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Responsibilities

Director, PNL

Center Managers and Directors

The Quality Programs Directorate is comprised of the:
* Documentation Systems Department
» Process Quality Department
e Quality Planning and Assessment Dep:z 1ent
¢ support staff for continuous improvement.

Responsibilities related to the QA Program i  defined in the various sections of
this manual and the : " linistrative procedures. The individuals responsible for
establishing and executing the PNL QA Program may delegate any or all of the
work to others but shall retain responsibility ereof. The significant management
level responsibilities are summarized below:

Ultimate management responsibility for the ¢ blishment and enforcement of
PNL’s continuous improvement (including QA) policy and program.

Issue management guides covering responsibi y and authority.
Ensure effective implementation of the QA Program.

Delegate the authority for establishing and maintaining the QA policy and program
and for facilitating QA Program implementation to the Quality Programs Director.

Report directly to the Director, PNL.

Ensure appropriate quality in research, construction, and operations under their
direction.

Ensure their staff comply with applicable QA |uirements as specified by the
Policy and Procedure System and PNL-MA-70, QA Plans, and referenced
procedures.

Ensure that commitments to the client are corr  and are met.

Recruit, train, assign, and manage technical and technical support staff, including
qualifying and certifying them when required.

Arrange for adequate facilities and equipment needed for assigned staff to achieve
quality objectives.

Ensure that appropriate administrative procedu  technical procedures, and
instructions are developed, approved, and available for staff use, as appropriate.

Ensure that work performed is consistent with work requirements and
commitments to the client.

Initiate timely corrective action within their areas of responsibility when
deficiencies are noted.
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Program requirements, and review and approval of the instructions for the Quality
Programs staff.

Develop, implement, and deploy an indeper nt internal QA »
to ensure adequate oversight of project, program, and functional actlvmes at PNL.

Provide quality-related training support to management, as needed, to meet
performance, qualification, and compliance objectives.

Issued: 08/31/94 PNL-MA-70 Section 1.1
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Responsibilities

Director, PNL

Quality Programs Director

Line Managers

Appendix II provides a flow diagram describing the Project QA Planning proceSs.
Appendix 111 provides a listing of the parts < PNL-MA-70.

Significant responsibilities include:

Ensuring effective implementation of the QA Program.

Delegating the authority for establishing, implementing, and maintaining the QA
Program to the Quality Programs Director.

Approving and issuing quality assurance mar Is and related instructions necessary
to administer the QA Program.

Monitoring the implementation of the QA Program within their organizations.

Approving MP/QA Plans, including the impact levels, for cognizant managers that
report to them.

Approving impact level determinations for PNL work.

Cognizant Manager (e.g., Project Manager or equivalent)

QA Plans

Determining impact levels for PNL work &

Providing MP/QA Plans for Impact Level I or  work.

Obtaining the concurrence of Process Quality and the approval of his/her Line
Manager on MP/QA Plans.

Implementing, reviewing, revising, and closing out MP/QA Plans.

Research and Development Projects and Work Orders

Issued: 08/31/94
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The Cognizant Manager shall determine the impact level for all R&D projects and
for activities covered by work orders from Hanford contractors.

The Cognizant Manager shall document the impact level and reasons for the level
selected, obtain the required approvals, and send information copies to Quality
Programs.

For Impact Level I or Il projects and work orders from Hanford contractors, a
Project MP/QA Plan shall be implemented before work progresses beyond the
planning stage.

Project MP/QA Plans shall be prepared and approved, unless the client requests a
different QA Program or a different QA Plan format (e.g., Good Laboratory
Practices regulations found in 2ICFRS58 and 40CFR792). Prior approval of the
Quality Programs Director is required to use a different QA Program. Prior

PNL-MA-70 Section 2.1
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Facility Operation and Modification

! difications, a Modification
MP/QA Plan shall be prepared by Facilities Engmeermg, with the assistance of a
PQ Representative, before the design of the modification is started.

gr and the individual Building Managers
shall review 51gmﬁcant changes e use of the buildings to determine if
changes, additions, or deletions of Facility MP/QA Plans are required. This
review shall be documented and include a schedule for any revisions required to
the Facility MP/QA Plans.

