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Scope of this Systems Manual

This manual covers all aspects of Federal Warranty Service Corporation’s systems / processes including all systems / processes affecting the quality of Federal Warranty Service Corporation products.

Organization of this Manual

This manual is organized and keyed to ISO DIS 9001:2000.

Control and Revision of this Manual

This manual is controlled by the Process Improvement Manager. When this document is updated, the Process Improvement Manager notifies affected employees. A history of updates is maintained as described in section 4.5 herein.

Quality Management System - Requirements

0
INTRODUCTION

1.1
General

As of this date Company X intends this manual to address compliance to ISO 9002:1994 by reference through the below matrix. Exclusions claimed herein address the differences between ISO 9001:1994 and ISO 9002:1994.

This systems manual specifies requirements for Company X’s quality management system to address customer satisfaction by meeting customer and applicable regulatory requirements. This systems manual can be used by internal and external parties, including certification bodies, to assess Company X’s ability to meet customer and regulatory requirements.

The adoption of a quality management system was a strategic decision by Company X. The design and implementation of Company X’s quality management system was influenced by the specific needs, particular objectives, the products provided, the processes employed and the size and structure of Company X.

The quality management system requirements specified in this systems manual are complementary to requirements for products.

This manual is organized around ISO DIS 9001:2000. Few changes are expected in the FDIS as of 9-30-2000. The FDIS will be the last ‘revision’ of ISO DIS 9001:2000 prior to release of the final version. Any differences between this document and the final release of ISO DIS 9001:2000 will be reconciled in this document prior to the registrar audit in which Company X intends to upgrade to the ‘2000’ release version.

This manual addresses the elements of ISO 9001:1994 (and by contrast ISO 9002:1994) as follows:

ISO 9001:1994 and this Systems Manual
ISO DIS 9001:2000 DIS

1
Scope
1

2
Normative Reference
2

3
Definitions
3

4.1
Management Responsibility
5

4.1.1
Quality Policy
5.1 + 5.3 + 5.4.1

4.1.2
Organization
5.5.2

4.1.2.1
Responsibility and Authority
5.5.2 + 6.2.1

4.1.2.2
Resources
5.1 + 6.1 + 6.3

4.1.2.3
Management Representative
5.5.3

4.1.3
Management Review
5.6

4.2
Quality System
4

4.2.1
General
4.x + 5.1 + 5.4.1 + 5.5.5

4.2.2
Quality System Procedures
4.2

4.2.3
Quality Planning
5.4.2 + 7.1

4.3
Contract Review
7.2.2

4.4
Design Control
7.3

4.5
Document and Data Control
5.5.6

4.6
Purchasing
7.4

4.7
Control of Customer Supplied Product
7.5.3

4.8
Product Identification and Traceability
7.5.2

4.9
Process  Control
7.1 + 7.5.1 + 7.5.5

4.10
Inspection and Testing
7.1 + 7.5.1 + 8.1 + 8.2.4

4.11
Control of Inspection, Measuring and Test Equipment
7.6

4.12
Inspection and Test Status
7.5.1

4.13
Control of Nonconforming Product
8.3

4.14
Corrective and Preventive Action
8.4 + 8.5.2 + 8.5.3

4.15
Handling, Storage, Packaging, Preservation and Delivery
7.1 + 7.5.4

4.16
Control of Quality Records
5.5.7

4.17
Internal Quality Audits
8.2.2

4.18
Training
6.2.2

4.19
Servicing
7.1 + 7.5.1

4.20
Statistical Techniques
8.1 + 8.2.3 + 8.2.4 + 8.4

0.2
Process Approach

Company X has adopted a process approach to quality management. Activities which receive inputs and converts them to outputs are considered processes. For Company X to function effectively, Company X has identified and manages numerous linked processes. Often the output from one process directly forms one or more inputs into the next and/or other process(es). The systematic identification and management of the processes employed within Company X and the interactions between such processes are referred to as the 'process approach'.

Reference: Page 18 – FW Structure & FW Product and Base Processes flowcharts.

