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Our goal is to ensure medical 

devices supplied in Australia 

continue to be safe and perform as 

intended



The TGA regulates the therapeutic goods that are 
imported, exported, manufactured and supplied in 
Australia

What is the remit of the 

TGA?

• Generally, therapeutic goods must be 

included in the Australian Register of 

Therapeutic Goods (ARTG) before being 

supplied.

• Products not included in the ARTG are 

referred to as unapproved therapeutic 

goods. This includes exempt and 

excluded goods.

• Unapproved therapeutic goods haven't 

been evaluated by the TGA - this means 

the TGA has not assessed their quality, 

safety, performance or effectiveness. 

https://www.tga.gov.au/products/australian-register-therapeutic-goods-artg
https://www.tga.gov.au/products/australian-register-therapeutic-goods-artg


Therapeutic Good Types

Medicines Biologicals Medical 

devices

Action typically 

achieved by:

• Pharmacological

• Chemical

• Immunological

• Metabolic means

• Comprises, contains 

or is derived from 

human cells or human 

tissues 

• Faecal microbiota 

transplant (FMT) 

products

• Comprises or 

contains live animal 

cells, tissues or 

organs

Intended action typically by 

physical means:

• Mechanical action

• Impervious, physical 

barrier protecting the 

surface it is applied to

• Replacement of, or support 

to, organs or body 

functions

• Measurement or monitoring 

body or physiological 

functions

Therapeutic Goods Administration –

tga.gov.au



Medical Devices - Key features of the 

regulatory framework

• Inclusion in the ARTG

• Classification based on risk

• Class I, Class IIa, Class IIb, Class III

• Class 1 – 4 IVDs

• Essential Principles (EPs) – safety and performance of the 

device

• Conformity assessment procedures

• Oversight varies based on classification, for example

• Class I – self-declared, no certification to conformity 

assessment procedures prior to supply, must meet the EPs 

• Class III – assessment of device to the Eps and 

certification of the Quality Management System prior to 

supply 

Therapeutic Goods Administration –

tga.gov.au



Exempt goods

The TGA retains regulatory 

oversight

• No ARTG entry, some require 
notification

• Compliance with essential 
principles

• Adverse event reporting

• Advertising code

• Subject to recall actions 
or safety alerts

Excluded goods

Not regulated by TGA

• No ARTG entry

• Regulatory oversight 
provided by bodies other 

than the TGA

• Subject to ACCC and state 
ombudsman consumer 

law obligations

Therapeutic Goods Administration – tga.gov.au



Medical Device classification ​is based on risk

Therapeutic Goods Administration – tga.gov.au

Class I, 
2334

Class Im, 
30

Class Is, 
287

Class IIa, 
1515

Class IIb, 
806

Class III, 
566

Class 1 
IVD , 68

Class 2 
IVD, 59

Class 3 
IVD, 83

Class 4 
IVD, 25

FY 2024-25 

235 IVD 

applications

FY 2024-25 

5,538 medical 

device 

applications



Therapeutic Goods Administration – tga.gov.au

Medical Device Lifecycle

Monitoring activities may include:

• Review/investigations of adverse event reports 

• Trend analysis and reporting to sponsors

• Reviews of technical and clinical information to ensure 
compliance with the Essential Principles and 
conformity assessment procedures

• Testing to confirm compliance with the Essential 
Principles

• Inspections of manufacturer or sponsor’s records and 
documentation

• Consultation with expert advisory committees

• Informing consumers and health professionals of 
issues



Therapeutic Goods Administration – tga.gov.au

Adverse event reporting

Source of report 2024 Q1&Q2 2025

Sponsor 11,251 11,107

Healthcare professional 520 360

Patient 119 67

Others (unknown 

source of data) 210 113

Total 12,100 11,647

Reports received between 

01 January 2024 – 31 July 2025

Reports are published on a database of adverse event 

notifications and publicly accessible.



