XYZ Company
ISO/TS 16949 QUALITY MANUAL

REV. 1  
    DATE: xx/xx/xx                  PAGE 2 OF 97

XYZ COMPANY

ISO/TS 16949 QUALITY MANUAL
DATE:

REVISION 01


UNCONTROLLED COPY


CONTROLLED COPY

Serial # _________

Issued To: ___________________________  Date: ___________

SAMPLE

Note:  This sample manual only contains partial text; therefore, the numbering is not consecutive.
Table of Contents


Approvals


Revision and Approval Record 
1
Scope 

1.1 General 

1.2 Application

1.3 Quality Policy Statement 

2
Company Information
3
Terms and definisions 

4
Quality management system

4.1 General requirements 

4.1.1 
General requirements - Supplemental
4.2 Documentation requirements 

4.2.1     General 

4.2.2     Quality manual 

4.2.3     Control of documents 

4.2.3.1
Engineering specifications
4.2.4
Control of records 

4.2.4.1 Records retention

5
Management responsibility 

5.1 Management commitment 

5.1.1 
Process efficiency

5.2 Customer focus


5.3 Quality policy 

5.4 Planning  

5.4.1
Quality objectives


5.4.1.1  Quality objectives - Supplemental

5.4.2
Quality management system planning

5.5 Responsibility, authority, and communication

5.5.1
Responsibility and authority 

5.5.1.1  Responsibility for quality

5.5.2
Management representative


5.5.2.1  Customer representative

5.5.3
Internal communication

5.6 Management review 

5.6.1
General 

5.6.1.1  Quality management system performance

5.6.2
Review input


5.6.2.1  Review input - Supplemental

5.6.3
Review Output

6
Resources 
6.1 Provision of resources 

6.2 Human resources 

6.2.1
General  

6.2.2
Competence, awareness, and training


6.2.2.1  Product design skills




6.2.2.2
Training





6.2.2.3
Training on the job




6.2.2.4
Employee motivation and empowerment

6.3.1
Plant, facility and equipment planning



6.3.2
Contingency plans

6.3 Infrastructure


6.4 Work environment  



6.4.1
Personnel safety to achieve product quality



6.4.2
Cleanliness of premises

7
Product realization  

7.1 Planning of product realization  



7.1.1
Planning of product realization - Supplemental



7.1.2
Acceptance criteria



7.1.3
Confidentiality



7.1.4
Change control

7.2 Customer-related processes 

7.2.1
Determination of requirements related to the product  


7.2.1.1  Customer-designated special characetristics

7.2.2
Review of requirements related to the product  


7.2.2.1  Review of requirements related to the product - Supplemental




7.2.2.2
Organization manufacturing feasibility

7.2.3
Customer Communication 




7.2.3.1
Customer communication - Supplemental

7.3 Design and development  

7.3.1
Design and development planning  


7.3.1.1  Multidiscplinary approach

7.3.2
Design and development inputs  


7.3.2.1 Product design input




7.3.2.2 Manufacturing process design input




7.3.2.3 Special characteristics

7.3.3
Design and development outputs 




7.3.3.1 Product design outputs - Supplemental




7.3.3.2 Manufacturing process design output

7.3.4
Design and development review 




7.3.4.1 Monitoring

7.3.5
Design and development verification  

7.3.6
Design and development validation  


7.3.6.1 Design and development validation - Supplemental




7.3.6.2 Prototype programme




7.3.6.3 Production approval process

7.3.7
Control of design and development changes  

7.4 Purchasing


7.4.1
Purchasing process  


7.4.1.1 Regulatory conformity




7.4.1.2 Supplier quality management system development




7.4.1.3 Customer-approved sources

7.4.2
Purchasing information  

7.4.3
Verification of purchased product  




7.4.3.1 Incoming product quality




7.4.3.2 Supplier monitoring

7.5 Production and service provision  

7.5.1
Control of production and service provision  


7.5.1.1  Control plan


7.5.1.2  Work instructions


7.5.1.3  Verification of job set-ups


7.5.1.4  Preventive and predictive maintenance


7.5.1.5  Management of production tooling


7.5.1.6  Production scheduling


7.5.1.7  Feedback of information from servicing


7.5.1.8  Service agreement with customer  

7.5.2
Validation of processes for production and service provision


7.5.2.1  Validation of processes for production and service provision - Supplemental

