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ISO Risk Based Approach

5 areas of Risk Treatment in ISO 

4.4 Quality Management System and it’s Processes

• The organization shall determine the risks and opportunities and 
plan and implement appropriate actions.

5.1.2 Customer Focus

• Top management shall ensure that the risks and opportunities that 
can affect conformity of products and services and the ability to 
enhance customer satisfaction are determined and addressed. 



ISO Risk Based Approach
5 areas of Risk Treatment in ISO (cont’d) 

6.1 Actions to Address Risks and Opportunities

• When planned for the QMS, the org shall determine the risks and 
opportunities

• The org shall plan actions to address these risks and opps

• Actions taken shall be proportional to the potential impact

8.5.5 Post-Delivery Activities

• In the determining the extent of post-delivery activities, the org shall 
consider the risks associated with the products and services. 

9.3 Management Review

• MR shall take into consideration the effectiveness of actions taken to 
address risks and opportunities



ISO Risk Based Approach
Where is Risk Treated now?  
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ISO Risk Based Approach
Normal Risk Computations 

Risk = Consequence x Frequency

Frequency is how often the Consequence occurs, not the initial event 
(i.e. Bad Hubble mirror is the consequence of bad calibration, lack of 
calibration is not the consequence)
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ISO Risk Based Approach
Normal Risk Computations 

Risk = Consequence x Frequency

Risk #1

Risk #2

5 minute break
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FMEA Detection

What are the main differences here? 



FMEA Detection



FMEA Detection

• Extends Risk to the prevention or mitigation level

• Shows real differences in Risk 

• Can turn low or medium risk into High Risk

• Allows mitigation costs to be planned ahead
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AL East Predictions



NL East Predictions



NL Central Predictions



NL West Predictions