Customers play a significant role in defining requirements as inputs. Monitoring of customer satisfaction is necessary to evaluate and validate whether customer requirements have been met.

0.3
 Compatibility with Other Management Systems

None defined.

1
Scope

1.1
General

This systems manual specifies minimum requirements for Company X’s quality management system to:

(a)
demonstrate its ability to consistently provide product that meets customer and applicable regulatory requirements and

(b)
address customer satisfaction through the effective application of the system, including processes for continual improvement and the prevention of nonconformity.

NOTE:
Monitoring of customer satisfaction, as stated in (b), includes the evaluation of information relating to customer perceptions of whether or not Company X has met the customer requirements.

1.2
Permissible Exclusions

Company X only excludes quality management system requirements that neither affects Company X's ability, nor absolves it from its responsibility, to provide product that meets customer and applicable regulatory requirements. These exclusions are limited to those requirements within clause 7 (see also 5.5.5) due to the following:

(a)
the nature of Company X's product;

(b)
Company X customer requirements;

(c)
applicable regulatory requirements.

Permissible exclusions as defined in ISO DIS 9001:2000 are not exceeded by Company X and Company X complies with all regulatory requirements. Company X exclusions are:

1.
Design Control - ISO DIS 9001:2000 Section 7.3

Federal Warranty Service Corporation does not have a traditional design process as it relates to a physical product. At this time Company X intends to register to ISO 9002:1994 which does not address or require Design Control.

2.
Control of Inspection, Measuring and Test Equipment - ISO DIS 9001:2000 Section 7.6

Federal Warranty Service Corporation does not have any physical IM&TE.

3.
Handling, Storage, Packaging, Preservation and Delivery - ISO DIS 9001:2000 Sections 7.1 and 7.5.4.

Federal Warranty Service Corporation does not have a physical product for this section to apply to.

2
Normative Reference

The following normative document contains provisions which, through reference in this text, constitute provisions of this systems manual.

ISO DIS 9001: 2000 - Quality Management Systems - Requirements.

3
Terms and Definitions

For the purposes of this systems manual, the terms and definitions given in ISO 9000:2000, and the following, apply.

The terms used in this systems manual to describe the supply-chain are as follows:

supplier------------->organization---------->customer

Where ‘organization’ is Company X.

3.1 - Product - Result of a Process

In ISO DIS 9001:2000 there are four agreed generic product categories:

- hardware,

- software,

- services,

- processed materials.

Company X has defined its products to be:

(a) Consumer Warranties

(b) Contractual Liability

NOTE: Company X’s product is a service. Herein where the word PRODUCT is used it is meant within the context of Company X’s service. Where, in this document, REALIZATION OF PRODUCT is referred to, it should be interpreted within the framework of processes leading to Company X’s product.

Reference: Page 18 – FW Main Processes/Systems flowchart. 

3.2 – Top Management

Company X defines Top Management as those individuals in the first two levels of the company organizational charts.

Reference: Page 18 – FW Structure flowchart.

3.3 – Quality Manual

Company X’s ‘quality manual’ is this systems manual.

Reference: Page 20 – 5.5.6 Control of Documents flowcharts.

4
Quality Management System

4.1
General Requirements
Company X has established, documented, implemented, maintains and continually improves our quality management system in accordance with the requirements of this systems manual and ISO 9002:1994.

To implement the quality management system, Company X has:

(a)
identified the processes needed for the quality management system;

(b)
determined the sequence and interaction of these processes;

(c)
determined criteria and methods required to ensure the effective operation and control of these processes;

(d)
ensures the availability of information necessary to support the operation and monitoring of these processes;

(e)
measures, monitors and analyses these processes, and implements action(s) necessary to achieve planned results and continual improvement. Company X manages these processes in accordance with the requirements of this systems manual and ISO DIS 9001:2000 .

4.2
General Documentation Requirements

The Company X quality management system documentation includes:

(a)
documented procedures required in this systems manual and ISO DIS 9001:2000.

(b)
documents required by Company X to ensure the effective operation and control of its processes.

NOTE:
Where the term 'documented procedure' appears within this systems manual, the procedure is established, documented, implemented and maintained.