7.5.3
Identification and traceability  


7.5.3.1  Identification and traceability - Supplemental

7.5.4
Customer property  


7.5.4.1  Customer-owned production tooling

7.5.5
Preservation of product  

7.5.5.1  Storage and Inventory

7.6 Control of monitoring and measuring devices  



7.6.1
Measurement system analysis



7.6.2
Calibration/verification records



7.6.3
Laboratory requirements




7.6.3.1
Internal laboratory




7.6.3.2
External laboratory

8
Measurement, analysis and improvement  

8.1 General



8.1.1
Identification of statistical tools

8.1.2
Knowledge of basic statistical concepts

8.2 Monitoring and measurement  

8.2.1
Customer satisfaction  


8.2.1.1  Customer satisfaction - Supplemental

8.2.2
Internal audit  


8.2.2.1  Quality management system audit




8.2.2.2
Manufacturing process audit




8.2.2.3
Product audit




8.2.2.4
Internal audit plans




8.2.2.5
Internal auditor qualification

8.2.3
Monitoring and measurement of processes  


8.2.3.1  Monitoring and measurement of manufacturing processes

8.2.4
Monitoring and measurement of product  


8.2.4.1  Layout inspection and functional testing




8.2.4.2
Appearance items

8.3 Control of nonconforming product  

8.3.1  
Control of nonconforming product - Supplemental

8.3.2
Control of reworked product

8.3.3
Customer information

8.3.4
Customer waiver  

8.4 Analysis of data  

8.4.1
Analysis and use of data

8.5 Improvement  

8.5.1
Continual improvement


8.5.1.1  Continual improvement of the organization




8.5.1.2  Manufacturing process improvement



8.5.2
Corrective action 


8.5.2.1  Problem solving




8.5.2.2
Error-proofing




8.5.2.3
Corrective action impact




8.5.2.4
Rejected product test/analysis

8.5.3
Preventive action 



1.1
INTRODUCTION

XYZ COMPANY recognizes its responsibility as a provider of quality products/services.   To this end, XYZ COMPANY has developed and documented a quality management system.  The quality system complies with ISO/TS 16949:2000, Quality management systems – Requirements.  This manual provides comprehensive evidence to all customers, suppliers and employees of what specific controls are implemented to ensure product/service quality. 

The manual is divided into four sections modeled on the sectional organization of the ISO/TS 16949 standard. Sections are further subdivided into several subsections representing main quality system elements or activities.  Each of the sections in this manual contains a GENERAL POLICY statement, which is followed by specific PROCEDURES outlining how the GENERAL POLICY is implemented.

This manual also governs the creation of quality related documents.  It will be revised, as necessary, to reflect the quality system currently in use.  It is issued on a controlled copy basis to all internal functions affected by the quality system and on an uncontrolled copy basis to customers and suppliers. It may be issued to customers on a controlled copy basis upon customer request.

__________________________________

Name, President

1.2 EXCLUSIONS

The XYZ COMPANY quality system is tailored to our operations/processes, including all customer and regulatory requirements.  Requirements of ISO/TS 16949 (2000) that are not applicable to the nature of our business, are excluded from the scope of our quality system.

Procedure


1.
Exclusion of an ISO/TS 16949 (2000) requirement is permissible only when both of the following conditions are satisfied:


· The requirement must be within ISO/TS 16949 Clause 7, Product Realization; and

· Exclusion of the requirement will not affect our ability, nor absolves us from the responsibility, to provide product that meets customer and applicable regulatory requirements.


2.
The Quality Manager is responsible for identifying those requirements of ISO/TS 16949 that are not applicable to our business, and to recommend their exclusions from the XYZ COMPANY quality system.


3.        The President has responsibility for evaluation and approval of the exclusions.  This evaluation and approval of exclusions is normally conducted during the management review process. The details are explained in the Management Review Procedure. 

