OBJECTIVE OF THE SAMPLE MANUAL
The objective of the ISO 9001:2000 Sample Quality Manual is to provide an easy-to-follow, step-by-step, comprehensive guide to assist you in either writing or revising your quality management system manual. The sample manual was written to satisfy the intent and requirements of ISO 9001:2000.  Since both the Standard and the sample manual are generic in nature, the sample manual and accompanying instructions, suggestions, and comments should be used to modify or create your own company manual in a manner which reflects the unique characteristics and quality requirements of your organization.

The sample manual and supporting guidelines are not intended to be a substitute for the ISO 9000:2000 Standards. It is highly recommended that you purchase these standards from the American Society of Quality to supplement the quality manual and provide the baseline from which the sample manual was written.  Within the sample manual, excerpts from the Standard are shown in italics to clearly identify their source.  

ISO 9001:2000 states that the organization shall establish and maintain a quality manual that includes: 

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

b) 
the documented procedures established for the quality management system, or reference to them, and

c) 
a description of the interaction between the processes of the quality management system.  

To meet these requirements, some companies may elect to reformat their existing quality manual and develop a cross-reference between the requirements of the Standard and related policy pages in their manual. Other companies may elect to completely rewrite their existing manual into the standardized format (shown in the sample manual) to provide external auditors with what they expect to see. In either case, the sample manual and supporting instructions, suggestions, and comments are intended to provide you guidelines and examples to serve as useful references and assist you in this process.  On the other hand, if your company does not currently have a well-defined quality manual, the sample manual can be used as the framework on which to add (or delete) material to accurately describe your quality management system and the unique requirements of your organization.  In general, your quality manual needs to reflect that you are aware of the requirements of the Standard, have interpreted them correctly for your organization, and have incorporated them into implemented policies in your operations.

Remember, your quality manual is a personal document.  In effect, no one can write your final quality manual for you.  The objective of this package is to assist you in that task.

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS
The sample manual is organized into 27 sections corresponding to the major clauses of ISO 9001:2000, henceforth referred to as the “Standard”.  Organizing the manual in this way is also consistent with the process-oriented structure of the Standard.  There is no requirement or need, however, to limit your manual to 27 sections.

Although your quality manual may be organized in any format or style you prefer, it is important that an external auditor be able to identify and locate the sections of your quality manual that relate directly to and show compliance with the requirements of the Standard.  If you do not follow the sequence of clauses given by the Standard, then you should provide a cross-reference index in the manual.  The best choice, however, is to organize your quality manual into sections corresponding to the clauses of ISO 9001:2000.

"NAME" OF THE QUALITY MANAGEMENT SYSTEM MANUAL
ISO 9001:2000 is an international standard specifying requirements for a quality management system for use in organizations that provide products and services to meet customer and applicable regulatory requirements. What to "name" this manual is a choice you need to make based upon your culture and existing quality program.  Some options are:

*
Quality Management System (QMS) Manual

*
Quality System Manual

*
Quality Assurance System Manual

*
Quality Manual

*
ISO 9001 Manual
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Section 8 of the Quality Manual addresses the requirements of clauses 8.1 (General), 8.2 (Monitoring and Measurement), 8.3 (Control of Nonconforming Product), 8.4 (Analysis of Data), and 8.5 (Improvement) in ISO 9001.

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS
For Section 8.2, Page 1

CUSTOMER SATISFACTION

Customer satisfaction is a vital component of the Standard.  Your quality management system must go beyond merely meeting requirements to truly satisfy your customers.  The Standard states that your organization must monitor customer perception as to whether the organization has fulfilled customer requirements.  Many companies already have systems in place to monitor customer complaints, which would serve as a means to monitor customer dissatisfaction.  Your company should have systems that monitor feedback - both positive and negative.

A number of different methods may be used to assess customer satisfaction. The sample quality manual has provided a list of possible data collection techniques.  Identify the techniques that are viable and/or currently used by your organization.  Your quality manual should identify the responsible parties and methodologies used for the collection of customer satisfaction data.
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8.2
MONITORING AND MEASUREMENT

8.2.1
Customer Satisfaction

a.
The Vice President of Sales is responsible for ensuring that customer communication is maintained and that customer satisfaction data is collected, analyzed and used according to Customer Communication and Satisfaction QSP 7.2-2 (see also Section 7.2.3) and Customer Complaint System QSP 8.5-2 (see also Section 8.5.2). At [Company Name], the following methodologies are used for monitoring and measuring customer satisfaction:

· Customer Requirements

· Customer Complaints

· Surveys

· Repeat Customers

· Benchmarking


· Industry Studies

· Service Data

· Warranty data

· Current legislation, standards, codes

· Trend Analysis

· Reports from customer organizations and media

· Direct Communication with Customers

b.
The Vice President of Sales is responsible for ensuring that the collected customer satisfaction data is appropriately tracked and maintained. Customer satisfaction data serves as a means to assess the overall performance and continual improvement of the quality management system at [Company Name].

c.
Customer feedback (including customer satisfaction measurement data and customer complaints) are utilized in the Management Review process (see Section 5.6).