The extent of the Company X quality management system documentation was determined by the following:

(a)
Company X’s size and type of company;

(b)
complexity and interaction of Company X processes;

(c)
competence of Company X personnel.

NOTE:
The documented procedures and other documents may be in any form or type of medium.

Reference: Page 20 – 5.5.6 Control of Documents flowcharts.

5
Management Responsibility

5.1
Management Commitment
Top management provides evidence of its commitment to the development and improvement of the quality management system by:

(a)
communicating to Company X employees the importance of meeting customer as well as regulatory and legal requirements;

(b)
establishing the Company X quality policy and Company X quality objectives;

(c)
conducting management reviews;

(d)
ensuring the availability of necessary resources.

5.2
Customer Focus

Top management ensures customer needs and expectations are determined, converted into requirements and fulfilled with the aim of achieving customer satisfaction.

NOTE: When determining customer needs and expectations, Company X considers obligations related to product, including regulatory and legal requirements (see 7.2.1).

NOTE: Customer focus is addressed during the implementation process as well as within various ‘post-delivery’ activities as customer needs and expectations are evaluated in an ongoing manner. Company X does not view customer needs and expectations as static qualities.

5.3
Quality Policy

Top management ensures that the quality policy:

(a)
is appropriate to the purpose of Company X;

(b)
includes a commitment to meeting requirements and to continual improvement;

(c)
provides a framework for establishing and reviewing quality objectives;

(d)
is communicated and understood at appropriate levels in Company X;

(e)
is reviewed for continuing suitability.

The quality policy is controlled by the Process Improvement Manager (see 5.5.6).

Company X Quality Policy:

Our vision is to be the best, the undisputed leader in the service contract industry.  Our quest for superiority is embodied in our mission statement “To provide the highest quality, most innovative, customer focused, service contract programs and services in the industry”.  

The quality of our programs and services is the result of the commitment our people make to their jobs.  The continuous improvement in our services is the result of the efforts made by our dedicated employees who are trained and empowered to exceed our customer’s expectations.  

Poor quality has never been tolerated nor will it be accepted.  100% customer satisfaction through processes with zero defects will ensure our industry dominance and continued success in the years to come.

5.4
Planning

5.4.1
Quality Objectives
Top management ensures that quality objectives are established at relevant functions and levels within Company X. The quality objectives are measurable and consistent with the quality policy including the commitment to continual improvement. Quality objectives include those needed to meet requirements for Company X products (see 7.1).

Company X Quality Objectives:

1. Provide 24x7 phone coverage, including holidays, for Customer Service calls from US and

Canadian customers.

2. Maintain systems’ up time for AS400, Network & Telecommunications at 99% or higher.

3. Pay 97% of all undisputed claims within 30 days of receipt based upon monthly analysis.

4. Answer 80% of all Customer Service calls within 20 seconds based upon monthly analysis.

5.4.2
Quality Planning

Top management ensures that the resources needed to achieve the quality objectives are identified and planned. The output of the planning is documented. Quality planning includes:

(a)
the processes of the quality management system, considering permissible exclusions (see 1.2);

(b)
the resources needed;

(c)
continual improvement of the quality management system.

Planning ensures that change is conducted in a controlled manner and that the integrity of the quality management system is maintained during this change.

NOTE: Initial Quality planning is addressed during the ‘Implementation’ phase of a project (see Page 19 – FW Main Processes/Systems flowchart). However, Company X believes quality planning is an ongoing process and is one of the responsibilities of the Process Improvement Manager to oversee, and serve as liaison for, within the company.

The Process Improvement Manager reviews all master system changes to ensure continuing compliance to requirements (customer, ISO 9000, legal, etc.) is maintained. Even Management Reviews play a role in planning (changing resource needs considerations, etc.) and as a source of continuous improvement inputs. The Process Improvement Manager liaisons with all functional areas in regard to changes to process controls (inspections and tests) as well as master system changes.

