Effective Corrective and Preventive Action Systems 
What does a third-party assessor look for in an effective Corrective and Preventive Action System? 
by Ken Cogan 

During a company's documentation review, a third-party assessor will look to see that their quality manual covers all the requirements of paragraph 4.14 of the standard to which they are seeking certification (ISO 9001, ISO 9002, ISO 9003, or QS-9000). This section of the quality manual should be a page or two long at most. The assessor will also verify that the procedures describe the responsibilities and authorities for implementing and maintaining a corrective and preventive action system, the steps and controls necessary to implement corrective and preventive actions, and the records maintained (electronic or hard copy). In particular, the assessor will verify that the system addresses: customer complaints; returned products; service reports and warranty claims (if applicable); concessions; internal audits; product and process nonconformances found in the facility (by the company, its customers, or third-parties); nonconformances from procured products and materials; actions from management review meetings; analysis of information for preventive action; and, communication of preventive action for management review meetings. 

In defining a system, it may be useful to describe, as appropriate, the interfaces that are necessary for the effective use of the system (e.g., sales-customer, purchasing-supplier, manufacturing-quality assurance, field service-manufacturing, manufacturing-design, etc.). Narrative text and flow charts are both acceptable methods for documenting a system. 

Consideration must be given as to when it is necessary to investigate and eliminate the cause of potential or actual nonconformances. For example, a nonconforming product produced by a particular process. Of course the registrar will expect identification and segregation of the nonconforming product so that it is not further processed or shipped to customers. Determining when it is necessary to investigate and eliminate the cause of the nonconformance is a management decision; there is nothing mandated by the Standards. For example, it may be decided that nonconformances are investigated for a certain process if the percent of acceptable product falls below a defined threshold. The same philosophy could also apply to the quality of received goods. Procedures need to clearly describe when corrective action is necessary. A third-party assessor will evaluate whether this threshold of action is consistent with business objectives and the quality policy. 

A third-party assessor will expect an understanding of the difference between corrective and preventive action. In general, corrective action is reactive while preventive action is proactive. Some companies believe that eliminating the cause of existing nonconformities is considered preventive action. However, this is part of corrective action. Paragraph 4.14.2.c of ISO 9001:1994, (Corrective Action) states, "determination of the corrective action needed to eliminate the causes of nonconformities." This indicates that eliminating the causes of existing nonconformities is part of corrective action, not preventive action. 

Compare paragraph 4.14.2.c to 4.14.3.a (Preventive Action). Paragraph 4.14.3.a states, "the use of appropriate sources of information such as processes and work operations which affect product quality, concessions, audit results, quality records, service reports, and customer complaints to detect, analyze and eliminate potential causes of nonconformities." This indicates that preventive action relates to actions taken before something becomes a nonconformance. Some examples of preventive action include preparing Failure Mode Effects Analyses (FMEA), Statistical Process Control (SPC), actions taken as a result of analyzing adverse trends in performance data, mistake proofing, and to some extent the qualification and training of personnel. Preventive action happens before a situation is considered to be noncompliant. 

In evaluating the effectiveness of corrective and preventive action systems, a third-party assessor will verify that procedures are being followed. In particular, that the appropriate forms are being utilized (some customers may require the use of a special format); that the actions taken are appropriate in consideration of the nonconformances identified; and, that established deadlines for identifying, completing, and closing actions have been met. 

An assessor will not expect maximum due dates in procedures to be established (e.g. corrective actions must be complete within 15 days). An effective system can have due dates which are based on time lines agreed upon by the person initiating the action request and the person responsible for completing the action. This allows time lines to be established based on the seriousness of the problem and the action necessary. A system could also allow for an extension of due dates by an authorized person. An effective system usually includes a database or spreadsheet for tracking completion of actions and follow-ups. 

The most effective systems have the support of all employees. When corrective and preventive systems are viewed by all as a tool to improve the business and lower costs, they become very powerful. Third-party assessors are limited in their ability to evaluate a system since they can only verify compliance to documented procedures. The real effectiveness of corrective and preventive action systems should be evaluated by measuring changes in areas such as customer satisfaction (e.g. product salability and repeat business), failure costs (e.g. rework/retest time, and scrap), engineering change activity, and employee morale.

	

	


