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Classification of medical devices by the Therapeutics Goods Administration 
 
The Therapeutic Goods Administration classifies medical and therapeutic pharmaceuticals, 
devices and technologies according to the potential risk posed to patients. Separate 
classifications are applied to medical devices compared to therapeutic agents as well as 
complementary medicines. This overview focuses on the classification of medical devices as 
an explanatory brief to the governance of medical devices and health technologies in SA 
Health. 
 
SAPACT and TGA Class III and AIMDs 
The SAPACT evaluates medical devices and health technologies which are considered high-risk 
and high-cost, products classified as TGA Class III or AIMD are within scope of evaluation. This 
inclusion criteria for evaluation of a health technology prior to use in SA Health has been 
established to ensure assessment of these products in the interest of patient safety. 
Further information regarding the role and scope of the SAPACT is available on the SAPACT 
website. 
 
Medical devices and health technologies considered high-risk by the TGA are classified as TGA 
Class III devices or Active Implantable Medical Devices (AIMD). As medical devices are 
stratified according to risk the TGA considers the following when classifying a medical device: 

 duration of use; 

 placement and location of the device within the human body;  

 intended use; and 

 whether the device delivers a therapeutic agent (including medicine or ionising 

radiation) or undergoes chemical change within the human body.  

However, medical devices surgically implanted in dental surgery are classified as TGA Class IIa 
devices as these are placed within the teeth, a location considered a lower risk in comparison 
to TGA Class III surgically invasive devices and AIMDs.  
Further clarification of the TGA medical device classification system focuses on TGA Class III 
devices and AIMDs, as these are considered by the SAPACT under the criterion of high-risk 
health technologies. 
 
1.1 Classification according to duration of use 
Surgically invasive with short-term use 
Short-term use defined by the TGA is at least 60 minutes and not more than 30 days. 
Examples of TGA Class III devices used for short-term duration include devices: 

 specifically intended to monitor/correct defect of heart or central circulatory system – 

by direct contact; 

 used in direct contact with the central nervous system; 

 which possess a biological effect; and 

 which are wholly or mainly absorbed into the body. 

Surgically invasive with long-term use 
Long-term use is defined as 30 days or more. Medical devices for long-term use classified as 
TGA Class III include devices: 

 specifically intended to monitor/correct defect of heart or central circulatory system – 

by direct contact; 

 used in direct contact with the central nervous system; 
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 which possess a biological effect; 

 which are wholly or mainly absorbed into the body; 

 undergoes chemical change in the body (not in teeth); and 

 administers medicine. 

1.2 Classification according to intended use and function 
TGA Class AIMD is classified under special rule 5.7 Active Implantable Medical Device. 
Examples of AIMD include implantable pacemakers, defibrillators and nerve  
stimulators. The control(s) and/or monitor(s) which directly influence the  
performance of an active implantable medical device are also classified TGA Class AIMD. 
 
TGA assessment and classification 
Prior to approval to market and distribute medical devices in Australia, the TGA conducts 
assessments to evaluate product safety for intended use. The TGA evaluation assesses 
whether the new medical device demonstrates clinical safety and non-inferiority with regard 
to clinical efficacy in the patient group intended for the use of the device. Consequently, the 
TGA mandates for medical device manufacturers to nominate the appropriate TGA Class prior 
to evaluation. More information regarding the TGA assessment process is available on the 
TGA website. 
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