Issued: 08/31/94 PNL-MA-70 Section 2.1
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Appendix I - PNL-MA-70 Procedures

Number Title

PAP-70-12Q] Calibration Control System

PAP-70-1301 Handling, Storage, and Shipping
PAP-70-1401 Inspection and Testing Status and Tagging
PAP-70-1501 Nonconfonnance Reports

PAP-70-1502

PAP-70-1602 Corrective Action

PAP-70-1701 Records System

This Appendix or the procedures represented by this Appendix
may be revised or changed without requiring
a corresponding revision of this manual section.

Issued: 08/31/94 . PNL-MA-70 Section 2.1, Appendix I
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-MA-" PART

Quality Assurance Program Description

PNL-! A-70 ART 2

Good Practices Standard

PNL-MA-70 ART 3

Procedures for Quality Assurance Program

«Contracts Administrative Procedures
*PNL Administrative Procedures

«Software Control Procedures

Issu 08/31/94 PNL-MA-70 Section 2.1, Appendix 111
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Organization Performing Design Implementing requirements of EDP and ap; cable procedures, including required
reviews or other verification actions and submittal of documentation.

Preparing required analyses, calculations, drawings, and documents.

Quality Programs Staff Assisting in the preparation of EDPs.
Reviewing and concurring with quality assurance requirements of EDPs.
Reviewing engineering design drawings and documents when required by an EDP.

Participating in formal design reviews when required by an EDP.

Issued: 08/31/94 ‘ PNL-MA-70 Section 3.1
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Testing software to verify and validate it.
Controlling software configuration.

Protecting software and databases.

Approving and documenting software applications.

Approving and documenting software transfers.

Controlling inputs, modifications, and access to databases.

PNL-MA-70 Section 3.2
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Quality Programs Staff Reviewing and concurring in requirements for each item or service on each PR
presented for review.

Reviewing and concurring in quality-related changes to the subject procurement
documents.

Issued: 08/31/94 PNL-MA-70 Section 4.1
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Requesting Organization

PNL Performing Organization

Quality Programs Staff

Preparing and approving Work Package statements of work that meet the
requirements of this section.

Obtaining acceptance of Work Package statements of work by the performing
organization, and resolving any differences.

Preparing and issuing Requests for Analytical Services and Requests for Work.

Accepting Work Package statements of work based on being able to meet all
specified requirements before the start of work.

Reviewing and concurring in Work Package statements of work to ensure that the
quality assurance requirements included are appropriate for the assigned impact
level and scope of work. '

Issued: 08/31/94
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Ensuring the availability and currentness of workplace copies of instructions,
procedures, and drawings.

Document Control Publishing and distributing administrative procedures, and maintaining their table
of contents.

Controlling the distribution of other documents as requested.

All Staff Members Adhering to approved instructions, procedures, and drawings.

Issued: 08/31/94 PNL-MA-70 Section 6.1
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Quality Programs Staff Performing preaward surveys, source verifications, and periodic audits of
suppliers.

Reviewing supplier documents submitted in  sponse to QA clauses.

Coordinating independent receiving inspection activities, and determining the
acceptability of items for use.

Obtaining material overchecks on selected materials.

Selecting individuals for performance of inspection activities.

Issued: 08/31/94 PNL-MA-70 Section 7.1
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Requesting Organization

PNL Performing Organization

Quality Programs Staff

Issued: 08/31/94
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With Quality Programs, reviewing and concurring in drawings and technical
procedures prepared by the performing org ization specifically for the work to be
done, other than calibrations.

As necessary, releasing the performing organization to begin work after verifying
its readiness to proceed.

Reviewing data furnished by the performing organization for reasonableness and
for compliance with applicable requirements.