Departmental managers are continually reviewing feedback from processes, including ‘inspections and tests’, to identify potential sources of nonconformances. Outputs from this every day process can effect changes and/or additions to current inspections and tests as they relate to planning. Also see 7.1, 7.5.1, 8.1 and 8.2.4 herein.

5.5
Administration

5.5.1
General

The following clauses describe the administration of the Company X quality management system.

5.5.2
Responsibility and Authority

Functions and their interrelations within Company X, including responsibilities and authorities, are defined and communicated in order to facilitate effective quality management. These are defined within two main organizational charts. In addition, Company X procedures, flow charts and other internal documentation define specific responsibilities.

Reference: Page 18 – FW Product & Base Processes flowchart.

5.5.3
Management Representative

Top management has appointed the Process Improvement Manager as Management Representative who, irrespective of other responsibilities, has responsibility and authority that includes:

(a)
ensuring that processes of the Company X quality management system are established and maintained;

(b)
reporting to top management on the performance of the Company X quality management system, including needs for improvement;

(c)
promoting awareness of customer requirements throughout Company X.

NOTE:
The responsibility of the Management Representative includes liaison with external parties on matters relating to the quality management system.

5.5.4
Internal Communication

Company X ensures communication between its various levels and functions regarding the processes of the quality management system and their effectiveness.

5.5.5
Quality Manual

A quality manual (this document – the Company X Systems Manual) has been established and is maintained. It includes the following:

(a)
the scope of the quality management system, including details of, and justification for, any exclusions (see 1.2);

(b)
documented procedures or reference to them;

(c)
a description of the sequence and interaction of the processes included in the quality management system. The quality manual is controlled (see 5.5.6).

NOTE:
The quality manual (the Company X Systems Manual) is part of the overall Company X documentation and is controlled by the Process Improvement Manager.

5.5.6 Control of Documents

Documents required for the quality management system are controlled. A documented procedure is established:

a)
to approve documents for adequacy prior to issue;

b)
to review, update as necessary and re-approve documents;

c)
to identify the current revision status of documents;

d)
to ensure that relevant versions of applicable documents are available at points of use;

e)
to ensure that documents remain legible, readily identifiable and retrievable;

f)
to ensure that documents of external origin are identified and their distribution controlled;

g)
to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained for any purpose. Documents which are defined as quality records are controlled (see 5.5.7).

Defined in procedure 5.5.6 Control of DocumentsV5.doc. Also reference: Page 20 – 5.5.6 Control of Documents flowcharts.

5.5.7
Control of Quality Records

Records required for the quality management system are controlled. These records are maintained to provide evidence of conformance to requirements and of effective operation of the quality management system. A documented procedure is established for the identification, protection, retention time and disposition of quality records including pertinent supplier records and storage. The records are legible and readily retrievable and, if contractually agreed to, they are available for evaluation by the customer or the customer’s representative.

Reference: Page 21 – Control of Quality Records flowchart.

5.6
Management Review

5.6.1
General

Top management reviews the quality management system at planned intervals (minimum 1 per year) to ensure its continuing suitability, adequacy and effectiveness. The review evaluates the need for changes to Company X's quality management system, including the Company X quality policy and quality objectives.

5.6.2
Review Input

Inputs to management review include current performance and improvement opportunities related to the following:

(a)
results of audits;

(b)
customer feedback;

(c)
process performance and product conformance;

(d)
status of preventive and corrective actions;

(e)
follow-up actions from earlier management reviews;

(f)
changes that could affect the quality management system.

5.6.3
Review Output

The outputs from the management review include actions related to:

(a)
improvement of the quality management system and its processes;

(b)
improvement of product related to customer requirements;

(c)
resource needs.

Results of management reviews are recorded (see 5.5.7).

NOTE: Management reviews are performed at a minimum of once per year. However, they may be held more frequently when upper management determines there is a need.

Reference: Management Review Form.doc.

6
Resource Management

6.1
Provision of Resources

Company X has determined and provides, in a timely manner, the resources needed:

(a)
to implement and improve the processes of the quality management system, and

(b)
to address customer satisfaction.

