
ISO 9001:2015 Risk-based Thinking 
 
One of the major changes in the ISO 9001 standard is the move to, or more 
appropriately, the enhancement of Risk-based thinking. 
 
This sounds ominous, but it isn’t. Everybody sub-consciously assesses risks every 
day, it’s an automatic response. For example crossing the road or getting into a hot 
bath, these are calculated and the risks evaluated before we act. 
 
In business it’s the same, the big difference is it could affect many people, staff and 
customers. So it needs more consideration. 
 
That is what ISO 9001:2015 has done. It is encouraging you to look more carefully 
into risks within your Quality Management System and business as a whole. 
 
It has always been a part of ISO 9001, but in this new change there is much more 
emphasis on it and it is built into the whole Quality Management System. 
 
But what does this give you?  
 

 It ensures that you take risk seriously, from concept to conclusion, whether 
that is a product or a service.  

 It embeds the preventative action processes of planning so it becomes a 
natural part of the business process. 

 It establishes a proactive, rather than reactive, culture of continual 
improvement.  

 It ensures that your business is fully compliant with the latest regulations and 
legislation.  

 It continues to ensure that the quaility of your products and services meet or 
exceed your customers’ expectatons. This in turn improves customer 
satisfaction and builds trust with your suppliers. 

 It increases the probability of reaching your objectives, and 

 It makes prevention a habit. 
 
So how do you apply Risk-based Thinking in your business? 
 

 Identify what your risks are 

 Understand your risks 
o What is acceptable and what is not 

 Plan your actions to eliminate or reduce the risks (PLAN) 

 Implement your plan (DO) 

 Assess the outcomes (CHECK) 

 Review the plan and amend as necessary (ACT) 
 

Does the last 4 actions remind you of something? Something at the core of ISO? The 
PDCA cycle.  
 
Businesses already ISO 9001 accredited will easily adapt to the new emphasis on 
Risk-based Thinking, because you have already been doing it.   
 
So, Risk-based Thinking is not daunting. It is something you are probably doing now 
in your business. It grows your business by reducing risks, increasing continual 
improvement and delivering the perfect product or service to your customers. 
 



 