Providing the drawings and technical procedures required for the work.
Committing to applicable administrative procedures.

When specified, deferring the start of work until the readiness for performing such
work has been reviewed.

Performing the work in accordance with all applicable and approved requirements
and procedures.

Notifying Quality Programs of any hold points for inspection or surveillance, and
observing these points.

Reporting and obtaining resolution of any nonconformances in data or hardware in
accordance with Section 15.1, "Control of Nonconforming Items".

Attesting to the validity of reported data.
Participating in reviews of readiness for performing work.

Performing required inspections and surveillances, and accepting physical items
furnished by the performing organization.

Maintaining and evaluating records of the performing organization’s quality
history.

PNL-MA-70 Section 7.2
Page 2 of 2
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8.1 Identification and Contrc of Items

Purpose Items to be used in processes are identified and controlled to ensure that they are
correct for their application, acceptable for u  and traceable to their origin. The
validity and useability of data (or the assurance of end item quality) often depend
on positive knowl ° : that effective identif ion 'co )l of these items has
been mair  2d throughout the R&D (or fabrication) process.

Requirements When fully applied, the methods included in the administrative procedures for the
identification and control of items and referenced documents in the Policy and
Procedure System meet the requirements of 13 i Basic
Requirement 8 and Supplement 8S-1 of NQA

from the administrative procedures are summarized in the following paragraph.

Items that are available for use shall have Accept Tags attached or nearby. Items
shall be identified and shall be traceable to their design or ordering documents.
Incorrect or nonconforming items shall be controlled to prevent their inadvertent
use. Limited life items shall be controlled to prevent use beyond their expiration
dates. Materials used in fabrication shall be traceable to their origin. Materials
used in testing shall be traceable both to their origin and to the tests in which they

are used.

Responsibilities Signific  : responsibilities include:

Line or Project Organization Providing identification and traceability for items that they receive, hold, and
transmit.

Using only items that are known to be acceptable.

Preventing the use of incorrect, nonconforming, or overage items.

Issued: 08/31/94 PNL-MA-70 Section 8.1
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Quality Programs Staff Participating in the qualification of procedures, personnel, and equipment for
special processes.

Providing surveillance of processes and spe | processes.

Issued: 08/31/94 PNL-MA-70 Section 9.1
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Purpose

Requirements

Respc ibilities

Project or Line Organizations

Quality Programs Staff

10.1 nspection

PNL inspections are performed and documented to verify that activities and items
conform to specified requiren s, inspecti vities are planned, methods are
specified, and acceptance criteria are provided.

Surveillances are conducted to verify that activities are performed correctly.
Surveillances are planned to ensure thorough and periodic coverage.

Overall risk is a  ificant factor in determining the amount of surveillance a
project or activity will receive. Overall risk is considered when planning for
indepen t inspections; however, risk is not the sole determining factor.

Methods included in the administrative procedures for inspection and survelllance
and referenced documents in the Policy and Procedure System meet i
- Basic Requirement 10 and Supplement 10S-1 of NQA-
mterpreted for PNL activities. The significant requirements from administrative
procedures are sumr  ized in the following paragraphs.

Activities and items with associated documentation shall be inspected for
conformance with applicable requirements. Inspection planning shall identify the
characteristics to be inspected, the acceptance criteria, and the methods to be
employed. Hold points for inspections shall be established, as necessary, and shall
be honored. Inspections for acceptance shall be performed by qualified personnel
who are independent of those who performed or supervised the work being
inspected. Inspection results are documented to provide evidence of the item’s
acceptability. Records of inspection shall be maintained.

Process monitoring shall be used instead of, or with, inspection when direct
inspection alone is insufficient.

Surveillances of activities shall be performed at periodic intervals or at important
process steps. Surveillance planning shall identify the activities to be covered,
acceptance criteria, when applicable, and when the  veillance is to occur.
Responsible management shall be informed of surveillance results so appropriate
actions can be taken.