6.2
Human Resources

6.2.1
Assignment of Personnel

Personnel who are assigned responsibilities defined in the quality management system are competent on the basis of applicable education, training, skills and experience.

6.2.2
Training, Awareness and Competency

Company X:

(a)
determines competency needs for personnel performing activities affecting quality;

(b)
provides training to satisfy these needs;

(c)
evaluates the effectiveness of the training provided;

(d)
ensures that its employees are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives;

(e) maintains appropriate records of education, experience, training and qualifications (see 5.5.7).

NOTE: Whenever the quality system changes within a certain department, the supervisor(s) using the updated system document(s) are responsible for ensuring that those affected by the change are notified of the change(s) and, when appropriate, that those affected by the change are adequately trained.

Reference: Page 21 – Training flowchart.

6.3
Facilities

Company X identifies, provides, and maintains the facilities it needs to achieve the conformity of product, including:

(a)
workspace and associated facilities;

(b)
equipment, hardware and software;

(c)
supporting services.

6.4
Work Environment

Company X determines and manages the human and physical factors of the work environment needed to achieve conformity of product.

NOTE: Company X believes consideration of resource needs as a whole include (but are not limited to):

1) Personnel

2) Training

3) Equipment

4) Facilities

5) Work Environment, including Ergonomics

NOTE: In general, resource management within Company X is addressed at different times by several Company X systems.

Several examples:

· Resource needs are considered during project implementations.

· Resource needs are addressed during management review meetings.

· Resource needs are considered during departmental and inter-departmental meetings.

· Resource needs are considered during internal audits.

7
Product Realization

7.1
Planning of Realization Processes

Product realization is that sequence of processes and sub-processes required to achieve Company X’s products. Company X’s product is a service (see Section 3 herein). Planning of the realization processes is consistent with the other requirements of Company X's quality management system and is documented in a form suitable for Company X's method of operation. In planning the processes for realization of product Company X has determined the following, as appropriate:

(a)
quality objectives for the product, project or contract;

(b)
the need to establish processes and documentation, and provide resources and facilities specific to the product;

(c)
verification and validation activities and the criteria for acceptability;

(d)
the records that are necessary to provide confidence of conformity of the processes and resulting product.

NOTES: Various documentation that describes how the processes of the quality management system are applied for a specific product, project or contract are collectively referred to as a quality plan. Company X does not develop stand-alone, individual, product specific quality plans.

Product realization planning is a function of Company X’s Implementation process.

Applicable procedure:

Process Control.vsd

Reference: Pages 19 – FW Main Processes/Systems and FW Main Sub-Processes flowcharts.

7.2
Customer-related Processes

7.2.1
Identification of Customer Requirements

Company X has determined customer requirements including:

(a)
product requirements specified by the customer, including the requirements for availability, delivery and support;

(b)
product requirements not specified by the customer but necessary for intended or specified use;

(c)
obligations related to product, including regulatory and legal requirements.

NOTE: Customer requirements are determined during the Implementation phase as well as through customer feedback.

Reference: Implementation Project Template

7.2.2
Review of Product Requirements

Company X reviews the identified customer requirements together with additional requirements determined by Company X.

This review is conducted prior to the commitment to supply a product to a customer (e.g. submission of a tender, acceptance of a contract or order) and ensures that:

(a)
product requirements are defined;

(b)
where the customer provides no documented statement of requirement, the customer requirements are confirmed before acceptance;

(c)
contract or order requirements differing from those previously expressed (e.g. in a tender or quotation) are resolved;

(d)
Company X has the ability to meet defined requirements.

The results of the review and subsequent follow up actions are recorded (see 5.5.7).

Where product requirements are changed, Company X ensures that relevant documentation is amended. Company X ensures that relevant personnel are made aware of any and all changed requirements.

Individuals – The contract is being reviewed as it is being entered into the system.

Client companies – Addressed during implementation.

Applicable Procedures:

· Client Agreement

Contracting.vsd

Contracting.doc

· Servicing Agreements

Repair Center Agreement

7.2.3
Customer Communication

Company X identifies and implements arrangements for communication with customers relating to:

(a)
product information;

(b)
inquiries, contracts or order handling, including amendments;

(c)
customer feedback, including customer complaints.

