum, the
following:

a) A description of the storage facility?

b) The £iling system to be used?
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Yes ] No | N/A
Quality Assurance Records (Continued)

c) A method for verifying that the records received are /7.2 ¢
in agreement with the transmittal document and that the
records are legible?

d) A method of verifying that records are the designated
ones?

e) The rules governing access to and control of the
files?

£) A method of maintaining control of and accountability
for records removed from the storage facility?

g) A method for £iling supplemental information and
disposal of supersgeded records?

8. Does the record storage facility meet the requirements 7.2, q
of a: .

a) Single Facility

1. Reinforced concrete, concrete block, masonry or egual
construction?

2. Forced air circulation with filter system?
3. Fire protection system?

4. Sealant applied to walls as 2 moisture or condensate
barrier?

b) Dual Facility

l. Sufficiently remote from each other to eliminate the |
chance of exposure to a simultaneous hazard?

2. Meet the other requirements of limited access, record
index, etc.?

9. If this function is delegated, does the plan describe
how the requirements are transmitted to the contractor? 17.2.).3

- 0162Q



Audits

1.

2.

3.

4.
S.

6.

7.

10.

1l.

Does the plan describe internal and external audits to
assure that procedures and activities comply with the
overall QA program to be performed by DOE and its
contractors? Does it describe DOE performed audits of
the prime contractor and representative subcontractors,
consultants, vendors, ané laboratories to assess the
effectiveness of the prime contractor's audit program?

Is an audit plan prepared identifying audits to be
performed, their frequencies, and schedules? Are audits
regularly scheduled based upon the status and safety
importance of the activities being performed and are
they initiated early enough to assure effective QA?

Do audits include an objective evaluation of the
quality-~related practices, procedures, instructions,
activities, and items and the review of documents and
records to ensure that the QA program is effective and
properly implemented?

Is audit data analyzed by the QA organization and the

results reported to responsible management for review,
assessment, and appropriate action?

Are audits performed in accordance with pre-established
written procedures or check lists?

Is & tracking-system for auvdit f£indings established to
help assure that all.findings are appropriately
addressed and to trend audit findings?

Does the audited organization describe in a formal
report the corrective action to be taken to address
findings? 1Is this report submitted to the auditing
organization and/or responsible management?

In the resolution of findings, is the root cause of each
finding identified and corrective action for it
described?

Are audits conducted by properly trained and certified
personnel having no direct responsibilities in the areas
being audited?

Are auditors trained and certified to a written
procedure?

Are records maintained of auditors training,
quealification and certifications?
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