Section 7.1, "Control of Purcl d1 1s and Services," 1
requirements for the use of inspection in the procureme

Significant responsibilities include:
Performing or obtaining required inspections, as applicable.

Notifying Quality Programs of upcoming hold points for inspection or
surveillance.

See also the responsibilities for Requesting Organization in Section 7.1, "Control
of Purchased Items and Services".

Planning, performing, and cumenting independent inspections.

Issued: 08/31/94
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Performing and documenting reviews of records that provide evidence of item
acceptability.

rf

Pi
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Ensuring that supporting services to test activities, such as analytical work, satisfy
their quality requirements.

Documenting test results so that they are traceable to the test conditions used and
are retrievable.

Obtaining independent technical reviews or peer reviews of test procedures and
test results.

Quality Programs Staff Reviewing research project planning documents and technical procedures to verify
that they include appropriate quality assurance requirements.

Issued: 08/31/94 PNL-MA-70 Section 11.1
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cords management plans and procedures

Ensuring that records are dispositioned in accordance with requirements.

Coordinating tunover of records to the client, when required.

Arranging for retirement of records to an  propriate storage facility. (£ 1B
I ) Records Center.)

PNL-MA-70 Section 17.1

Issued: 08/31/94
Page 2 of 2

Supersedes: 04/19/91









9513359, 0165
G-1 Ac ony 15

(Software terms marked with an *)

A-E Architect Engineer

ARL* Application Record Log

ASME A rican Society of Mechanical Engineers
CAP-70-X2 Contracts Administrative  ocedures
CASE Coordinating Agency for Supplier Evaluation
CDL Controlied Document st

CDR Conceptual Design Report

CDT Calibration Discrepancy Tag

CDTR Controlled Document Transmittal Record
CFR Code of Federal Regulations

CNR Contractor Nonconformance Request
D&DS Design and Drafting Services

Hanford Design/Field Change
Data N agement Log

DCR ’ ocument Change Request

Department of Energy

Deficiency Report

Document Review Record

- Documentation Systems Department
Engineering Design lan

Functional Design Criteria

Final Intemal Development Review
High Efficiency Particulate Air

- Hanford Filter Test Facility

Hanford Index of Qualified Suppliers
Instrument Calibration and Eve  tion
~° Interim Change Notice

Impact Level

Interlaboratory Authorization
Inspection/Test Instructions
Independent Technical Review
Kaiser Engineers Hanford
Laboratory Record Book

Material Identification Card
Measurement | Test Equipment

‘Management Plan

Memorandum Purchase Order

Issued: 08/31/94 PNL-MA-70 Section G-1
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NCR Nonconformance Report

NQA-] ASME NQA-1, Quality Assurance Program Requirements for Nuclear Facilities
oJT On-the-Job Training

PNL Administrative Procedures

Purchase Order
PPD Project Plan Document
o i Pl G

Purchase Requisition
Peer Review Comments and Resolution
Quality Assurance

Qua

eguzat
Requisition Control Clerk
Request for Analytical Services

Request for Proposal

RFT* Request for Transfer
RFW Request for Work
RIDS Records Inventory and Disposition Schedule/File Index

Operations Office

SCP-70-XXX Software Control Procedures
S/N Serial Number

SOwW Statement of Work

SSO Source Selection Official

TI Test Instruction

TPC Technical Procedure Coordinator
TPP Technical Program Plan

Westinghouse Hanford Company
wO Work Order

Issued: 08/31/94 PNL-MA-70 Section G-1
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Cognizant Manager

Commercial Grade
Items

Condition Adverse
to Quality

Conditional Accept
Configuration

Configuration
Control

Contract

Contractor
Nonconformance
Request

co

Corrective Action

Deficiency

Design

Design Document

Design Information
and Design
Activities

Issued: 08/31/94
Supersedes: 07/28/89

Includes managers of projects, functions, departments, and sections whose responsibilities are
delineated in PNL-MA-70 or the administrative procedures.

