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What is Quality Assurance?

Definitions from DOE Order 414.1C, Quality Assurance

Quality is defined as the condition achieved when an
item, service, or process meets or exceeds the user’s
requirements and expectations.

Quality Assurance is defined as all those actions taken
to provide confidence that quality is achieved.
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Quality Assurance Program at the Ames Laboratory

The Ames Laboratory Quality Assurance Program (QAP)
has been established according to the requirements of:

 DOE Order 414.1D, Quality Assurance, and
10 CFR 830 Subpart A, Quality Assurance

Where necessary and applicable, implementation of the
QAP is supported by guidance provided in DOE Guides
414.1-1B & 414.1-2B, and ANSI/ASQ Z 1.13-1999.
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Graded Approach Concept

* A graded approach ensures that the level of controls,
documentation, and assessment applied to a process
are commensurate with the risks and hazards
associated with the process.

e Ames Laboratory does not apply requirements
uniformly across all activities. Doing so would not
necessarily add value or reduce risks and is an
ineffective use of resources.
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Quality Assurance Program Criteria

Management 1. Program
. Personnel Training and Qualification
. Quality Improvement

. Documents and Records

. Design
. Procurement

1
2
3
4
Performance 5. Work Processes
6
7
8. Inspection and Acceptance Testing

Assessments 9. Management Assessments
10. Independent Assessments
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Criterion 1, Program

e Establish an organizational structure, functional responsibilities, levels of authority, and
interfaces for those managing, performing, and assessing the work.

e Establish management processes, including planning, scheduling, and providing resources for
the work.

Ames Laboratory Implementation: £C (Ames Lab Executive Council)

e An organizational structure with roles and responsibilities.

 Documented policies and processes designed to fulfill requirements.

* Planning and budgeting processes provide management awareness and
approvals.
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Criterion 2, Personnel Training and Qualification

e Train and qualify personnel to be capable of performing their assigned work.
* Provide continuing training to personnel to maintain their job proficiency.

Ames Laboratory Implementation TD&R (Training, Documents, and Records)
* Position descriptions and hiring practices provide qualified staff.

e Hazard Identification and Training Needs Questionnaire are used to identify
medical surveillance and training needs.

e Cyber Train is used to deliver and track training status.
e Supervisor and mentor relationships provide oversight.

e Continuing education to enhance employee skills.
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Ames Laboratory Implementation: EC, ESH&A (Environment, Safety, Health & Assurance)
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Criterion 3, Quality Improvement

Establish and implement processes to detect and prevent quality problems.

Identify, control, and correct items, services, and processes that do not meet established
requirements.

Identify the causes of problems, and include prevention of recurrence as a part of corrective action
planning.

Review item characteristics, process implementation, and other quality related information to
identify items, services, and processes needing improvement.

Ames Laboratory Oversight Board and Operations Review Committee
Formal issue management for safety and security improvements.
Daily review of ORPS information by management and follow-up actions

Recent improvements include: new business software, webpage enhancements,
electronic performance evaluations, revised proposal process, and formality of
the Contractor Assurance System (CAS).
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Criterion 4, Documents & Records

* Prepare, review, approve, issue, use, and revise documents to prescribe processes, specify
requirements, or establish design.

» Specify, prepare, review, approve, and maintain records.

Ames Laboratory Implementation: 7D&R

e Document control and tracking
— Document preparation plan
— Approved, current documents are accessible via web page

e Records management
— Records scanning — Content Management System
— Records Storage Facilities
— Research notebooks procedure and training
— Vital Records Documentation
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Criterion 5, Work Processes

» Perform work consistent with technical standards, administrative controls, and other hazard
controls adopted to meet regulatory or contract requirements using approved instructions,
procedures, or other appropriate means.

* |dentify and control items to ensure proper use.
* Maintain items to prevent damage, loss, or deterioration.
e Calibrate and maintain equipment used for process monitoring or data collection.

Ames Laboratory Implementation: £sH&A
SRC (Safety Review Committee)

* Readiness Review for activity approvals.
— Levels |, I, &I
— Improved documentation via a database

e Control of items & calibrations
— Mostly performed by research and support groups and departments
— Hoisting and rigging inspections and HEPA filters certifications
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Criterion 6, Design

* Design items and processes using sound engineering/scientific principles and appropriate
standards.

* Incorporate applicable requirements and design bases in design work and design changes.
* |dentify and control design interfaces.

e Verify or validate the adequacy of design products using individuals or groups other than those
who performed the work.

» Verify or validate work before approval and implementation of the design.

Ames Laborato ry Implementatiﬂn F&ES (Facilities and Engineering Services)
IS (Information Systems)

Design = Facilities and Engineering Services, and Information Systems.

Designers qualified by education, experience, and professional development.

Service order requisitions document requests.

Approval and documentation are scaled to project size and type.
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Ames Laboratory Implementation: P&PS (Purchasing & Property Services)
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Criterion 7, Procurement

Procure items and services that meet established requirements and perform as specified.
Evaluate and select prospective suppliers on the basis of specified criteria.

Establish and implement processes to ensure that approved suppliers continue to provide
acceptable items and services.

Requestors prepare requisitions.
Purchasing and requestors identify vendors.
Signature approvals process.

Requisitions are reviewed and accepted by Purchasing & Property
Services, ESH&A (hazardous materials), Facilities and Engineering Services
(S/Cl, NRTL), and DOE

Electronic requisitions and work flow planning and implementation via
Lab’s business software systems (next 2 years).
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Criterion 8, Inspection and Acceptance Testing

* Inspect and test specified items, services, and processes using established acceptance and
performance criteria.

e Calibrate and maintain equipment used for inspections and tests.

Ames Laboratory Implementation: F&ES, P&PS

e Commodity coding triggers purchase inspections by Facilities and Engineering
Services.

e Equipment calibration is line responsibility.

* Welding is performed by Facilities and Engineering Services with an
independent inspector.

e Hoisting and Rigging inspections are performed by trained staff (including
S/Cl’s) in Facilities and Engineering Services.

e Costpoint has automated these processes, continuing to streamline as
applicable.
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Criterion 9, Management Assessment

e Ensure that managers assess their management processes and identify and correct problems
that hinder the organization from achieving its objectives.

Ames Laboratory Implementation: Division/Program Directors

Department Managers,
and ESH&A
e \Worker Observations Guide

e Supervisory responsibilities — emphasized through annual performance
evaluations.

e Program and Department walk-throughs.
—ESH&A trends issue statistics.

e Continuous improvements primarily through skill enhancement.
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Criterion 10, Independent Assessment

e Plan and conduct independent assessments to measure item and service quality, to measure the
adequacy of work performance, and to promote improvement.

e Establish sufficient authority and freedom from line management for independent assessment
teams.

e Ensure persons who perform independent assessments are technically qualified and
knowledgeable in the areas to be assessed.

Ames Laboratory Implementation: £SH&A, Internal Audit

* Independent Walk-Throughs
— Upper management, ISU & DOE involvement
— Includes a specific focus

e Topical Appraisals
— Compliance verification and process improvements for safety and security

e Internal Audit - Independence and formal protocol
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Additional Information and References

e The Ames Laboratory website

e The Ames Laboratory Quality Assurance Program (QAP) Plan

e DOE Order 414.1D, Quality Assurance

e DOE Guide 414.1-1B, Management and Independent Assessments Guide

e DOE Guide 414.1-2B, Quality Assurance Program Guide
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