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Regulating medical devices
• Spans the device life cycle:

– pre-market assessment: conformity assessment – responsibility of manufacturer

– market authorisation: inclusion in the Australian Register of Therapeutic Goods (ARTG) – responsibility 

of sponsor

– post-market monitoring: continuing compliance with all regulatory, safety and performance requirements 

and standards – responsibility of both manufacturer and sponsor

• Risk based approach - level of regulation matches the risks posed by a particular device

• Principle based approach - devices are assessed against the Essential Principles

• TGA regulates a range of therapeutic goods:

– medicines, including prescription, over-the-counter and complementary medicines

– medical devices

– biologicals, made from or containing human cells or tissues, such as human stem cells or skin

– ‘Other therapeutic goods’, such as hard surface disinfectants, tampons
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What is a medical device?
• A medical device is a product for human use, for:

– diagnosis, prevention, monitoring, treatment or 

alleviation of disease, injury or disability

– investigation, replacement or modification of the 

anatomy or of a physiological process

– control of conception

– in vitro examination of a human specimen for a 

medical purpose

• Does not achieve its primary function through 

pharmacological, immunological or metabolic 

means.

• Can also be an accessory to a medical device.

2


Defined in 

Section 41BD of the 

Therapeutic Goods Act 1989
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Examples:

Tongue depressors

Bandages

First-aid kits

Blood pressure monitors

Infusion pumps

Automated external defibrillators

Implantable pacemakers

Orthopaedic hip implants

Pathology tests (IVDs)

https://www.legislation.gov.au/Series/C2004A03952
https://www.legislation.gov.au/Details/C2020C00267/Html/Volume_2#_Toc50643921


Supplying medical devices in Australia

• Medical devices must be entered on the Australian Register of 

Therapeutic Goods (ARTG) before they can be lawfully:

– supplied in Australia

– imported into Australia

– exported from Australia

• A person or company who is legally responsible for supplying a 

device in Australia is called a sponsor, who must be either:

– resident of Australia 

– an incorporated body in Australia conducting business in Australia 

where the representative of the company is residing in Australia
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Classification of medical devices
Medical devices (other than IVD medical devices) are classified based on their intended purpose, 

such as invasiveness in the human body, duration and location of use, source of energy, etc

4
Medical device regulation: Australia

Class Risk Examples

Class I Low Surgical retractors, tongue depressors

Class I – sterile
Class I – measuring function
Class IIa

Low-medium Sterile surgical gloves
Medicine cup with specific units of measurement
Dental drills, ultrasound machines, digital or infrared thermometers

Class IIb Medium-high Lung ventilator, surgical lasers, diagnostic x-ray

Class III High Heart valves, major joint replacement implants, devices containing 
medicines or materials of animal, biological or microbiological origin

AIMD (Active Implantable 
Medical Devices)

High Implantable defibrillator



Classification of IVD medical devices
IVD medical devices are classified with regard to their intended purpose and the public health risk or 

personal risk that may arise from an incorrect result
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Class Risk level / description Examples

Class 1 IVD No public health risk or low personal 
risk

• Microscope counting chambers
• Microbiological culture media

Class 2 IVD Low public health risk or moderate 
personal risk

• Pregnancy and fertility self-testing kits
• Cholesterol test

Class 3 IVD Moderate public health risk or high 
personal risk

• Tests to detect a sexually transmitted disease
• Genetic tests

Class 4 IVD High public health risk • Blood donor screening tests for HIV
• Test for Ebola



Pre-market conformity assessment

• Essential principles  

– fundamental design and manufacturing requirements for medical devices.

