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Purpose
The Therapeutic Goods Administration (TGA) relies on reports of medical device adverse events or near adverse
events (also known as “near misses”) to identify potential patient safety issues. Information provided in reports
allows for timely intervention to ensure that medical devices available to the Australian public are safe and perform
as expected throughout their lifecycle.

In March 2023, changes were made to the Therapeutic Goods Act 1989 that introduced mandatory reporting of
medical device related adverse events by healthcare facilities. Regulations to support implementation of these new
requirements were made in March 2025. Reports from healthcare facilities will help the TGA identify trends and
emerging patterns of concern, providing early signals of potential safety issues.

The purpose of this guidance is to explain the mandatory reporting requirements for healthcare facilities. For
simplicity, we may refer to the TGA as 'we' or ‘us’ in the rest of this document.

Legislation

Therapeutic Goods Amendment (2022 Measures No. 1) Act 2023

Therapeutic Goods Legislation Amendment (Australian Unique Device
Identification Database and Other Measures) Regulations 2025

Background
The 2017-18 Senate Inquiry into the Number of women in Australia who have had transvaginal mesh implants and
related matters highlighted the need for rapid information sharing between healthcare facilities and the TGA to
address safety concerns with medical devices. Reporting requirements applied only to manufacturers and sponsors,
leaving gaps that delayed detection of long-term safety issues.

The Senate Inquiry reported that there were potentially critical safety signals remaining undetected, delaying
responses to emerging risks and increasing the potential for further patient harm.

From 1 July 2023 – 31 June 2024, 92.4% of medical device-related reports received were submitted by medical
device manufacturers and sponsors. In the same period, only 7.6% of adverse event reports were received from
other sources, including healthcare facilities, clinicians and consumers. This small percentage is despite healthcare
facilities often being the first place an adverse event is observed.

Implementing mandatory reporting by healthcare facilities allows for greater systematic data collection and analysis
of medical device-related adverse events. It may assist with quicker identification of issues across Australia and
timely interventions, and it aligns with other changes being implemented by us as set out in the Medical devices
reforms: An Action Plan for Medical Devices. It supports information sharing and helps ensure that health
professionals receive timely updates on medical device risks, improving patient safety.

https://www.tga.gov.au/resources/legislation/therapeutic-goods-amendment-2022-measures-no-1-act-2023
https://www.tga.gov.au/resources/legislation/therapeutic-goods-legislation-amendment-australian-unique-device-identification-database-and-other-measures-regulations-2025
https://www.tga.gov.au/resources/legislation/therapeutic-goods-legislation-amendment-australian-unique-device-identification-database-and-other-measures-regulations-2025
https://www.tga.gov.au/resources/publication/publications/medical-devices-reforms-action-plan-medical-devices
https://www.tga.gov.au/resources/publication/publications/medical-devices-reforms-action-plan-medical-devices
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Mandatory reporting requirements
The new mandatory reporting requirements for healthcare facilities aim to improve early signal detection of potential
issues with medical devices, facilitate faster action, and reduce the impact on patient safety.

From 21 March 2026, all Australian healthcare facilities must provide us with reports of medical device adverse
events, including:

Private hospitals
means a hospital in respect of which there is in force a statement under subsection 121‑5(8) of
the Private Health Insurance Act 2007 that the hospital is a private hospital.

Public hospitals
means a hospital in respect of which there is in force a statement under subsection 121‑5(8) of
the Private Health Insurance Act 2007 that the hospital is a public hospital.

Day hospital facilities (both public and private)
Hospital has the meaning given by subsection 121‑5(5) of the Private Health Insurance Act 2007.
a day-hospital facility is prescribed in Therapeutic Goods Legislation Amendment (Australian Unique
Device Identification Database and Other Measures) Regulations 2025 (the Regulations).

Mandatory reporting requirements do not apply to facilities that fall outside of the Therapeutic Goods Act 1989 or
the declared facilities in the Private Health Insurance Act 2007, such as general practices or residential aged care
facilities.

Chief Executive Officers (or equivalent) of healthcare facilities are responsible for reporting the adverse events, as
set out in legislation. Failure to comply may result in civil penalties.

Existing requirements for manufacturers and sponsors will not change and they are still required to report adverse
events directly to us. Further information on requirements for manufacturers and sponsors is available on our
website.

Reporting of adverse events from hospitals in some states and territories and in some private health groups
may be centralised via the relevant state health department or private health group head office prior to
submission to us. More information can be found at Appendix A.

Mandatory reporting by healthcare facilities vs the medical device Incident
Reporting and Investigation Scheme (IRIS) system
There are differences in the way we will use the data received from healthcare facilities compared to the data
received from sponsors and healthcare professionals.

Medical device adverse event reports from the two reporting streams are entered and kept in two different
databases, the Incident Reporting and Investigation Scheme (IRIS) and the Adverse Signal Detection and Event
Reporting (ASDER) system. Assessment of the reports is in accordance with the intent of the reporting stream, as
outlined below.

https://www.legislation.gov.au/F2025L00414/asmade/text
https://www.legislation.gov.au/F2025L00414/asmade/text
https://www.legislation.gov.au/C2023A00010/latest/text
https://www.tga.gov.au/safety/reporting-problems/report-medical-device-incident-sponsors-and-manufacturers
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Figure 1: Adverse event report lifecycle IRIS versus mandatory reporting by healthcare
facilities

Diagram showing adverse event report lifecycles for reports submitted to the IRIS reporting system down the left side and
the alternative pathway for reports submitted via the mandatory reporting system down the right side. On the left, the IRIS
reporting flowchart starts with:

report submitted,1.
IRIS database,2.
risk assessment and finally3.
investigate reports of concern.4.

