OBJECTIVE AND USE OF THIS BOOKLET

The objective of this booklet is to assist you in the planning, implementation, and confirmation of your company’s transition to ISO 9001:2000 from the 1994 version of ISO 9001, ISO 9002, or ISO 9003.  

Note that this booklet is intended primarily for companies currently compliant to the 1994 version of ISO 9001, ISO 9002, or ISO 9003, and not for companies beginning to develop a Quality Management System based on ISO 9001:2000.

The guidelines and checklists found in this booklet will:

· Identify and help you understand the changes in ISO 9001:2000

· Provide easy-to-follow suggestions and guidelines to facilitate your company’s transition to ISO 9001:2000

· Answer frequently-asked questions regarding the ISO 9001:2000 revision and transition process

· Help you establish a baseline and define an action plan to identify what needs to be done to revise your Quality Management System to meet ISO 9001:2000

· Provide a reference to measure progress and to verify that your Quality Management System, documentation, and practices are complete and correct as you proceed in establishing and implementing the additional and modified requirements stipulated by ISO 9001:2000
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SECTION 1:

INTRODUCTION TO ISO 9001:2000

DOCUMENTS OF THE ISO 9001:2000 REVISION

Companies registered to the 1994 version of the Standard are registered to one of three documents:

ISO 9001:
For those companies involved in the design and development, production, and possibly installation and/or servicing of a product (20 requirement clauses)

ISO 9002:
For those companies involved in the same processes as those in ISO 9001, but not involved in the design and development of products (19 requirement clauses).

ISO 9003:
For those companies involved mainly in final inspection and test of other companies’ products (16 requirement clauses).

One of the key changes in the ISO 9001:2000 revision is the elimination of ISO 9002 and ISO 9003.  In the future, all companies will be registered to ISO 9001.

Does this mean that all companies will be required to design their own product or service? Obviously, the answer is no.  However, those companies currently using ISO 9002 or ISO 9003 will use the new standard by limiting the scope of application and excluding certain requirements.

Clearly defining the scope of your Quality Management System is a key consideration. First, define in your Quality Manual the location of operations and range of products and services that your Quality Management System includes.  Then, for example, if your company does not perform product design in those locations or for those products, clearly state the exclusion of the Design and Development requirements (Clause 7.3) in your Quality Manual.

Note that you no longer have the option to arbitrarily exclude Design and Development requirements (or any other requirements) from your Quality Management System.  Clause 1.2 Application of ISO 9001:2000 requires that your organization may exclude only those requirements that do not affect your ability or responsibility to supply products or services meeting customer and applicable regulatory requirements.  Any exclusions claimed must be limited to those requirements found in Clause 7 (Product Realization).

Furthermore, if your organization outsources or subcontracts any processes that affect the quality of your products or services, you must identify these processes in your quality management system documentation and specify methods for their control.  For example, outsourcing or subcontracting design work or calibration services does not relieve your organization of the responsibility to control these processes according to the requirements of ISO 9001.  Your quality manual and related documentation must identify how these processes are controlled. 

In other words, your Quality Management System must address all the requirements that apply to the products within the scope of your Quality Management System.

With the elimination of ISO 9002 and ISO 9003, there are now three primary documents applying to the 2000 revision:

ISO 9000:
Quality Management Systems – Fundamentals and Vocabulary.  This document includes an introduction to quality concepts and revised vocabulary and will replace both ISO 8402 Quality Vocabulary and ISO 9000-1 Quality Management and Quality Assurance Standards – Guidelines for Selection and Use.

ISO 9001:
Quality Management Systems – Requirements.  This document provides the requirements for registration. 

ISO 9004:
Quality Management Systems – Guidelines for Performance Improvements.  This document “is recommended as a guide for organizations whose top management wishes to move beyond the requirements of ISO 9001, in pursuit of continual improvement of performance.” (ISO 9004:2000 Section 0.3).

ISO 9001 and ISO 9004 are being developed as a “consistent pair”, meaning that they will be similar in structure and consistent in vocabulary.  It should be noted, however, that ISO 9004 is not to be used as an “implementation guide” for ISO 9001.  While ISO 9001 is focused on ensuring organizational effectiveness, ISO 9004 is focused on improving organizational effectiveness and efficiency.  The ISO 9004 document has been described as being similar to the requirements for the Malcolm Baldrige National Quality Award criteria and to Total Quality Management (TQM).  However, companies cannot become registered to the ISO 9004 document.

OVERVIEW OF KEY CHANGES

The ISO 9001:2000 document reflects a significant change from the 1994 version of the Standard in structure, emphasis, and terminology. Note that a detailed look at the new and additional requirements can be found in the checklist section of this booklet (Section 4).