4. Any excluded requirements are identified in this section of the quality manual and reference the applicable clauses in the ISO/TS 16949 standard.  In each case, there is also an explanation as to why the exclusion is applicable.

1.3
QUALITY POLICY

XYZ COMPANY accepts responsibility for the complete satisfaction of its customers.   We exercise this responsibility through adequate training of our employees, adherence to proven procedures, and total commitment to meeting and exceeding customer requirements, and to maintaining an organizational culture that fosters continuous improvement.  

__________________________________

Name, President

5
MANAGEMENT RESPONSIBILITY

5.1
Management Commitment

The management of XYZ COMPANY is committed to implementing, and maintaining a documented quality system.  This commitment includes: ensuring that customer, regulatory and legal requirements are understood and appropriately addressed, the quality policy is understood and implemented at all levels of the organization, quality objectives and plans are established as necessary and that the responsibilities of all functions affecting quality are clearly defined.  Management will make provisions for the necessary resources and personnel to maintain the system, including a management representative, who will ensure that the requirements of this manual are met.  Management will review the system annually to determine its effectiveness.

5.4
PLANNING

5.4.1
QUALITY OBJECTIVES
The management of XYZ COMPANY establishes annual key initiatives, which include quality objectives.  The objectives are established via the Management Review Procedure and communicated to all levels of the organization for use in establishing each function’s and employee’s annual key objectives.  Quality objectives are measurable, include business performance indicators reflecting requirements for products/services, and are consistent with the quality policy including the commitment to continuous improvement. 

5.4.2
QUALITY MANAGEMENT SYSTEM PLANNING

The management of XYZ COMPANY ensures that the resources needed to achieve the quality objectives are identified and planned.  All quality plans are documented and include: the required recourses; the processes of the quality system, permissible exclusions; continuous improvement of the quality system.

5.6
MANAGEMENT REVIEW

5.6.1
General

The management of XYZ COMPANY reviews the quality system for its continuing suitability, adequacy, and effectiveness each October per the Management Review Procedure.  These reviews evaluate the need for changes to the organization’s quality system, including the 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 previous management reviews;

f) changes that may affect the quality system.


5.6.3
Review Output


Outputs from management review include actions related to:

a) improvement of the quality system and its processes;

b) improvement of product related to customer requirements;

c) resources needed.

Results of management reviews are recorded per the Management Review Procedure and maintained per the Control of Quality Records Procedure.

5.6.4
Management Review Procedurexe "Management Review Procedure"
General Policy

Management reviews of the quality system are conducted annually.  The purpose of the reviews is to determine the continuing suitability and effectiveness of the system, including the quality policy and objectives. 

Procedure

1.0
Scheduling and Attendance
1.1
The company’s President, with support from the Quality Manager, conducts annual reviews of the quality system each October.  In response to changing business conditions or performance data, the President may, at his or her discretion, call for unscheduled reviews.

1.2
Attendance is mandatory for all department managers.  In the event a manager cannot attend, he or she must send a representative.  After reviewing the minutes of the meeting, the absent manager must submit written input within two weeks of receiving the meeting minutes.  Only one manager per meeting may be absent.
2.0
Meeting Inputs and Outputs
2.1
The Quality Manager is responsible for preparing the meeting agenda.  The President is responsible for approving the agenda and distributing it to all department managers no less than two weeks prior to the meeting.  

2.2
The inputs for reviews include the following information:  

· ACTION ITEMS FROM LAST MEETING: The Quality Manager opens the meeting by reporting on the status of action items from the last meeting.  Issues that were not completed remain on the list as open action items, and are recorded as such in the minutes of the meeting.



· PROCESS PERFORMANCE AND PRODUCT CONFORMANCE: The Quality Manager presents quality performance data.  These include process performance and product conformance/nonconformance, supplier quality performance, on-time delivery performance, and productivity data.

· INTERNAL QUALITY AUDITS: The Quality Manager presents the results of internal quality audits.  This includes quality systems audits, process audits and product audits, including summaries of important findings.

· CORRECTIVE AND PREVENTIVE ACTIONS: The Quality Manager presents the overall status of important corrective and preventive actions implemented, and the status and importance of open issues.