– manufacturers must apply appropriate conformity assessment procedures 

to ensure compliance with the essential principles

– sponsors of the device must ensure and demonstrate the device meets all 

the essential principles so it is safe and performs as intended

• Conformity assessment procedures

– manufacturer undertakes systematic and ongoing examination of evidence 

and procedures to determine that the safety of the medical device is 

acceptable and that it performs as intended 

– demonstrated by providing certification issued to it by an appropriate 

assessment body (e.g. the TGA, a European notified body or other 

comparable overseas regulator)
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Market authorisation: inclusion on the ARTG
• The degree of rigour of the TGA's assessment of applications for inclusion of medical devices in 

the ARTG depends on the:

– intended purpose and risk classification of the device

– source of the conformity assessment certification

• The TGA may:

– approve the inclusion of a device in the ARTG based on the information provided in the application 

received (20 working days); or 

– select an application for audit assessment - mandatory audits are undertaken for higher risk  devices using 

overseas certification 

• Audit scope will depend on the issues identified by the TGA as requiring further scrutiny:

– Level 1 – DoC and CA certification, plus device info (label, IFU, advertising) - target 30 working days

– Level 2 – Risk management report, clinical evaluation report - target 60 working days
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Regulatory responsibilities: manufacturer
The manufacturer is the person who is responsible for the design, 

production, packaging and labelling of the device before it is supplied 

under the person’s name, whether or not it is the person, or another 

person acting on the person’s behalf, who carries out those operations

OR

the person who is responsible for one or more of the 

following activities:

a) assembles the device

b) packages the device

c) processes the device 

d) fully refurbishes the device 

e) labels the device

f) assigns to the device its purpose
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Defined in 

Section 41BG 

of the Act
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https://www.legislation.gov.au/Series/C2004A03952
https://www.legislation.gov.au/Details/C2020C00267/Html/Volume_2#_Toc50643925


Regulatory responsibilities: manufacturer

Manufacturer responsibilities include:

• Classification of the medical device

• Determining the intended purpose 

• Determining the appropriate GMDN code (an international nomenclature system to consistently 

describe medical devices – allows consistent assessment across countries and ongoing 

monitoring of approved devices)

• Selecting and applying appropriate conformity assessment procedures to demonstrate 

compliance with the essential principles
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Regulatory responsibilities: sponsor

The sponsor’s responsibilities include the following activities:

• obtain information from the manufacturer when requested by the TGA

• submit the evidence to support the device to the TGA

• apply to include the medical devices in the ARTG

• pay the fee

• provide documentation relating to the medical device to the TGA 

• deliver samples of the medical device to the TGA 

• allow a person authorised by the TGA to enter and inspect any premises, including outside 

Australia, where the devices are manufactured

• post-market responsibilities
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Post-market responsibilities: manufacturer
Manufacturer responsibilities include:

• Maintain appropriate records 

– ongoing compliance with the essential principles

– review and updates to conformity assessment procedure, including quality management system

– current conformity assessment certification (or other comparable overseas regulator approval) 

• Adverse event reporting

– must report the details of events associated with their device(s) that have resulted, or could 

have resulted, in serious injury or death 

• Ongoing systematic review of information gained after the device was supplied in Australia

– information from various sources – consumer, health profession, academic, scientific

– overseas actions (recalls, suspensions, cancellations, etc)
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Post-market responsibilities: sponsor

Sponsor responsibilities include:

• Adverse event reporting

– must report the details of events associated with their device(s) that have resulted, or could 

have resulted, in serious injury or death

• Annual reporting:

– three annual reports to the TGA following a new inclusion of a high risk medical devices, for 

AIMD, Class III, implantable Class IIb, and Class 4 IVD

– the number of devices supplied, complaint and adverse event data

– ensures that the sponsor and manufacturer’s post-market surveillance system is functioning 

sufficiently to detect any issues as early as possible

• Distribution records:

– expedite recalls 
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Questions?

More medical devices regulation information is available on the TGA website:

www.tga.gov.au/publication/australian-regulatory-guidelines-medical-devices-argmd

The Medical Devices Information Unit can assist in answering your queries - contact by: 

• Email devices@tga.gov.au

• Telephone 1800 141 144 (freecall within Australia)

Comparable overseas regulator arrangements - for using overseas approvals (Europe, US FDA , 

Health Canada, Japan and MDSAP) to support Australian market approvals: 

www.tga.gov.au/publication/use-market-authorisation-evidence-comparable-overseas-regulators-

assessment-bodies-medical-devices-including-ivds

• Table 2 of this document provides required approvals from each jurisdiction for each classification
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