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS

For Section 8.2, Page 2

INTERNAL AUDIT

Your company needs to specify the steps for conducting internal audits within a documented quality management system procedure.  Section 8.2.2 of your quality manual thus can be very brief, and simply refer to the appropriate procedure(s).  As a guide to companies in addressing the requirements of this clause of the Standard, the sample quality manual takes a second common approach of specifying in detail the manner in which the audit is conducted and the associated responsibilities.

Given the importance of internal audits, the quality manual should clearly identify the primary responsibilities for planning, conducting and documenting your audits.  Although these responsibilities are defined in the detail of the procedural statements which address who does what, when, and how it is documented, it is often beneficial to provide a statement of responsibilities in the quality manual.  It informs your registrar, your employees, and your customers of your understanding and commitment to internal auditing.

Note that the corrective action procedure is referenced in order to deal with deficiencies or noncompliances identified in the audit; the preventive action procedure is referenced in regards to weaknesses or opportunities for improvement.

The retention of records documenting the audit process and results is a matter of individual company choice.  The Standard does not specify a retention period, so it is up to your company to determine its own policy. 
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8.2.2
Internal Audit

a.
[Company Name] plans and conducts internal audits at planned intervals according to Internal Audits QSP 8.2-1 for the following purposes:

1.
To verify whether quality activities and related results comply with planned arrangements, ISO 9001 and quality management system requirements established by [Company Name].

2.
To determine the overall effectiveness of the quality management system as implemented and maintained.

b.
The Manager of Quality Assurance produces a long-term audit program, which identifies when each element or process of the quality management system will be audited.  A minimum of two internal audits is conducted per year and every element or process of the quality management system is audited at a minimum of once per year.  The frequency at which an individual element or process is audited is based upon the importance and status of the element or process and the results of previous audits.

c.
The Manager of Quality Assurance is responsible for organizing and coordinating the internal audit to ensure that the audit criteria, scope, frequency and methods are defined, and that the following requirements of Internal Audits QSP 8.2-1 are met:

1. Definition of audit responsibilities

2. Definition of requirements for planning and conducting the audit, including follow-up activities

3. Assurance of auditor independence (see 8.2.2d)

4. Recording of audit results

5. Communication of audit results to management

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS

For Section 8.2, Page 3

Auditor Training

It is recommended to provide your company’s approach to internal auditor training.  The requirements given in the sample manual are only examples.  Feel free to modify them to fit your needs.  Other training requirements may include training on the ISO 9004:2000 document and Quality Management Principles, incorporation of the auditing guideline documents (ISO 10011, ISO 19011), and/or observing an internal audit before becoming qualified as an internal auditor.

	[Company Name]
	SECTION
8.2

Page 3 of 6
Rev. 0 
Date _________


8.2.2
Internal Audit Continued

d.
The Manager of Quality Assurance is responsible for ensuring the selection of auditors and the conduct of audits ensure objectivity and impartiality of the audit process.  Auditors do not audit their own work. 

e.
Only qualified personnel may perform internal auditing activities.  These qualified personnel are classified as internal auditors and have received the following training as a minimum:

· two (2) day training course on internal auditing techniques

· two (2) day training course on the ISO 9001 Standard

This training may be performed by a certified lead auditor or by previously trained internal auditors.  Records of internal audit training are maintained according to Control of Records MSP 4.2-3.

f.
In the case of noncompliances or weaknesses (in either the quality management system and procedures, or the performance and adherence to those systems and procedures), the Manager of Quality Assurance initiates Corrective Action QSP 8.5-1 and/or Preventive Action QSP 8.5-3.  

g.
The Department Manager responsible for the area audited ensures that the corrective and/or preventive actions are resolved in a timely manner to eliminate detected problems and their causes.  Follow-up audits are used to verify the implementation and effectiveness of the corrective and preventive actions. The verification results are recorded and reported to the appropriate personnel.

h.
Records documenting the audit process and results are maintained according to Control of Records QSP 4.2-3 and utilized in the Management Review process (see Section 5.6).

