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Overview

üWhat is a Quality Assurance 
Program?

üWhy is a Quality Assurance 
Program Important?

üHow Do You Build an Effective 
Quality Assurance Program?

üWhere Can You Get Assistance?

üQuestions & Answers



What is a Quality Assurance 
Program?

A Quality Assurance Program is a systematic 
meansof ensuring that stakeholder 
expectations aremet or exceeded through 
critical processes that are effective, efficient, 
suitableand results-oriented. 
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What is a Quality Assurance 
Program? 

Χέvǳŀƭƛǘȅ !ǎǎǳǊŀƴŎŜϦ ŎƻƳǇǊƛǎŜǎ ŀƭƭ ǘƘƻǎŜ plannedand 
systematic actionsnecessary to provide

adequate confidence that a structure, system, or component 
will perform satisfactorily in service. Quality assurance 
includes quality control, which comprises those quality 

assurance actions related to the physical characteristics of a 
material, structure, component, or system which provide a

means to control the quality of the material, structure, 
component, or system to predetermined requirements.

ASME NQA-1-2008 & 10CFR 50-Appendix B



Why is a QA Program 
Important?

ü Improves Internal Operations

üVehicle to Meet or Exceed Stakeholder 
Expectations

ü Improves Stakeholder Confidence Level 

üSupplies Objective Evidence

üMeans to Measure Improvement or Lack 
Thereof



Why is a QA Program 
Important?

üMeans to Identify & Eliminate Non-
conformances or Wastes

üMeans to Prevent Occurrences of Non-
conformances

üCould be a Differentiation Factor to Generate 
More Business 



How Do You Build an Effective 
QA Program?

Typical Steps:

ü Identify Business Case for Change

ü Identify Steering Committee

üTrain Steering Committee

ü Identify Champion

üLŘŜƴǘƛŦȅ ǘƘŜ v! {ǘŀƴŘŀǊŘ όά¢ƻ-.Ŝέύ ¢Ƙŀǘ ¸ƻǳ 
Want to Abide By

ü5ƻŎǳƳŜƴǘ .ŀǎŜƭƛƴŜ όά!ǎ-Lǎέύ 



How Do You Build an Effective 
QA Program?

Typical Steps (continued):

ü/ƻƳǇƭŜǘŜ D!t !ƴŀƭȅǎƛǎ .ŜǘǿŜŜƴ ά!ǎ-Lǎέ ϧ ά¢ƻ-
.Ŝέ 

üEstablish & Implement Plan to Close GAP 
Including Timeline & Appointed Resources

üClosely Monitor Progress With Periodic 
Steering Committee Review



How Do You Build an Effective 
QA Program?

Typical Steps (continued):

üAppoint & Train Implementation Team

üFinalize Quality Systems Manual  

üDecide on & Implement Overarching Systems

üOrganizational Structure

üDocumentation Structure

üDocument Control Process

üRecords Handling  



How Do You Build an Effective 
QA Program?

Typical Steps (continued):

üDecide on & Implement Overarching Systems

üCorrective & Preventive Action

üAudits ςInternal, Auditee, Supplier

üAppoint & Train Responsible Parties for Audits, 
Document Control, Corrective & Preventive 
Action Tracking & Records Coordination

ü Implement Other QA Requirements



Typical QA Requirements



Organizational Structure & 
Responsibility

üOrganizational Charts

üVision, Mission, Policies & Values

üChange Management Process

üResource Balancing & Prioritization

üReward & Recognition to Support Meeting or 
Exceeding Stakeholder Expectations



Documented QA Program

üDocument What You Do, Do What You 
Document & Be Able to Show Proof 

üQuality Systems Manual, Procedures, Work 
Instructions, Records

Quality Systems Manual (Policy)

Procedures (What, Where, When, Who)

Work Instructions (How)

Records (Objective Evidence)



Design Control

üThe Design Process Including Inputs, 
Interfaces & Outputs Must Be Defined, 
Controlled & Verified.



Procurement 

üApproved Supplier List

üVendor Quality Rating

üUtilize Resources Suitable With Supplier  
Performance, Qualifications & Criticality

üPerform Supplier Audits or Assessments



Document Control

ü Identify Critical Documents

üEnsure Use of Most Current Documents

üProperly Reviewed & Approved Before Use & 
After Updates

üHighlight Changes to Documents

üEnsure Document Accessibility

üEstablish Controlled & Uncontrolled Criteria 



Identification & Traceability

üEnsure, Where Applicable, the Ability to Trace 
Products From Raw Materials to In-Process to 
Finished Products

ïLot Numbers

ïCritical Identifiers



Special Process Control

ü Identify & Control Special Processes Through 
Documented Procedures 



Inspection & Testing

ü Identify Critical Incoming, In-process & Final 
Product Quality Tests, Inspections & Sampling

ü Implement Testing to Mirror the Risks

üPoorer Quality Results Requires Increased Testing 
Frequency & Visa Versa

üMonitor Process Control & React With 
Uniform Adjustments to Non-Desirable 
Trends, Patterns & Out of Control Conditions

üEstablish Refresher Training for Employees 
Who Perform Critical Tests



Control of Measuring & Test 
Equipment

ü Identify & Calibrate Critical Process 
Instruments & Equipment & Use Appropriate 
Statistical Methods , Where Applicable 

üEstablish Calibration Schedule

üEstablish Traceable Standards to National 
Standards, Where Applicable

üEstablish Refresher Training for Employees 
Who Perform Critical Calibrations & Tests 



Handling, Storage, Packaging & 
Delivery

üEnsure, Where Applicable, the Ability to Safely 
Handle, Store, Package & Deliver Material to 
Customers Without Incident