Therapeutic Goods Administration – tga.gov.au

Post-market obligations

Adverse Events Compliance 

• Problem or incidents that have caused, 

or could cause, harm to patients, 

caregivers, health professionals or others

• Includes ‘near misses’

• Reporting obligations for Sponsors, 

Manufacturers and healthcare facilities

• Includes adverse events that occur in 

relation to clinical trials

• TGA monitors reports to identify safety 

signals for investigation and compliance 

action

• Monitor and enforce regulatory 

compliance across all areas of the TGA

• Includes extensive engagement and 

education

• Evidence-based and aligned with the 

potential risk to public safety

• Work with other government bodies 

and law enforcement

• Compliance actions are published on 

our website

https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events

https://www.tga.gov.au/how-we-regulate/compliance-and-enforcement-hub/compliance-management

https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events
https://www.tga.gov.au/how-we-regulate/compliance-and-enforcement-hub/compliance-management


The TGA undertakes a risk-based 
approach to investigating medical 
device incidents. 

• All reports are triaged to determine 
priority 

• Investigations are based on device 
safety, quality, or performance 
concerns

• Most reports are used for trending 
purposes 

Therapeutic Goods Administration – tga.gov.au

How TGA manages medical device adverse event reports

1.Is the event a reportable adverse event 
for medical devices?

1.Does the quality and completeness of 
data provided allow device identification?

1.What is the level of risk to a patient or 
public health and safety based on 
information in the report? 

1.Is this a new issue or change what we 
already know about an issue?



Therapeutic Goods Administration – tga.gov.au

Post market reviews

Post market reviews are part of the 
lifecycle approach to medical device 
regulation 

• New signals and issues may emerge 
or trend upwards over time that could 
affect an entire kind of device

• Investigate issue and review products 
noted within the kind of device (as 
opposed to one ARTG entry)

• Outcomes may include: additional risk 
mitigation, amendment to standards, 
removing devices from market that 
have unacceptable residual risk 

2024

2025



Recently:

• Spinal cord stimulators

• Sound abatement foam in sleep 
apnoea devices and ventilators

• Home-use foetal dopplers

• Vaginal rejuvenation devices

• Devices with button batteries

• Avian flu test kits

• Breast implants with microchips

Currently:

• VOX implant – injectable bulking 
agent for vocal cord rehabilitation

• Devices containing mercury

• Expandable fusion cages and 
spinal disk replacement devices

• Endoscopes

• Cybersecurity with medical devices

• Consumer targeted self test kits

• Vapes

Therapeutic Goods Administration – tga.gov.au

Post market reviews and signals



The investigations can lead to a variety of actions, including:
• informing health professionals and consumers, through alerts and other publications, 

of identified issues
• requiring changes to the product, the instructions or labelling
• recalling the product from the market
• withdrawing market approval of the product, or narrowing the product’s indications
• requiring the sponsor to undertake additional education
• referrals to the other parts of the TGA for follow up e.g. RCB for on-going advertising 

following regulatory action, or on-site audits

The reports continue to be monitored for trends and changes in risks and further action 
may be taken

We also exchange information on significant incident investigations with overseas 
regulatory authorities.

Therapeutic Goods Administration – tga.gov.au

Investigation outcomes



New terminology and new guidance

• New: Procedure for recalls, product alerts and product corrections (PRAC)

• Replaced: Uniform Recall Procedure for Therapeutic Goods (URPTG)

• Complete re-write to improve content and readability

• Process for sponsors is largely the same

Review of recall processes







2024 Market actions

Approx 1,000 new recall notifications 
received

731 market actions published in the 
Database for Recalls, Product Alerts 
and Product Corrections for 
Australian Recall Actions (DRAC), 
comprising –

627 medical devices
92 medicines
12 biologicals

Plus an additional 60 blood recalls



19

Mandatory Reporting of Medical Device Related 
Adverse Events by Healthcare Facilities

What is changing and why?

