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Quality Assurance
[image: image3]Part of quality management, focused on providing confidence that quality requirements are fulfilled
Quality Control
Part of quality management, focussed on fulfilling requirements for quality
Quality Management
Coordinate activities to direct and control an organization with regard to quality
Quality Management Systems
[image: image4.wmf]Management systems to direct and control an organization with regards to quality
Model of the Process Approach QMS
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‘the what’
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    Measure efficiency / effectiveness

                                                                                                                  Basis for Activity Based Costing

ISO 9000:2000 Family of Standards
ISO 9000:2000 

Fundamentals and vocabulary
ISO 9001:2000 

Requirements*
ISO 9004:2000 
Guidelines for performance improvements*
ISO/CD3 19011:2002
Guidelines on quality and/or environmental management systems auditing
* Consistent pair
Quality Management Principles
· Customer focus
· Leadership

· Involvement of people

· Process approach
· System approach to management
· Continual improvement

· Factual approach to decision making

· Mutually beneficial supplier relationship
Quality Management Standard
Clause 4
Quality management system (general)
Clause 5
Management responsibility (PLAN)
Clause 6
Resource management (PLAN)
Clause 7
Product realization (DO)
Clause 8
Measurement, analysis and improvement (CHECK & ACT)

4. Quality Management System
4.1 General requirements
· Establish - document - implement - maintain - continually improve
4.2 Documentation requirements
· Documented procedures required by the Standard

· Documents required by the organization
· Any form or type of medium

· Quality Manual

· Control of Documents 

· Control of quality records
5. Management Responsibility
5.1
Management Commitment
5.2
Customer Focus
· Top management
· Customer requirements

· Determined

· Fulfilled

· Customer satisfaction
5.3
Clear Policy
· Top management
· Appropriate Commitment

· Meeting requirements
· Continual improvement
· Framework for quality objectives 

· Communicated, Understood and Reviewed

5.4
Planning
· Quality objectives established
· Measurable

· Consistent with policy

· Controlled change

5.5
Responsibility,authority and Communication
· Responsibilities and authorities defined
· Management representative

· Internal communication

5.6 Management Review
· Top management
· Planned intervals

· Evaluate change to system, policy and objectives
· Inputs
· Audits

· Customer feedback

· Process performance

· Product conformance

· Preventive and corrective actions

· Changes
· Outputs
· Improvement of processes and product, resource needs


6. Resource Management
· Provide resources
· To improve effectiveness

· Enhance customer satisfaction

· Human resources

· Training-awareness and competency

· Records

· Infrastructure
· Workspace

· Equipment, hardware and software

· Supporting services

· Work environment
7. Product Realization
7.1 Planning of Product Realisation 
· Processes and Sub-processes
· Objectives for product

· Project or contract

· Documentation, resources,

· Facilities

· Verification

· Validation

· Records

7.2 Customer Related Processes
· Identify customer requirements
· Legal and Statutory
· Review-Tender, Contract or Order
· Product requirements agreed
· Differences resolved
· Can do? Meet defined requirements
· Amendments, who needs to know
· Records
7.3 Design and Development
7.3.1 Planning 

·  Activities

·  Personnel

·  Resources

·  Interfaces

7.3.2 Inputs

7.3.3 Outputs

7.3.4 Review

7.3.5 Verification

7.3.6 Validation

7.3.7 Change Control

7.4 Purchasing
Control Suppliers

· Meeting Requirements

· Extent Of Control

· Records

Purchasing Information

· Product-procedures-processes

· Equipment-personnel

Verification

· By Supplier

· By Customer
7.5 Production and Service Provision 
7.5.1 Control of production and service provision
· Controlled Conditions
· Work Instructions If Necessary

· Suitable Equipment For Operations

· Standards And Plans

· Measuring And Monitoring Devices 

· Monitoring Activities

· Defined Processes For Release - Delivery

· Applicable Post Delivery Activities
7.5.2 Validation of processes
· Review And Approval Of Processes

· Equipment And Personnel

· Specific Methods And Procedures

· Records

· Re-validation 

7.5.3 Identification and traceability
· Identified by suitable means
· Traceable if required
· Product status 

· Records

7.5.4 Customer property
· Identified

·  Verified

·  Protected 

·  recorded and reported if

·  Lost or damaged

·  May be information

7.5.5 Preservation of product
· Preserve conformity
· Delivery
· Identification
· Handling
· Packaging
· Storage
· Protection
7.5.6 Control of monitoring and measuring devices
· Controlled and consistent

· Measurements required

· Devices identified and calibrated

· Defined standards

· Calibration status

· Calibration records

· Re-assessed if out of calibration

· Protected from damage

· Software validated

· Safeguarded
8. Measurement, Analysis and Improvement 
8.1 General 
· Define

· Plan & Implement

· Measurement and Monitoring

· Conformity and Improvement
8.2.1 Customer Satisfaction
· Monitor information
· Customer perception
· Methods determined
8.2.2 Internal Audit
· Actual = Plan?

· Periodic Audits

· Effective, Objective and Impartial

· Recorded Results

· Documented Procedure

· Independent auditors

· Management Review 

· Follow Up

8.2.3 / 8.2.4 Monitoring and Measurement of 
Processes and Product
· Processes

· Suitable Methods

· Planned results

· Correction and Corrective Action

·  Appropriate Stages
·  Monitor and measure

·  Evidence of Conformity

·  Records for Authority for Release

·  Planned Arrangements met

· Approved by relevant authority

· Or the customer
8.3 Control of Nonconforming Product
· Documented Procedure

· Identified and controlled

· Authority Defined

· Eliminate the Nonconformity

· Authorize release or acceptance under concession

· After delivery or use has started, appropriate action

· Records maintained

· Re-verified after correction

8.4 Analysis of Data
· Collect and analyse data

· Identify improvements to be made

· Customer satisfaction or not

· Conformance to requirements

· Process and Product characteristics

· Suppliers

8.5.1 Continual Improvement
Continually improve effectiveness through:
· Quality policy

· Quality objectives

· Audit results

· Analysis of data

· Corrective and preventive actions

· Management review

8.5.2 Corrective Action
· Correction
· Documented Procedure

· Investigate non conformity

· Evaluate

· Resolve

· Implement

· Record results and review

8.5.3 Preventive Action
· Documented Procedure

· Identify Potential nonconformities and their causes

· Implement Preventive action

· Record results and review action taken

Thank you for your kind attention.

For further information please contact:

H&A Cutting Works Limited

Tel: +66-2-7270387

Fax: +66-2-7270878

Email: info@hacuttingworks.co.th
http://www.hacuttingworks.com
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