7.3
Design and/or Development

Company X claims exclusion from design requirements defined within ISO DIS 9001:2000. As Company X intends to comply with ISO 9002:1994 at this time, evaluation of this exclusion will be performed prior to Company X’s ‘upgrade’ to ISO 9001:2000.

7.4
Purchasing

7.4.1
Purchasing Control

Company X controls its purchasing processes to ensure purchased product conforms to requirements. The type and extent of control is dependent upon the effect on subsequent realization processes and their output. Company X evaluates and selects suppliers based on their ability to supply product in accordance with Company X's requirements. Criteria for selection and periodic evaluation are defined. The results of evaluations and subsequent follow up actions are recorded (see 5.5.7).

7.4.2
Purchasing Information

Purchasing documents contain information describing the product to be purchased, including where appropriate:

(a)
requirements for approval or qualification of

-product,

-procedures,

-processes,

-equipment and

-personnel;

(b)
quality management system requirements.

Company X ensures the adequacy of specified requirements contained in the purchasing documents prior to their release.

7.4.3
Verification of Purchased Products

Company X identifies and implements the activities necessary for verification of purchased product. Currently neither Company X nor any of its customers propose performing verification activities at a supplier's premises. Should this change in the future Company X will specify the intended verification arrangements and method of product release in the purchasing information.

Purchasing procedures:

· General Administration

Purchasing Procesdure.doc

· Servicer Administration

Creating New Servicer.doc

Locating and Recruiting Service.doc

Preferred Servicers.doc

Servicer Suspension.doc

7.5
Service Operations

7.5.1
Operations Control

Company X controls operations through:

(a)
the availability of information that specifies the characteristics of the product;

(b)
where necessary, the availability of work instructions;

(c)
the use and maintenance of suitable equipment for operations;

(d)
the availability and use of measuring and monitoring devices and/or software;

(e)
the implementation of monitoring activities;

(f)
the implementation of defined processes for release, delivery and applicable post-delivery activities.

NOTE: Company X considers ‘Inspections and tests’ to be a part of our process control methodology. Inspection and test status is self-evident: The contract number and date base used to provide service preclude a ‘status’.

Required procedures are departmental procedures such as Claims Auditing.doc. ‘Inspections and Tests’ are used as process controls.

· Claims and Customer Services

Actively monitors calls

Reviews of Claims

· Data Entry

Reviews of claims

· Telemerketing

Actively monitors calls

100% Sales review and approval

7.5.2
Identification and Traceability

Company X identifies, where appropriate, the product by suitable means throughout service operations. Company X identifies the status of the product with respect to measurement and monitoring requirements. Company X controls and records the unique identification of the product where traceability is a requirement (see 5.5.7).

Traceability is as  follows:

· Warranty Contracts

Serial number assigned by software – Unique identification is by Contract Number and Lead (Prospect) Number.

· Client Contracts

Dealer

Name (Hard copy)

· Servicer Contracts

Servicer Name (Hard copy)

7.5.3
Customer Property

Company X exercises care with customer property while it is under Company X's control or being used by Company X. Company X identifies, verifies, protects and maintains customer property provided for use or incorporation into the product. Occurrence of any customer property that is lost, damaged or otherwise found to be unsuitable for use is recorded and reported to the customer.

NOTE:
Customer property may include intellectual property (e.g. information provided in confidence).

Customer Supplied Product is limited to tapes and other customer data.

Applicable procedures:

· Client Services (Data Translation)

Tape Tracking Log.xls

· IS

Tape Load (Client).vsd

Client Tape Load.doc

7.5.4
Preservation of Product

Company X’s product is a service. As such, Company X claims exception from the ISO DIS 9001:2000 requirement.

