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4.2 Management System

The Ten Second Tutorial

[image: image1.wmf]This section tells you that our Management System (or Quality Management System) is based on the premises:

1. Define your policy on quality

2. Say what you do (through documentation)

3. Do what you say (following your documentation)

4. Record what you did
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4.2.1 Policies and Procedures

Policy:

The Quality Management System is established, implemented, and maintained by management. It is applicable to all the fields of testing and activities in which the laboratory is involved and undertakes. All policies, systems, programs, procedures and instructions are documented to the extent necessary to enable the laboratory to assure the quality of results generated. These documents are communicated to, understood by, available to, and implemented by the appropriate personnel.

Details:

The purpose of our Quality Management System is to ensure that all services and products satisfy the customer’s requirements and have been designed, manufactured, and delivered under controlled conditions.

The effectiveness of the Quality Management System is assessed in several ways:

· by a program of planned internal audits, covering all aspects of the operation of the quality management system

· by regular management reviews of the suitability and effectiveness of the quality management system

· by analysis of potential and actual problems as shown by customer complaints and supplier and subcontractor assessments

· by other methods approved from time to time by the <Click here and type appropriate TITLE>
This Quality Manual and associated documents (including procedures) and records serves as the quality plan for the laboratory. Other documents and records include:

· standard operating procedures

· quality control plans in test methods

· organizational charts

· proposals

· project management schemes

4.2.2 Quality Policy Statement

Policy:

The policies and objectives for laboratory operations are documented in this Quality Manual. The overall objectives are set out in the Quality Policy Statement and reviewed during management review. The Quality Policy Statement is issued under the authority of the {President/Director/CEO/General Manager} on the effective date.

Quality Policy Statement:

To ensure accurate and timely {type of testing - analytical, research, interpretive, [calibration], technical} services and to continuously meet or exceed the stated or implied expectations of our customers through day-to-day interactions.

Effective Date: <Click here and type EFFECTIVE DATE - YYYY/MM/DD>
a) Management commitment to good professional practice and quality of services provided to the customer: Tests and calibrations are always carried out in accordance with stated standardized methods and customers’ requirements. Requests to perform tests that may jeopardize an objective result or have a low validity are rejected.

b) Standards of service include:


Customer Satisfaction


Accurate


Timely

Excellence in the workplace is promoted by providing all employees with the knowledge, training, and tools necessary to allow for the completion of accurate and timely work.

c) Purpose of management system related to quality: to manage our business by meeting the needs of our customers.

d) Personnel: familiarize themselves with quality documentation and implement the policies and procedures in their work.

e) Management is committed to complying with ISO 17025 and ISO 9001 international standards and to continually improve the effectiveness of the management system: the objective of this Quality Manual is to document the compliant policies and associated procedures that are integrated into our daily activities. Continual improvements are established, implemented, and locked into the management system.

Additional objectives include:

· to establish the level of the laboratory’s performance

· to make test method changes to improve performance

· to participate in proficiency testing or quality evaluation programs with peer laboratories

· to ensure that all personnel are trained to a level of familiarity with the quality management system appropriate to the individual’s degree of responsibility

· to improve and validate laboratory methodologies by participation in method validation collaborative tests

· to establish and report on quality savings

4.2.3 Commitment to the Management System

Policy:

Top management is committed to the development and implementation of the management system and continually improving its effectiveness.

Details:

The results of the management system are regularly reviewed during management review (see Section 4.15) and continual improvements are made as outlined in Section 4.10 – Improvements.

4.2.4 Communication of Requirements

Policy:

Top management communicates to the organization the importance of meeting customer requirements as well as statutory and regulatory requirements.

Details:

In general, the underlying message in all oral and written management communications involves meeting the aforementioned requirements. Meeting customer requirements ensures that ongoing business relationships secure the contracts that keep everyone employed. Meeting statutory and regulatory requirements ensures that laboratory operations will not be disrupted and the organization can continue to meet customer needs.

4.2.5 Quality Manual

Policy:

This Quality Manual outlines the structure of the documentation used in the quality management system. This Quality Manual makes reference to supporting procedures including technical procedures and is maintained up to date.

Details:

This quality management system is structured in three tiers of documentation. The tiers are as follows:

I. Quality Manual

II. Standard Operating Procedures and Test Methods

III. Records

For most customers, this Quality Manual and the associated documents form a general Quality Plan. If necessary, specific Quality Plans will be prepared on a ‘per-customer’ basis. These Quality Plans will modify the general requirements stated in the Manual and associated documents.

All of the above documents are controlled documents.

The following records and directive documents are referenced in the Quality Manual, but maintained separately:

· organizational chart (section 4.1.5.E)

· copies of the Quality Policy Statement posted in the laboratory (section 4.2.2)

· identification of resources and management review (section 4.15.1)

· job descriptions (section 5.2.4)

· statistical techniques (section 5.9)

· test reports (section 4.13.2 and 5.10)

· identification of the laboratory’s approved signatures (section 5.10.2)

· laboratory’s scope of tests (section 4.1.3)

· equipment inventory and records (sections 5.5.4 and 5.5.5)

· calibration status indicators (section 5.5.8)

· reference standards inventory (section 5.6.3)

· verification records (section 5.9)

· quality control plan / criteria for workmanship (section 5.4.1)

· corrective action records (section 4.11)

· preventive action records (section 4.12)

· customer complaint records (section 4.8.1)

· audit schedule and records (section 4.14.3)

· procurement and subcontracting records (sections 4.6 and 4.5.4)

· training records (section 5.2.5)

· master list of documentation (section 4.3.2)

· confidentiality agreements (section 4.1.5 C)

· contract review (section 4.4.2)

· validation of test methods (section 5.4.5)

· facility floor plan (section 5.3.1)

4.2.6 Technical Management and the Quality Manager
The roles and responsibilities for technical management and the Quality Manager are outlined in section 4.1.5 (F) of this manual.

Technical management ensures that section 5 of this manual is implemented and maintained. The Quality Manager ensures that section 4 of this manual is implemented and maintained.

4.2.7 Maintenance

Policy and Details:

Top management ensures that the integrity of the management system is maintained when changes to the management system are planned and implemented.
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