Some of the notable changes (with the related Quality Management Principle, discussed in the previous section) include:

· A structure based on a “Process Model” (Principle 4), with a strong emphasis on customer satisfaction (Principle 1) and continual improvement (Principle 6).  A detailed discussion of the Process Model appears in the following pages.

· Increased emphasis on the role of top management (Principle 2), including commitment to the development and improvement of the Quality Management System (Principle 5), consideration of regulatory and statutory requirements, and the establishment of measurable quality objectives throughout the organization (Principle 7).

· Increased attention to resource requirements, including human resources, infrastructure, and the work environment (Principle 3).

· A requirement to determine training effectiveness.

· A requirement to obtain measurements and analyze data related to the Quality Management System, organizational processes, and products (Principle 7).

· Expanded requirements for the Management Review process specifying required inputs and outputs.

· A structure and requirements which are more applicable to all sizes of organizations in any sector (e.g., not strictly manufacturing-based).

· A significant reduction in the amount of required documentation.  Only six documented procedures are specifically required by ISO 9001:2000, although additional documented procedures may be appropriate depending upon the nature of your organization, the complexity of the processes employed, and the skills and experience of the personnel involved.

· Increased compatibility with ISO 14000, the Environmental Management System standards.

· Terminology changes.  Your company is now referred to as “the organization”, not “the supplier”.  Your vendors are now referred to as “suppliers”, rather than “subcontractors”.

You’ll probably notice that the ISO 9001:2000 document is significantly “longer” than ISO 9001:1994.  This is due, in part, to the additional requirements described above, but also because the committee responsible for writing the new Standard has made efforts to make it easier to understand and use.

SECTION 2:

ISO 9001:2000 TRANSITION GUIDANCE

REGISTRATION IMPLICATIONS AND TIMING ISSUES

Even though many of the requirements in ISO 9001:2000 remain the same as the 1994 version, there are several “new” requirements in addition to a significant change in focus of the document.  As a result, the ISO 9001:2000 transition process will not be a “quick fix” in most organizations.

A company currently registered to the 1994 version of 

ISO 9001, ISO 9002, or ISO 9003 is approximately 75 - 85% 

of the way to ISO 9001:2000 compliance.

So what is your organization required to do?  And by when? 

The “new” ISO 9001:2000 Standard was released in December 2000.  Does this mean that your company had to be compliant to the new requirements at that time?  The answer is a definitive no.  However, there are several registration implications and timing issues to consider:

· Certificates issued to the 1994 version of the Standard will have a maximum validity of 3 years from the date of ISO 9001:2000 publication.  This means that since the Standard was released in December of 2000, you must complete the transition process before December of 2003.

· It is expected that ISO 9001:2000 compliance will be evaluated during regular surveillance visits whether your organization is registered under a two- or three-year certificate renewal program or a continuous registration program.

· Your registrar will undoubtedly have their own policies regarding the transition process, audit processes, etc., and should be consulted early in your transition process.

CLAUSE 8

MEASUREMENT, ANALYSIS AND IMPROVEMENT

	QMS CHECKLIST QUESTION

(RELATED ISO 9001:1994 CLAUSE)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	1. Has the organization planned and implemented the monitoring, measurement, analysis and improvement activities needed to demonstrate conformity of product, ensure conformity of the quality management system and to continually improve the effectiveness of the quality management system? 

(Clause 4.10 and 4.20)

Throughout the organization, check that monitoring and measurement activities have been defined and implemented to provide adequate information for data analysis and improvement processes.

Check that the use of applicable methods, including statistical techniques, is defined, implemented and controlled. Such methods may include problem solving tools, statistical process control, process capability studies, design of experiments, etc.

Possible areas for measurement include information related to customer satisfaction, internal / external audits, process capability and efficiency, product measurement (inspection), nonconforming product, and the status of corrective / preventive actions.


	
	


	QMS CHECKLIST QUESTION

(RELATED ISO 9001:1994 CLAUSE)

AUDITING GUIDELINES
	REMARKS & EVIDENCE
	STATUS

**

	2. Does the organization monitor information relating to customer perception as to whether the organization has fulfilled customer requirements and has the organization defined the methodologies for obtaining and using this information?

(None)

Check that customer satisfaction is measured and monitored.  Possible sources include customer surveys, customer complaints, direct communication with customers, consumer reports, benchmarking, etc. 

Ensure the methods used, including details of information source(s) and frequency of measurement, are defined.

Assess the suitability of the methods used and the degree to which methods extend beyond “reactive” or “passive” approaches (e.g., analysis of customer complaints).
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