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Insight at Second Glance - The Human Error and its 

Root Causes 

Excerpt from the GMP Compliance Adviser, chapter 1.E Deviation 

Management 

Example for root cause analysis 
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What is behind the human error? 

Establishing and testing working hypotheses for root cause analysis 



Working hypothesis 1: The SOP was not suitable and the employee could not follow it. 
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Working hypothesis 2: The training was not suitable to prepare the employee sufficiently for 

the job. 
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Working hypothesis 3: The employee is not suitable for the task or is overworked. 

▪ 

▪ 

▪ 



Working hypothesis 4: The process design is not aimed at avoiding errors. 
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Working hypothesis 5: The working environment is not conducive to correct execution. 
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