(Company Name)
QSP-5 
Corrective & Preventive Action


CORRECTIVE AND PREVENTIVE ACTION
1.0 PURPOSE

The following corrective and preventative action procedures are designed to permanently fix actual and potential problems and improve our ability to satisfy our customers and run our business effectively.

2.0 RESPONSIBILITY
The Quality Manager is responsible for the day to day operation of the corrective and preventive action systems and has the authority to change this procedure and any forms used for corrective and preventive action.  However, the President and all process owners are ultimately responsible for the effectiveness of corrective and preventive actions.

3.0 REFERENCES

Problem Solver & Improvement Form, QSF-1
Problem Solver & Improvement Form Ranking Criteria, QSF-2
Control of Nonconforming Product, QSP-4
Records Management, QSP-2
4.0 DEFINITIONS

Curative Action – Implementing actions necessary to correct the symptoms of existing problems.  Examples are “re-train employee”, “sort, scrap, and/or rework”.

Corrective Action – The act of investigating the root cause(s) of actual nonconformances and implementing actions necessary to prevent the cause(s) from recurring.

Preventive Action – The act of investigating the root cause(s) of potential nonconformances and implementing actions necessary to prevent the cause(s) from occurring.
5.0 CORRECTIVE ACTION
The Quality Manager is responsible to manage the Corrective Action process and report the results as an input to Management Review.
The corrective action process begins with the actual occurrence of a problem / nonconformance.
A Problem Solver & Improvement Form is required to be initiated for all customer complaints and audit findings.

In the event of the creation of nonconforming product that is detected prior to delivery a corrective action may be issued depending on the severity and extent of the nonconformance.  See Control of Nonconforming Product, QSP-4 for further guidance.
The Quality Manager begins the process by initiating a Problem Solver & Improvement Form, QSF-1 to the appropriate process owner.    

A numbering system for severity, value, problem codes, cause codes, etc. is used in this form for analysis purposes.  Guidelines for these ratings are found in the Problem Solver & Improvement Form Ranking Criteria, QSF-2.
NOTE: Customer prescribed formats for corrective action responses will be used when required.

The process owner will investigate the root cause(s) of the actual nonconformity and determine the actions necessary to prevent the recurrence of the problem.  NOTE: Containment or curative actions are handled through control of nonconforming product and are not considered as acceptable corrective actions.
The process owner is responsible to utilize appropriate disciplined problem solving techniques such as fishbone diagrams, 5-why analysis worksheets, etc. during root cause investigation.  Mistake / error proofing methods must also be considered and applied to corrective actions as practical.  

The Quality Manager is responsible to ensure that appropriate disciplined problem solving tools / forms are readily available and that all process owners are trained on their use.

The process owner should also attempt to apply the corrective action to similar processes or products.  

Within 30 days of completion of the corrective action plan the Quality Manager will initiate a follow-up audit to verify implementation of the corrective action plan.  The results of this follow-up will be recorded on the Problem Solver & Improvement Form.  

At this time a second follow-up date to verify the effectiveness of the corrective action in eliminating the cause(s) of the nonconformity will be determined and recorded on the Problem Solver & Improvement Form.
Within 30 days of the scheduled follow-up date the Quality Manager will initiate a final audit to verify the effectiveness of the corrective action taken.  The results of this final audit will be recorded on the Problem Solver & Improvement Form.  
Additionally, the process owner is responsible to review and update any existing FMEAs (system, process, and/or part specific) that contain the failure mode that occurred.  

6.0 PREVENTIVE ACTION

The Quality Manager is responsible to manage the Preventive Action process and report the results as an input to Management Review.
The preventive action process begins with the analysis of appropriate sources of information such as process metrics, customer surveys, customer report cards, audit results, product nonconformance reports, scrap and rework results, cause and problem codes from past Problem Solver & Improvement Forms, etc.  This information is analyzed to detect and predict potential causes of non-conformities.

These sources are mainly analyzed as an input to the management review process.  Further analysis of these items or any other relevant data may be conducted at any time at the discretion of the Quality Manager and/or any process owner.  
When an adverse trend is detected which predicts a future nonconformity the Quality Manager will initiate a Problem Solver & Improvement Form, QSF-1 to the appropriate process owner.  
The process owner will investigate the root cause(s) of the potential nonconformity and determine the actions necessary to prevent the occurrence of the potential problem.
The process owner is responsible to utilize appropriate disciplined problem solving techniques such as fishbone diagrams, 5-why analysis worksheets, etc. during root cause investigation.  Mistake / error proofing methods must also be considered and applied to preventive actions as practical.  

The process owner should also attempt to apply the preventive action to similar processes or products.  NOTE: The act of applying corrective actions to similar processes or products is also considered preventive action.

Within 30 days of completion of the preventive action plan the Quality Manager will initiate a follow-up audit to verify implementation of the corrective action plan.  The results of this follow-up will be recorded on the Problem Solver & Improvement Form.  

At this time a second follow-up date to verify the effectiveness of the preventive action in eliminating the cause(s) of the potential nonconformity will be determined and recorded on the Problem Solver & Improvement Form.

Within 30 days of the scheduled follow-up date the Quality Manager will initiate a final audit to verify the effectiveness of the preventive action taken.  The results of this final audit will be recorded on the Problem Solver & Improvement Form.  
Additionally, the process owner is responsible to review and update any existing FMEAs (system, process, and/or part specific) that contain the failure mode that occurred.  

The Quality Manager also initiates reviews of appropriate FMEAs (system, process, and/or part specific) at least annually to identify preventive action opportunities.  Any preventive actions initiated as a result of FMEA reviews are identified and tracked via the “recommended action” column in the FMEAs.
7.0 RECORDS

All corrective and preventive action records are maintained in accordance with QSP-2, Records Management.
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