Quality Management System (QMS)
An organization must maintain the structure of the Quality Management System (QMS). The five pillars of the QMS structure are: (ISO 9000 compliant)

1. Quality Polices
At the base of any organization’s ISO 9000 compliant Quality Management System (QMS) are the quality policies. The quality policies identify the main goals of the QMS and explain why an organization is adopting them. An organization’s quality policy can be a very simple statement of its broad goals, or it can be a much more detailed document that defines the goals, objectives and responsible parties for each area that the ISO 9000 Standard impacts. For a quality policy to conform to the standard it must be appropriate to the organization’s purpose, communicated throughout the organization, reviewed for suitability, and continually improving its effectiveness and compliance to customer requirements. 

The quality policy is a critical starting point for an effective ISO 9000 implementation. It reflects a commitment from top management and is the vehicle for communicating objectives throughout the organization. While the statement may be brief, the consistency of the message should me maintained throughout the organization. 
(Check a sample of Quality Policy at end of this hand out)

2. Quality Procedures
The next level of documentation required of ISO compliant companies is the quality procedures document. Quality procedures need to address each element of the ISO 9000 standard, and specify what processes are to be done, who in the organization will perform these processes, and what procedures will be followed for performing them. 

ISO not only requires that an organization documents its processes and procedures, but also that it controls the documentation in such a way that the following requirements are met:

1. Current versions of the documentation must be readily available to all employees who perform the work being documented. 

2. Obsolete or superseded documentation must be removed from the system, or clearly identified so as to prevent their inadvertent use.

3. All documentation, and any changes to it, must be reviewed and approved by functionally competent personnel.

ISO documents are most effectively controlled and distributed using online electronic document delivery. If electronic document delivery is not available, hard copy documents must be maintained. All manuals must be promptly updated as changes are released. Should registrars find outdated documentation in place during annual audits, findings of nonconformance will be registered against the organization. The number and severity of the nonconformance’s found will have a negative impact on the maintenance of ISO 9000 certification. A study by the British Standards Institute in 1992 found that 42% of the failures to achieve ISO registration were directly attributable to problems with documentation and document control.
3. Work Instructions 
Work instructions are the lowest level of required procedural documentation for an ISO 9000 compliant Quality Management System (QMS). At their most basic level, work instructions explain, step by step, how a task is performed. Work instructions are not required for every task related to quality, rather only those which explain the manner of production, installation and servicing, and whose absence would adversely affect quality. 

A common mistake for companies to make is to get bogged down in writing detailed work instructions. Such an approach is dangerous because it: 1) is time consuming, 2) is not necessary to comply with the standard, 3) creates an unwieldy QMS, and 4) creates many opportunities for a registrar to document nonconformance with the QMS. 

As you create work instructions, be prepared for there to be some areas of disagreement on the best way to perform certain tasks. The instruction writing process can be very helpful in reducing variation. For instance, if there are large differences in the way the first-shift and second-shift operators set up the same machine, establishing work instructions will help you solve that source of process variation. Work instructions should be flexible and change with the organization. From an ISO perspective, the most important consideration is to make sure operators are working with an approved copy of the latest work instruction.

4. Quality Records
In the ISO 9000 Standard, quality records are kept to demonstrate conformance to specified requirements and to the effective operation of the Quality Management System (QMS). The ISO Standard clearly mandates that certain things must be recorded and treated as "quality records." These quality records can be considered the minimum required under any quality system that complies with the standard. Samples of quality records include part specifications, engineering changes, training course descriptions, product specifications, contract reviews, corrective action Requests, nonconformances and others. 

When quality records are created as a consequence of a work instruction, the work instruction must list those quality records. A "record,” of any kind, is a document that furnishes objective evidence of activities performed or results achieved. Its nature is to capture something that has already happened. The "specified requirements" are those that apply to the product. The quality record must also demonstrate the effective operation of the QMS. 

For example, a newly created test procedure is not a quality record, although generally it is a controlled document. It becomes a quality record when it is used to record the steps executed during a specific test to establish that the product met requirements. Similarly, a design drawing generally is not a quality record, although generally it is a controlled document. However, it becomes a quality record when it is part of a review package that establishes that the design was verified (i.e. evidence of effective operation of the QMS). 

In both these cases, when the document in question (e.g. procedure, drawing) becomes a quality record, it loses its active nature and becomes fixed. The procedure or drawing that lives on to serve further purposes is not the same entity as the one that is set aside as a quality record. Similar logic can be applied to other instances. 

From the standpoint of ISO audits, registrars may not be in a position to observe compliance with a specific quality procedure. As such, an authentic "quality record" may be the next best form of objective evidence. Any number of employees in an organization may generate quality records, which will need to be retrieved frequently for internal audits and registration audits. 

The organization itself has the latitude (and responsibility) to determine which records are the most authentic and most comprehensive for the features that must be documented. For instance, there may be two or three records that may document the satisfaction of a particular requirement. The organization may designate which of the multiple records should be retained as the primary quality record to prove satisfaction of that requirement. The supplemental records need not be retained as the official or designated proof.

5. Corrective Action Requests
Corrective action is the cornerstone of continuous improvement, which is ultimately the goal of an ISO 9000 compliant Quality Management System (QMS). Corrective Action Requests, commonly referred to by the acronym CAR, are controlled documents that reflect the actions taken to fix problems related to an organization's QMS. These problems can be nonconformances where the QMS does not measure up to the requirements of the standard, or more commonly, problems that have occurred as the organization produces its finished goods or services. The most common ways of uncovering these problems are through customer complaints, internal audits and quality control inspections. 

The most effective means of resolving CARs is to determine how the CAR system initially broke down, as a properly completed CAR will not only identify the problem, but will also address a course of action which will help prevent the problem from reoccurring. When considering recommended changes to one particular problem, it may be beneficial to step back and take a look at the whole system and how changes will affect it.

Sample of Quality Policy
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"XYZ Inc., and its affiliated corporate entities, is committed to "Total Customer Satisfaction" through Quality in Product Development & Design, Manufacture and Support & Service.

XYZ’s management is committed to build on its industry leadership by providing total quality in customer satisfaction and in vendor performance. Our mission is to supply our customers with on-time delivery of products, which are of the best possible quality and consistently meet their design specifications and performance criteria.

In order to live up to our quality policy and objectives, XYZ shall supply products efficiently, economically and on time with standards that consistently meet or exceed our customers' requirements. This is accomplished through a continuing program to improve upon operational procedures and systems while striving to supply our customers’ products with zero defects.

Products and service provided by XYZ shall conform to the requirements specified by our customer, and be manufactured under ISO 9001 Quality Standards. Management’s responsibility is to provide direct leadership and resources to ensure continued conformance with these requirements. A cornerstone of XYZ’s quality policy is that excellence in product quality and customer service is the result of collective effort and commitment from all its team members. This commitment to quality shall be realized from product design to after-sales support.

Objective Evidence in support of XYZ’s quality policy is the responsibility of the Vice President, Corporate Quality Control."
Munif Ahmad/Management
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