7.5.5
Validation of Processes

Company X’s product is a service. There is no aspect where the resulting output cannot be verified by subsequent measurement or monitoring. This includes any processes where deficiencies may become apparent only after the product is in use or the service has been delivered. Validation demonstrates the ability of the processes to achieve planned results. In the future, should Company X identify an aspect of its service where the resulting output cannot be verified by subsequent measurement or monitoring, Company X will define arrangements for validation that shall include the following, as applicable:

(a)
qualification of processes;

(b)
qualification of equipment and personnel;

(c)
use of defined methodologies and procedures;

(d) requirements for records;

(e) re-validation

NOTE: Process validation is performed during the Implementation phase.

Reference: Page 19 – FW Main Processes/Systems and FW Miscellaneous Sub-Processes flowcharts.

7.6
Control of Measuring and Monitoring Devices

Company X has identified measurements to be made and the measuring and monitoring methodologies required to ensure conformity of product to specified requirements. There are no physical measuring and monitoring devices used and as such Company X does not see measurement uncertainty as an issue.

NOTE: Software used for measuring and monitoring of specified requirements is validated prior to use.

8
Measurement, Analysis and Improvement

8.1
Planning

Company X has defined, planed and implemented the measurement and monitoring activities needed to assure conformity and achieve improvement. This includes the determination of the need for, and use of, applicable methodologies including statistical techniques.

The need for Statistical Techniques is determined by upper management as well as by each departmental manager and supervisor.

The need for statistical techniques is determined at different levels – from management review meetings to when management individually sees a need within their department.

Where the need for statistical techniques is identified, the Process Improvement Manager is included in the process. The Process Improvement Manager is responsible for ensuring the record is identified on the Quality Records listing, if applicable (see 5.5.7 herein).

Reference: Page 22 – Statistical Techniques flowchart.

NOTE: Company X has identified measuring and monitoring activities (‘inspections and tests’) for Company X products. However, through management meetings, identification of nonconformances and related trends, feedback from processes and other sources, the need for, and the evaluation of effectiveness of, monitoring and measuring activities is continually being considered. Company X sees this as part of continuous improvement and as an on-going process.

It should also be noted that Company X’s Implementation process takes into consideration any customer required and/or additional Company X required monitoring and measurement activities which are identified in addition to controls currently in place. If any additional requirements are identified during Implementation, they are communicated to the Process Improvement Manager who shall be responsible for mediation between personnel and functional areas as necessary to ensure they are addressed in the appropriate process.

8.2
Measurement and Monitoring

8.2.1
Customer Satisfaction

Company X monitors information on customer satisfaction and/or dissatisfaction as one of the measurements of performance of the quality management system. The methodologies for obtaining and using this information are defined.

8.2.2
Internal Audit

The Process Improvement Manager is the responsible authority for overseeing and maintaining the Internal Audit system.

Company X conducts periodic internal audits to determine whether the quality management system:

(a) conforms to the requirements of this systems manual;

(b) has been effectively implemented and maintained.

Company X plans the audit program taking into consideration the status and importance of the activities and areas to be audited as well as the results of previous audits. The audit scope, frequency and methodologies are defined. Audits are conducted by personnel other than those who performed the activity being audited.

The documented procedure includes the responsibilities and requirements for conducting audits, ensuring their independence, recording results and reporting to management.

Management takes timely corrective action on deficiencies found during the audit.

Follow-up actions include the verification of the implementation of corrective action, and the reporting of verification results.

Applicable procedures:

Audit Assignment List.doc

Audit Extra Checklist Questions.doc

Audit Master ChecklistV1.doc

Audit Noncompliance Form.doc

Audit ProceduresV5.doc

Responsibility Matrix.xls

Reference: Page 22 – Internal Audit flowchart.

8.2.3
Measurement and Monitoring of Processes

Company X applies suitable methods for measurement and monitoring of those realization processes necessary to meet customer requirements. These methods confirm the continuing ability of each process to satisfy its intended purpose.

NOTES:

Company X defines what is measured and monitored through documented ‘inspections and tests’.

Also see 5.4, 7.1, 7.2.1, 7.5.1, and 8.2.4 herein.

8.2.4
Measurement and Monitoring of Product

Company X measures and monitors certain characteristics of the product and process to verify that requirements for the product are met. This is carried out at appropriate stages of the product realization process.