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS

For Section 8.2, Page 4

MONITORING AND MEASUREMENT OF PROCESSES

The purpose of clause 8.2.3 is to reduce the dependence upon detection (e.g. inspection and test), and focus on prevention methods such as:

· Statistical Techniques

· Mistake Proofing

· Visual Controls of Processes

· Failure Modes and Effects Analysis (FMEAs)

· Design of Experiments

MONITORING AND MEASUREMENT OF PRODUCT

Although the underlying concepts of total quality management are continual improvement and problem prevention, thus reducing or eliminating the need for monitoring and measurement of product, it is still necessary that products and services are verified in one form or another as conforming to specified requirements.  Verification may include inspection, testing, checking, reviewing, or other monitoring activities against a specified requirement.  Regardless of the nature or logistics of the verification process, the quality plans and/or procedures used for verification should state who does what, when and where the verification is required, and how it is documented to ensure that the verification activity was completed against specified requirements.
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8.2.3
Monitoring and Measurement of Processes

a.
Monitoring and, where applicable, measurement activities are performed on the quality management system processes necessary to meet customer requirements and track quality objectives and to additional processes where the potential benefit is identified.  The responsibility to identify and apply suitable methods for monitoring and measurement of processes is assumed by department managers, and is performed according to Measurement, Analysis and Improvement QSP 8.1-1.

b.
Monitoring and measurement of processes demonstrate the ability of the processes to achieve planned results.  When planned results are not achieved, action is taken to correct the immediate problem and, where appropriate, Corrective Action QSP 8.5-1 is initiated to eliminate the root cause of the problem and ensure conformity of product.
c.
[Company Name] uses the following statistical methods and related procedures to foster process control and defect prevention, to assess machine capabilities and levels of quality, and to identify areas for quality improvement.

1.
Statistical Process Control QSP 8.1-2

2.
Measurement of Process Capability QSP 8.1-3
8.2.4
Monitoring and Measurement of Product

[Company Name] establishes and maintains documented procedures, work instructions, and/or quality plans which define the required monitoring and measurement activities and related records used to verify that product characteristics and requirements are met prior to product distribution, processing, or use (see Section 7.1).  The following outlines where specific monitoring and measurement activities take place and how they are used to verify product conformance.
a.
Receiving Inspection and Testing - see Section 7.4.3 (Verification of Purchased Product)

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS

For Section 8.2, Page 5

MONITORING AND MEASUREMENT OF PRODUCT continued

When developing specific monitoring and measurement activities for products at your company, the following considerations should be given:

· The stages or points in the process where verification is required.

· Characteristics to be measured at each point.

· The type and method of verification, and equipment necessary to perform the verification.

· Specification of the responsibility and required qualifications of the person to perform the verification.

· Clearly defined criteria for acceptance or rejection.

· Documentation indicating that the verification activities have been completed according to planned arrangements.

The Standard does not require documented procedures for the monitoring and measurement of product; however, it may be beneficial to reference related procedures.  

The retention of records documenting the evidence of product conformance is a matter of individual company choice.  The Standard does not specify a retention period, so it is up to your company to determine its own policy. 

	[Company Name]
	SECTION
8.2

Page 5 of 6
Rev. 0 
Date _________


8.2.4
Monitoring and Measurement of Product Continued

b.
In-Process Inspection and Testing
1.
The Vice President of Manufacturing is responsible for ensuring that in-process product is held and not used or processed further until it has been inspected, tested or otherwise verified as conforming to specified requirements.

2.
Inspection and testing of in-process materials are performed according to [Company Name]'s In-process Inspection and Testing QSP 8.2-2 which addresses such issues as:

a.
Specification of proper work instructions, work standards and/or inspection plans for inspection and testing.

b.
Reference to Control of Nonconforming Product QSP 8.3-1 for control of nonconforming materials.

c.
First piece/product inspection.

d.
Documentation, use and storage of records (see Control of Records QSP 4.2-3).

c.
Final Inspection and Testing
1.
The Vice President of Manufacturing is responsible for ensuring that no product is dispatched until:

a.
Final inspection and testing is completed according to the appropriate documented procedures, work instructions and/or control plan to show evidence of product conformance to specified requirements, unless otherwise approved by a relevant authority, and where applicable by the customer.

b.
Data and documentation covering inspections and tests (incoming, in-process, and final) specified in the quality procedures and control plans are available and authorized to show compliance and that the results meet specified requirements.

INSTRUCTIONS, SUGGESTIONS, AND COMMENTS

For Section 8.2, Page 6
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8.2.4
Monitoring and Measurement of Product Continued

2.
Final Inspection and Testing QSP 8.2-3 addresses the following issues:

a.
Specification of proper work instructions, work standards and/or inspection plans for final inspection and testing. 

b.
Reference to Control of Nonconforming Product QSP 8.3-1 for control of nonconforming materials.

c.
Documentation, use and maintenance of records (see Control of Records QSP 4.2-3).

d.
Inspection and Test Records


1.
Inspection and test records are established and maintained at [Company Name] to identify the persons performing inspection and test activities and the authorized personnel responsible for the release of product, and to provide evidence of conformity with the acceptance criteria. The responsibility for generating, filing and maintaining inspection and test records is defined in the quality procedures referenced above; namely, QSP 7.4-4, QSP 8.2-2 and QSP 8.2-3. Inspection and test records meet the requirements given in Control of Records QSP 4.2-3.

2.
When product does not meet inspection and test requirements, Control of Nonconforming Product QSP 8.3-1 is initiated.
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