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Figure 6.1.1-1	 The Four Steps in the Risk-Based Approach to Drug Shortage Prevention

1.	 Define impact to patient
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Acute short term or chronic 
long term

Severe harm but reversible if 
patient is not treated with the 
product
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Other indications Inconvenience if patient is not 
treated with the product Risk Level B Risk Level C Risk Level C

3.	 Define the risk priority level Likelihood of Shortage
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Risk Level A Risk Priority Level 1 Risk Priority Level 1 Risk Priority Level 2

Risk Level B Risk Priority Level 1 Risk Priority Level 2 Risk Priority Level 3

Risk Level C Risk Priority Level 2 Risk Priority Level 3 Risk Priority Level 3

4.	 Risk Output: Develop and implement preventive 
risk control strategies

Risk Priority Suggested controls/preventive actions

Level 1
Preventive actions and/or response plan 
required

Level 2
Preventive actions and/or response plan 
recommended; option to accept residual risk

Level 3 Generally accepted risk level 

2.	 Assess the likelihood of shortage: at each 
level consider the likelihood of drug shortages 
and the risk controls to prevent it




