
Product regulation according to risk
Overview of the way the Therapeutic Goods 

Administration (TGA) considers risks and benefits during 
the evaluation and post-market monitoring of products

Our ‘risk-based’ approach to regulating therapeutic goods is designed to ensure that 
regulation is only used where absolutely needed and, then, only to the extent needed to 
protect and advance public health. In practice, this means the level of regulation—and our 
regulation and compliance efforts—is commensurate with the risks posed by particular 
therapeutic goods. 
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relatively severe side effects. 

We conduct detailed evaluations of higher risk (registered) medicines before they can be approved 
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Medical devices
Medical devices differ from medicines as they generally have a physical or mechanical 
effect on the body, or are used to measure (or monitor) the body and its functions.
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Medical devices are assigned into one of five main classifications depending on the level of risk they pose:

the same. The higher the potential risks of a medical device, the more they need to be 

Classification(s) Risk level Examples

Class I Low • Crutches
• Hospital beds

Class I - supplied sterile 
Class I - with a measuring function 
Class IIa

Low to Medium • 
• 
• 

Sterile surgical gloves
Clinical thermometer measuring body temperature 
Dental drills or ultrasound machines

Class IIb Medium to High • 
• 

Surgical lasers
Diagnostic X-ray

Class III High • 
• 

Prosthetic heart valves
Absorbable surgical sutures

Active implantable medical devices 
(AIMD)

High • 
• 

Pacemakers
Artificial heart

In vitro diagnostic devices
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higher the potential risk an incorrect result would pose, the higher the classification:

Classification Risk level/ Description Examples

Class 1 IVD no public health risk or                
low personal risk

• 
• 

Microscope counting chambers
Prepared (ready to use) microbiological culture media

Class 2 IVD low public health risk or   
moderate personal risk

• 
• 

Pregnancy and fertility self testing kits
Urine self testing kits

Class 3 IVD moderate public health risk 
or high personal risk

• Tests to detect the presence of (or exposure to) a sexually 
transmitted agent

Class 4 IVD high public health risk • All tests used by the Australian Red Cross Blood Service for 
testing of the blood supply
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Biologicals
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The range of raw materials and manufacturing processes used to produce biologicals can lead to very 
different levels of risk to a patient. Regulation of biologicals utilises four classifications based on risk.

Class Description Risk 
level

Examples

1 Risks associated with use should be very low, and satisfactorily managed 
by a high level of oversight, e.g. manufactured under expert medical 
supervision

Very low <none identified 
to date>

2 Product undergoes minimal manipulation when manufactured, therefore 
retains the original properties/functions of the original donor material

The final product is used for the same purpose/function as the original 
donor material

Low • 
• 

• 

Frozen bone
Human heart 
valves
Corneas

3 Product undergoes manufacturing processes above and beyond those 
defined as ‘minimal manipulation’

The manufacturing process has not altered the original properties/
functions of the original donor material

The final product can be used for the same basic function, or a different 
purpose, as the original donor material

Medium • 

• 

Demineralised 
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Chondrocytes 
for cartilage 
repair

4 Product undergoes manufacturing processes above and beyond those 
defined as ‘minimal manipulation’

The manufacturing process has altered an original property/function of 
the original donor material

The final product can be used for the same basic function, or a different 

High • Genetically 
modified cells

purpose, as the original donor material

Unapproved products
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 household and commercial grade disinfectants without specific efficacy claims.
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Post-market monitoring
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Tool Description Applied to products 
such as

Primary Source 
of Information

Risk management Summary of the known important safety Registered medicines • sponsors
plan (RMP) information about the therapeutic product (safety 

specifications)

Plans to identify and characterise known or 
potential safety concerns (pharmacovigilance 
plan) and to minimise any identified or potential 
safety risk (risk minimisation plan)

Higher risk medicines may require an assessment 
of benefit

Adverse event Reports regarding deficiencies in labelling, Medical devices • sponsors
(AE) reporting instructions or packaging, defective components, 

performance failures, poor construction or design 
Biologicals • health 

professionals
of medical devices marketed in Australia • patients and 

Reports on harmful and unintended responses to consumers

biologicals marketed in Australia

Adverse reaction 
(AR) reporting

Reports on harmful and unintended responses to 
drugs in clinical trials or marketed in Australia

Expedited reporting of serious unexpected clinical 
trials adverse drug reactions occurring inside or 
outside Australia

Listed medicines

Registered medicines

• 
• 

• 

• 

sponsors
health 
professionals
patients and 
consumers
clinical trial 
sponsors

Annual reports for A periodic comprehensive assessment of the Medical devices • sponsors
medical devices world wide complaint data of a medical device classified as AIMD, 

Class III and 
implantable Class IIb

Pharmacovigilance 
audits

Inspection of a manufacturer’s records of adverse 
drug reactions and reporting of unusual failure in 
safety and efficacy of new drugs to the TGA

A medical device manufacturer’s adverse event 
records are inspected as part of the Quality 
Management System (QMS) assessment

Listed medicines

Registered medicines

Biologicals

Medical Devices

• manufacturers

Environmental 
scanning

Collection and review of scientific and medical 
literature, media reports and regulatory news 
to identify safety issues that require further 
investigation

Listed medicines

Registered medicines

Medical devices 

• 
• 
• 
• 

media
academia
governments
industry 

Biologicals •	 consumers
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Reporting on vigilance activities
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Outcomes of vigilance activities
We have a range of options available to rectify issues that may arise from monitoring of products in 
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