Evidence of conformity with the acceptance criteria is documented. Records indicate the authority responsible for release of product (see 5.5.7).

Product release and service delivery does not proceed until all the specified activities have been satisfactorily completed, unless otherwise approved by the customer.

NOTES:

This requirement is specific to the measurement of ‘product’. Company X has not identified any product characteristics which are measurable.

Also see 5.4, 7.1, 7.2.1, 7.5.1, and 8.2.3 herein.

8.3
Control of Nonconformity

Company X ensures that product which does not conform to requirements is identified and controlled to prevent unintended use or delivery. These activities are defined in a documented procedure. Nonconforming product is corrected and subject to re-verification after correction to demonstrate conformity. When nonconforming product is detected after delivery or use has started, Company X takes appropriate action regarding the consequences of the nonconformity. The Process Improvement Manager is the responsible authority for overseeing and administrating the Non-Conformance process for Company X.

Nonconformances are defined in procedure 8.3 Non-Conformance Summary.doc. Nonconformance system details in procedure Nonconformance-Corrective Action Policy.vsd.

8.4 
Analysis of Data

Company X collects and analyses appropriate data to determine the suitability and effectiveness of the quality management system and to identify improvements that can be made. This includes data generated by measuring and monitoring activities and other relevant sources.

Company X analyses this data to provide information on:

(a)
customer satisfaction and/or dissatisfaction;

(b)
conformance to customer requirements;

(c)
characteristics of processes, product and their trends;

(d)
suppliers.

NOTE: Analysis of data is addressed in various Company X systems. Examples are:

· Weekly FBEC meetings (top management)

· Weekly departmental meetings

· Internal audits

· Nonconformance system

· Complaint database

8.5
Improvement

8.5.1
Planning for Continual Improvement

Company X plans and manages the processes necessary for the continual improvement of the quality management system. Company X facilitates the continual improvement of the quality management system through the use of the quality policy, objectives, audit results, analysis of data, corrective and preventive action and management review.

Company X includes identification of Preventive Actions as an integral part of continuous improvement .

Continuous improvement and preventive actions are initiated through the following (non-inclusive) drivers:

- Key Measurables

- Price/Cost 

- Process Monitoring

- Customer Complaints

- Corrective Actions

- Employee Suggestions

NOTE: Senior management and the Process Improvement Manager are responsible for planning for continual improvement.

8.5.2
Corrective Action

Company X takes corrective action to eliminate the cause of nonconformities in order to prevent recurrence. Corrective action is appropriate to the impact of the problems encountered. The Process Improvement Manager is the responsible authority for overseeing and administrating the Corrective Action system.

The documented procedure for corrective action defines requirements for:

(a)
identifying nonconformities (including customer complaints);

(b)
determining the causes of nonconformity;

(c)
evaluating the need for actions to ensure that nonconformities do not recur;

(d)
determining and implementing the corrective action needed;

(e)
recording results of action taken;

(f)
reviewing of corrective action taken.

Reference: Page 23 – Corrective Action flowchart.

8.5.3
Preventive Action

Company X identifies preventive actions to eliminate the causes of potential nonconformities to prevent occurrence. Preventive actions taken are appropriate to the impact of the potential problems. Company X interprets Preventive Action as an element of Continuous Improvement. While not exactly synonymous, Preventive action is always an improvement. The Process Improvement Manager is responsible for overseeing and administrating the Preventive Action system.

Company X systems procedures address preventive actions and define requirements for:

(a)
identifying potential nonconformities and their causes;

(b)
determining and ensuring the implementation of preventive action needed;

(c)
recording results of action taken;

(f) reviewing of preventive action taken.

NOTES: Preventive action is a part of all Company X systems / processes. All employees are encouraged to constantly be on the alert to identify and communicate potential problems. From management review meeting outputs to departmental meeting outputs, preventive action is always a consideration.

Company X interprets the requirement for a documented preventive action procedure to be fulfilled by its inclusion as a part of all systems / processes. All employees are part of this on-going effort as evidenced by the Corporate Suggestion Program.

Reference: Page 23 – Preventative Action flowchart.
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