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has a low probability of occurrence. Level III is a low level of test intensity but has a correspondingly 

high probability of occurrence. Level II is between these extremes.  

Assurance Level I (AL I)  

Assurance Level I is the most severe and could be considered the most conservative approach to take. 

It is the most commonly used Assurance Level for sterilized medical devices due to their high-value 

and human end-use. If your product remains protected during Assurance Level I inputs, it will likely 

withstand both Assurance Levels II and III testing inputs. Successful completion of testing at Assurance 

Level I provides the most confidence in product protection during the normal distribution environment.  

Assurance Level II (AL II)  

This intermediate Assurance Level (II) provides package system confidence yet is not overly severe. 

This testing level imparts a decreased drop height, reduced compression load, and less intense 

vibration for Rail and Air profiles compared to Assurance Level I. If you are working with minimally 

invasive medical devices, topical products, or those with marginally robust product designs, Assurance 

Level II should be a strong consideration.  

Assurance Level III (AL III) 

This is the least severe level; it is often utilized for products with a robust design (i.e., books, clothing) 

or lacking components that might likely be damaged in distribution. As the level indicates, it has the 

lowest drop height, lightest compression load, and least intense vibration for Rail and Air spectra. This 

level is not recommended or recognized for medical device products. 
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