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Senator Fierravanti-Wells asked: 
 
Can you explain the risk process for devices and the classification criteria? 
 
 
Answer: 
 
The regulatory framework has a risk-based classification system for medical devices, which 
is based on the recommendations of the Global Harmonization Task Force (GHTF).  The 
classification rules are located in Schedule 2 of the Therapeutic Goods (Medical Devices) 
Regulations 2002 (the Regulations), and the implementation of the rules is covered by 
Regulation 3.3.  The different classification levels for medical devices are: 
 

Classification Relative level of risk 

Class I lowest risk 

Class IIa low–medium risk 

Class IIb medium–high risk 

Class III 
highest risk 

Class AIMD (Active implantable medical device) 
 

 
 
 
 
 
 
 
 
 
 