Those products that are totally designed and available for commercial or industrial purchase.
ltems are usually described by the manufacturer with a unique catalog or model number or
other means of specifically identifying the item. With the exception of manufacturer-provided
and specifically defined product variations, options, and/or accessories, changes or
modifications by the purchaser beyond that expressly provided or available from the
manufacturer and not "off-the-shelf” or commercial grade.

An all-inclusive term used in reference to any of the following: failures, malfunctions,
deficiencies, defective items, and nonconformances. A significant condition adverse to quality
is one which. if uncorrected. could have a major adverse impact on the environment, health or
safety, mission. cost, or reputation of PNL or the PNL client.

A disposition which accepts a nonconforming item for use, subject to specific restrictions.
an item, experiment, or document.

The functional, physical, and procedural characteristics

Knowing the present configuration and maintaining the knowledge by ensuring that changes are
accomplished only in accordance with accepted change control methods.

A promise or set of promises for the breach of which the law gives a remedy, or the
performance of which the law in some way recognizes as a duty.

A PNL document for use by a contractor to tender for acceptance nonconforming supplies or
services at variance with the requirements of the contract.

agreements that are within the limits of a written delegation of authority from the Direct
PNL. This definition includes PNL Buyers/Subcontract Specialists.

Measures taken to rectify conditions adverse to quality 1, where necessary, to preclude

repetition.

Failure to develop. document. or implement effectivelv anyv applicable element of the QA
Program or project activity established by mutual agreement with the client. or failure to follow
established procedures.

(1) Specifications. drawings. design criteria, and perfor cerequirements. Includes designs at

planning, and preparing specifications, drawings, and related documents.

Written or pictorial information (e.g.. drawings and specifications) which establish design,
performance. environment. fabrication. installation, operation, or other requirements for the
design fabrication or construction of an item, system, or structure.

Data collection and analyvsis activities that are used in supporting design development and
verification. Includes general plans and detailed procedures for data collection and analyses and
related information such as test results and analysis. Data analysis includes the initial step of
data reduction as well as broad-level systems analyses (such as performance assessments) which
integrate many other data and analyses of individual parameters.

PNL-MA-70 Section G-2
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QA Plan

A document that identifies the requirements from PNL-MA-70 and the administrative
procedures that are expected to apply to the work cov :d by the QA Plan. QA Plans also

identify any additional QA requirements from the client, the responsible individuals and
organizations, any exceptions, and any special factors that need to be considered.

Qualification
(Personnel)

Qualified Procedure

Quality Assurance
Records

Quality Control

Quality-Related

Receiving

Receiving Inspection

Receiving Inspection
Organization

Reject

Repair

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

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

Those quality assurance actions which provide a means to control and measure the
characteristics of an item, process, or facility to established requirements.

Activities which are important to public health and safety, environmental protection, equipment
performance and reliability, and in general, those which affect the achievement of project
quality objectives. '

Taking delivery of an itemata« gna |  ion
ocedures and inspection instructions,

figuration; identification;
om shipping damage; and cleanness.

An inspection performed in accor  ce with establishec
to verify by objective evidence such features as proper
dimensional, physical, and other characteristics; freedor

The organization designated to perform receiving inspection. Typical organizations include the
requestor’s organization, Process Quality Department, Ci  t Services, and the WHC Standards
Lab.

A decision that a nonconforming item cannot be used as is, reworked, or repaired. Rejected
items are either scrapped or returned to the source.

The process of restoring a nonconforming characteristic to a condition 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. Any restoration in which a work process is used other
than those used in the original manufacture shall be consider: a repair.
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Stop Work Request

Supplemental Work
Order

Supplier

Surveillance

Technical Document

Technical Procedure

Technical
Representative

Technical Review

T orary
Engineering
Drawings

A management tool to request stoppage of any activity that is not in substantial compliance
with QA requirements or procedures, or of any activity for which corrective action is not
implemented in a timely manner.

