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Premise underlying today’s training briefing:

DOE’s Quality Assurance Rule and Order have antecedents that date to the original Quality Assurance Programs, written when nuclear power was first being developed for commercial purposes.

Historical Context

The Atomic Energy Act of 1954.

The Act allowed private industry to participate in the development of nuclear power.

The Price-Anderson Act of 1957 removed the roadblock to private industry’s development of nuclear power.

Two purposes:

· Protect the public by assuring the availability of funds for paying claims arising from a catastrophic nuclear accident

· Remove a deterrent to private industry participation in atomic energy, caused by the threat of huge potential liability claims

Act was extended in 1967, 1975, and 1988

The 1988 extension of the Price-Anderson Act attached a new condition.

· A new program subjected DOE contractors to penalties if they violated prescribed standards pertaining to nuclear safety.

DOE’s Quality Assurance Rule and Order intent and meaning are a function of its history.

· Atomic Energy Act of 1954

· Appendix A to Part 50 of Title 10 of the Code of Federal Regulations: “General Design Criteria for Nuclear Power Plants” (1971)

· Appendix B to Part 50 of Title 10 of the Code of Federal Regulations: “Quality Assurance Requirements for Nuclear Power Plants” (1970)

The AEC and its successors also developed QA Programs for their own programs

· AEC published Chapter 0820, “Quality Assurance,” a new chapter to its AEC Manual (1973)

· DOE Order 5700.6 was issued to institute a stronger QA program. Three revisions: A (1981), B (1986), C (1991)

Revision C, DOE Order 5700.6C was a significant change.

· All work is a process that can be planned, performed, assessed, and improved

· All work can be divided into three categories:  management, performance, and assessment

· Each of work’s three categories can be divided intro 10 functional criteria, which collectively “
comprise the foundation of a comprehensive quality assurance program”

· Quality is defined as “the degree to which an item or process meets or exceeds the user’s requirements and expectations”

· Quality Assurance is defined as “actions that provide confidence that quality is achieved”

DOE Order 414.1, the most recent DOE Quality Assurance order, continues on the path of DOE Order 5700.6C.

The QA Program is viewed as a management system

Implementation of the QA Program uses a graded approach

Requirements

Every contractor doing work within the scope of the order or the rule must have a Quality Assurance Program (QAP).

The QAP must contain the specified 10 criteria

The QAP must describe how the 10 criteria are used

A graded approach must be taken when using the 10 criteria

Where appropriate, use whatever already exists and is accepted as standard

Criterion 1 - Program

· Every organization must have a documented QAP that is a commitment by the organization that it will comply with the Rule and Order

· The organization’s structure and its processes must be made visible

· The QAP should explain what is expected from lower tier organizational units when they implement the QAP

Key features of Criterion 1 - Program

Document:

· Structure of the organization

· Functional responsibilities

· Levels of authority

· Lines of communication

Assign a person or organization to:

· Assure that a QAP is established

· Verify compliance with the program

Criterion 2 - Personnel Training and Qualification

· People who are assigned work must know how to do that work

· Training programs must be provided to ensure employees’ continued ability to do the work

Criterion 3 - Quality Improvement

The quality improvement program should include the three ways to improve quality:

· Establish processes that detect problems

· Establish processes that prevent repetition of known problems

· Scrutinize operations data for opportunities to improve quality processes

Criterion 4 - Documents and Records

Two separate but related sets of controls are addressed:

· Controls governing the preparation, distribution, and revision of documents that prescribe how work is done

· Controls governing the identification, retention, and retrievability of records that attest how work was done

Definitions of documents and records:

· Documents:  written or pictorial information that informs the reader how work must be done

· Records:  completed documents that will no longer be used or will no longer receive any entries

Key features of Criterion 4 - Documents

Correct implementation of a document control system assures that documents are:

· Written by people who know the work activity

· Reviewed by qualified people who also know the work activity but did not write the procedures

· Approved by people who are responsible for the work activity  (usually management people) or people with program or project fiscal responsibility

· Sent to the people who must use the procedures

Key features of Criterion 4 - Records

Remember to:

· Specify, prepare, and maintain records needed to provide evidence of quality.

· Assure that records are legible (reproducible), identifiable, retrievable, and protected from damage or loss.

· Establish and document requirements for all aspects of a records system

· Specify who is responsible for transmitting, distributing, retaining, maintaining, and disposing of records

Criterion 5 - Work Processes

· Work is controlled by either standards or written instructions

· Tools and machinery used in work are controlled

· Materials used in work are controlled

· Measuring and test equipment used in work are controlled

· In developing administrative or other controls for work, the graded approach is used to relate effort and cost with risks involved and benefits gained

Criterion 6 - Design

· Applies to conventional design activities, not scientific experiments

· Design input is appropriately specified

· Design interfaces are identified and controlled

· Designs are verified by persons who did not create the design

· Design changes are controlled by the same processes that controlled the original design

· Designs are validated before they are put in place

Requirements to control the design process:

· Describe how design inputs are converted into specs, drawings, procedures, and instructions

· Describe how design changes are handled

· Describe design interfaces and corresponding responsibilities

· Describe the methods used to validate and verify the design

· Describe how the final design records will be collected and archived

Criterion 7 - Procurement

· Many DOE organizations recognize two sources for the acquisition of goods and services:

-
External (commercial suppliers)

-
Internal (support) organizations

· Articulate requirements, translate requirements to procurements documents, verify that what is delivered is as required

· Evaluate prospective suppliers, select only qualified suppliers, periodically monitor suppliers

Criterion 8 - Inspection and Acceptance Testing

· Applies to existing items and known processes

· Plan ahead for inspections and acceptance testing

· Record what was done

Criterion 9 - Management Assessment

· Performed by managers who manage the work they are assessing (management assessments are not independent assessments)

· Concerned with broad organizational issues

Criterion 10 - Independent Assessment

· Is a planned and scheduled activity

· Emphasizes actual performance

· Done by people who have authority to go where needed and who know what they are doing

Questions?
