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ISO9001:2008 Requirements  

An ISO requirement 
 
8.5.2 Corrective action  
 
The organization shall take action to eliminate the cause of 





Good CAPA vs Bad CAPA  

 
�¾We see CAPA report almost everyday, can you tell a 

good CAPA versus a bad CAPA? 
 

�9 A good CAPA can find the root cause of a problem, while a bad 
CAPA only identify the direct cause, will never get to the root 
cause 

Example: 
Bad CAPA - Root cause: Operator mistake / Human error 
Good CAPA will think about why the operator made the mistake? Why the 
training not work? Is there any system problem? 
 

�9 A good CAPA will solve the problem at a system level, while a 
bad CAPA only address the direct cause, but not eliminate the 
root cause 

Example: 
Bad CAPA - Corrective action: Retraining the operator 





An effective CAPA process �± 











D4 Root Cause Analysis  

Investigation requirements  









Root Cause Analysis Tools - 







Root Cause Analysis Tools - 3 Way / 5 Why Approach  

�‡ �$�V�N�L�Q�J���³�:�K�\�´�������7�L�P�H�V 
�‡ Targeting Three Key Areas 

�± Occurrence: 







�™Systemic:



D5 Corrective Action  



D5 Corrective Action  

Difference between Correction and Corrective Action  
 
�¾ Correction: Takes steps to correct a problem it has no bearing on cause.  
�¾ Corrective Action �± 





D6  Preventive Action  

Difference between Corrective Action and Preventive Action  
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