A document that authorizes a change to an existing Work Order (DOE Form No. 54-3000-244).
Any individual or organization who furnishes items or services in accordance with a
procurement document. An all inclusive term used in place of any of the following: vendor,

seller, contractor, subcontractor, fabricator, consultant, and their subtier levels.

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

A document of technical rather than financial. administrative. management, or contractual
subject matter. Technical documents may include (but are not limited to) the following:

+ technical reports such as topical reports, final reports, letter reports, or technical
memoranda

» technical data used as the basis for programmatic decisions
« computer software and its documentation
* technical procedures

- nonadministrative documents that support project objectives, such as environmental impact
statements or socioeconomic studies

+ project experimental/test plans (or equivalent)
« field sampling plans.
A term used to describe procedures that are primarily technical in content including Test

Procedures, Research Project Technical Procedures, Service Group Technical Procedures, and
Standard Operating Procedures.

An individual technically knowledgeable in the requirements for the items or services requested.

A documented evaluation of technical documents, material, or data that assesses the technical
applicability, correctness, adequacy, and completeness of the reviewed documents. Technical
reviews may be performed by an individual involved in the work performed but may not be the
originator of the document being reviewed.

Design drawings of facilities or equipment of a temporary nature where long-term storage of
original tracings is not needed, such as conceptual layouts, prototype equipment, or where the
information contained will be transferred to permanent  iwings for record. These drawings
have numbers prefixed SK- for DOE facilities, 1830 and 1830-related services R&D clients;
drawings for Battelle facilities and non-1830 R&D clients are prefixed by an RSK- or a client-
furnished numbering system.
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Deficiency

Design
Documentation

Design Input

Documentation

Engineering/
Scientific Software

Final Internal
Development
Review (FIDR)

Hard Copy
Incident
Independent
Technical Review
(ITR)

Internal Testing
Magnetic Media
Operating System

Software

Project Manager

Failure to develop, document, or implement effectively any applicabie element of the QA
Program or project activity established by mutual agreement with the client, or failure to follow

established procedures.

1. For engineering/scientific software, documentation of software design that includes a
description of mathematical models and numerical methods, and a user’s manual. 2. For
support software documentation of software that includes at a minimum a user’s manual.

1. Input to the software development process, including bases for software design, performance
requnrements regulatory requirements, and codes and standards (taken from ASME

NQA- 9, Supplement 3S-1). 2. Also termed "software requirements specifications:"
functions, performances, design constraints, and attributes of software and external interfaces
(taken from IEEE std 730-1984).

Design documentation and exhibits, memos, and/or other information used to ensure traceability
and reproducibility of software development, review, control, testing, and use.

Software that reads input data, computes results, and provides output calculations for use in
performing an analysis or making an inference. Engineering/scientific software may be
transferred from outside PNL or outside the research project, or it may be developed at PNL.
Transferred software may be used as acquired, or it may be modified at PNL. (NOTE Does
not include system maintained software, suich: e 3P
command files written to utilize such software.)

A formal review process that compares modified or developed engineering/scientific software
and its review documentation to its design input and design documentation requirements,
evaluates the technical validity of the software, and a roves software for configuration control
and verification and/or validation.

A computer-produced copy of information in human-readable form on paper or microfiche (as
opposed to a copy on magnetic media in computer-readable form).

Any deviation from the planned or expected behavior of an activity or operation; or a course of
events which has or may have a significant programmatic, safety, health, or environmental
impact. Significant programmatic impacts include those associated with reliability, cost,
schedule. data loss. or questions of data validity or analysis.

A documented critical review by qualified independent personnel to provide assurance that
information is correct and satisfactory.

Informal testing of software that is performed during e development process. Internal testing
does not replace verification but may be used to support the verification process.

Tapes, disks. or diskettes used to record and store information in computer-readable form.

A collection of software remaining permanently on a computer to provide overall coordination
and control of the operation of the hardware. This collection includes compilers, link editors
and similar software.

A person designated as the manager of a research project. The term project manager also refers
to those persons designated by the project manager to act on his/her behalf for specific
activities.
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