• Legislation now requires all Australian public, private and day hospitals to 

report medical devices adverse events to the TGA 

• The key driver for this change was the need for earlier identification of 

potential safety issues and greater information sharing about medical 

device safety and performance

• Early signal detection of potential concerns of safety or performance 

will mean that more timely action can be taken to reduce the risk to 

patients and consumers



20

Legislation amended

Consultation:

roundtables, Steering 

Committee, Technical 

Working Group

June 2023 –

December 2024

June 2024 –

June 2025

IT infrastructure build

Regulation drafting

Regulatory Impact Analysis

ACSQHC Advisory

TGA education and 

communication materials

March 2025 –

March 2026

Stage 1: Mandatory 

reporting requirements 

commence for all public, 

private and day hospitals 

in Australia

March 2026

12-month voluntary 

reporting period:

Reporting commences

IT infrastructure developed 

and refined

Communication and 

education remains ongoing

March 2023

Mandatory Reporting of Medical Device Related 
Adverse Events by Healthcare Facilities - timeline
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Mandatory Reporting of Medical Device Related 
Adverse Events by Healthcare Facilities

Minimum Data Set

Healthcare facility identifier
Auto-generated 

(each healthcare facility in Australia has its own unique identifier)

Date of Use/Incident
May be the date an incident occurred or was first identified within the healthcare facility. 

Additional dates may be required for where for example, date of use of the device is 

known and the date of death or serious deterioration differs.

Description of incident
Free text field or can be populated from coded data.

(detailed description of medical device related adverse event) 

Description of Device Description of the medical device and name, if known

Device manufacturer
If known. This information will assist the TGA to accurately and definitively identify the 

device involved, in the first instance (gold standard)

Additional optional information can be provided



Adverse Event Data Management and Use

IRIS reporting: sponsor and manufacturer reporting + voluntary individual reports

Mandatory reporting from Healthcare facilities  

Report submitted   IRIS database  

Report submitted   ASDER database  

Risk assessment 

Trending and 

monitoring 
Safety signal 

detection

Investigate reports 

of concern 

IRIS vs Mandatory Reporting Data
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Impact on sponsors and manufacturers 

No change to reporting 

obligations

Reporting obligations for medical device manufacturers and sponsors remain unchanged. 

Adverse event reports must still be reported to the TGA via the Medical Device Incident 

Reporting system. There is no change to the current way the TGA responds to reports by 

manufacturers and sponsors.

Hospital data will be used for 

signal detection

Reports from healthcare facilities will support trend analysis and early signal detection, not 

detailed investigations. The TGA will work with manufacturers and sponsors to investigate 

any safety signals identified by trend data.

Hospital reporting to 

manufacturers and sponsors

Healthcare facilities are encouraged to continue to report adverse events to device sponsors 

and manufacturers.

Further information
The TGA will continue to communicate as the reporting requirement is progressively 

implemented, and regular updates will be made on the TGA website



UDI in Australia – Cleared for launch!

Key features

Labelling

A unique identifier for each model 

of device on the label and 

packaging

The TGA has recognised issuing 

agencies for the unique identifier

Australian UDI Database

UDI data must be in the Australian 

UDI database in the first 30 days 

of supply in Australia



UDI implementation – support for industry
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Unique Device Identification (UDI) hub

Complying with the Unique Device 

Identification timeframes for medical 

devices

Complying with the Unique Device Identification 

requirements for medical devices

Guidance

Quick Reference Guides,  Videos and Flowcharts Pre-Production

https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/unique-device-identification-udi-hub
https://www.tga.gov.au/resources/guidance/complying-unique-device-identification-timeframes-medical-devices
https://www.tga.gov.au/resources/guidance/complying-unique-device-identification-requirements-medical-devices


UDI implementation – Compliance timeframes

Requirement

Medical Devices In vitro diagnostic devices

Class III Class IIb Class IIa Class Is Class 4 Class 3 Class 2 Class 1

UDI on the label 1 July 2026 1 July 2027 1 July 2028 1 July 2028 1 July 2029

Data submitted 1 July 2026 1 July 2027 1 July 2028 1 July 2028 1 July 2029

Direct Marked 1 Jan 2028 1 Jan 2029 1 Jan 2029 1 Jan 2029 1 July 2029 1 July 2030

Existing devices
Existing Class III and Class IIb devices must meet UDI requirements after the 

compliance date

Other classes manufactured and labelled before the compliance date are 

exempt for the lifetime of the device

EU transition
Devices supplied under an MDD or IVDD certificate have extended timeframes 

for compliance

Once compliant under MDR or IVDR, the device must meet Australian UDI 

requirements

For more information, refer to the UDI – Timing Flowchart and the Timing Guidance.



27

How prepared are we for the rising use of AI?  Is our SaMD framework still fit for purpose?

SaMD and AI Regulation – TGA legislative review 

• How well does our framework align with the 

intent of the Government’s proposed AI 

guardrails?

• What changes, if any, do we need to make to 

our framework to ensure the safe and 

responsible use SaMD and AI models and 

systems in our regulated environment? Are the 

exemptions and exclusions still appropriate?

• What guidance and education is required?

Closed 20 Oct

Public 

consultation

Delivered Dec 2024

Report to 

government 

Targeted stakeholder 

consultation

Complete 

AI in or as a 

therapeutic good

AI applied within 

regulatory processes

AI in our regulated 

environment more 

broadly

1

2

3



TGA AI review – Outcomes report 

14 key findings, grouped into five strategic priority areas

Priority Area 5 

Conducting 

compliance

Pragmatic and timely compliance activities to 

ensure the policy outcomes

Priority Area 1 

Supporting 

stakeholders

Providing clear information and guidance 

explaining regulatory requirements to support 

compliance.

Priority Area 2 

Robust regulation

Refining regulation to ensure risks associated 

with therapeutic goods continue to be 

appropriately mitigated throughout their lifecycle

Ensuring language in our legislative framework 

(the Act) captures responsibility appropriately

Priority Area 3 

Reinforce roles & 

responsibilities

Priority Area 4 

Improve transparency 

of AI use 

Facilitating access to information and support for 

stakeholders to understand how AI is used in the 

goods they access and how it is regulated.
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What else is on the horizon

o Adverse event reporting exemption 
rules – review existing framework 

o Medical Devices Vigilance Program –
finalise evaluation of 12-month pilot

o Improved data integration and analysis 
for safety signal detection



Home use foetal dopplers

Background:

Still births reported.

Parents being falsely reassured 
that baby is fine despite no 
movements. 

Review:

All ARTG entries for this kind of 
device were required to provide 
clinical evidence, risk assessment 
and mitigation documents, and 
benefit-risk evaluation. Expert 
advice sought on benefit-risk 
balance.

Outcome:

All ARTG entries for this kind of 
device were cancelled, either by 
the TGA or the sponsor.

These devices were not recalled 
but information was provided on 
our web page, social media, and 
to craft groups, with caution that 
the devices made be on-sold. 

Therapeutic Goods Administration – tga.gov.au

Case study



Vaginal rejuvenation devices

Background:

Clinical reports and literature of 
harms associated with laser 
therapy for ‘restoring’ women 
following childbirth

Review:

All ARTG entries for this kind of 
device were required to provide 
clinical evidence for the specific 
claims, risk assessment and 
mitigation documents, and benefit-
risk evaluation. Expert advice 
sought on benefit-risk balance.

Outcome:

All ARTG entries for this kind of 
device were cancelled or modified 
to remove this intended purpose, 
either by the TGA or the sponsor.

These devices were recalled, but 
there was a lapse between each 
product being recalled. Information 
was provided on our web page and 
to craft groups.

A small group of clinicians who 
continued to advertise this service 
have received warning letters. 

Therapeutic Goods Administration – tga.gov.au

Case study



Questions?

Therapeutic Goods Administration – tga.gov.au

www.tga.gov.au