On the right, the mandatory reporting pathway flowchart starts with:

report submitted,1.
ASDER database,2.
trending and monitoring and finally3.
safety signal detection.4.

Reports submitted by consumers and health professionals are made on a voluntary basis via an online web form.
Medical device sponsors are required to report adverse events, and this data is submitted via a sponsor portal.
Reports from these channels are received and managed under IRIS. These reports require more details to be
provided about the device and clinical observation than the level of detail required as part of reports from healthcare

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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facilities. Reports received in IRIS are reviewed by us and shared with sponsors (other than details noted to be
confidential by the reporter).

Reports received from healthcare facilities under the new mandatory reporting requirement will be a complementary
data stream, known as ASDER, used for signal detection purposes. They can be submitted as regular batch reports
and will not be reviewed individually. Data from ASDER may help to inform the prioritisation and investigation
processes for reports received through IRIS from healthcare professionals, consumers and sponsors or as a part of
our post market reviews of devices of a kind. When combined, reports from all sources produce signals which assist
us to identify emerging safety issues and make decisions on where further action may be required.

While some duplication of reports may occur through the IRIS and ASDER systems this is expected and will be
managed appropriately. Identification of any emerging safety issues will consider duplication as part of its analysis.

The new mandatory reporting requirements apply to healthcare facilities. We continue to encourage voluntary
reporting via IRIS.

Key dates
Implementation of the mandatory reporting requirements will occur in a staged way, starting with a voluntary
reporting period. Reporting of the most serious adverse events will commence first before expanding to other types
of adverse events. This will allow time for healthcare facilities to establish their operating processes and for
interoperable data systems to be developed. It also allows for any initial challenges identified during the voluntary
reporting period to be addressed in future stages.

There are four stages to the mandatory reporting requirements:

Voluntary reporting period: 21 March 2025 – 20 March 2026
Stage 1: 21 March 2026 to 31 March 2028
Stage 2: 1 April 2028 to 31 March 2030
Stage 3: 1 April 2030 onwards.

We classify medical devices based on the potential for harm that may occur from use of a device. Adverse events
relating to use of a high-risk medical device will be mandatory to report in the initial stages due to the likelihood of
their involvement in the most serious adverse events. However, we recommend you focus on the event outcome
rather than device classification when reporting.

Although you do not need to provide the medical device classification when reporting to us, if you want to confirm
the classification of a medical device involved in an adverse event, each medical device and their classification can
be found in the publicly available ARTG certificate for the device and can also be obtained from the procurement
team within your healthcare facility. An overview of medical device classifications can be found on our website.

https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events-health-professionals
https://www.tga.gov.au/products/australian-register-therapeutic-goods-artg
https://www.tga.gov.au/node/287815#classification
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Dates for each stage of mandatory reporting are stipulated in the Regulations; however, healthcare facilities
are not prohibited from reporting events associated with any class of medical device to us. The staged dates
specify the minimal requirements for each reporting period. To support ease of reporting, we strongly
encourage facilities to report all adverse events involving medical devices, regardless of event outcome or
device classification.

Further details on reporting requirements and the timelines are outlined below.

Voluntary reporting period
To support stakeholders with implementation readiness, a 12-month voluntary reporting period commenced on 21
March 2025. This is to allow healthcare facilities time to build reporting capability and take necessary steps to meet
the requirement ahead of Stage 1. This may include:

development, testing, and refinement of IT systems and processes
development of education materials
staff training.

During the voluntary reporting period, we will support stakeholders by providing feedback regarding format and data
quality of reports, against the regulatory requirements.

Stage 1
Commencing 21 March 2026, healthcare facilities will be required to report all adverse events resulting in death,
serious injury or serious deterioration associated with high-risk medical devices. High-risk medical devices include:

Class III medical devices
Class 4 in vitro diagnostic (IVD) medical devices

However, facilities can report adverse events involving lower risk medical device classifications and near misses or
treatment outcomes during Stage 1.

Examples of reportable adverse events in Stage 1

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Angiographic balloon catheter

A patient had an emergency surgery (angioplasty) to treat a blocked coronary artery (heart attack). The
cardiologist inserted an angiographic balloon catheter to dilate the artery, but the balloon ruptured. A fragment
of the balloon became trapped in the artery, worsening the blockage. The patient had open heart surgery to
attempt to fix the blockage, but it was too late, and the patient passed away.

Artificial heart valve

During an elective procedure to implant an artificial heart valve (transcatheter aortic), the valve fails to fully
expand and function when deployed so the clinician retrieves it and attempts to insert a second valve. This
prolongs the procedure, and the additional manipulation of the vessels results in rupture of the aorta (a large
vessel), resulting in an emergency conversion to open heart surgery. The surgery was unsuccessful, and the
patient passed away.

IVD Cytomegalovirus test

A patient for organ donation had their blood tested for Cytomegalovirus (CMV) before proceeding to organ
donation. The donor’s blood tested as CMV negative, so the liver and kidneys were donated to patients who
were also CMV negative. All three patients who received the organs developed CMV and became very sick or
died. It is likely that the organ donor patient was in fact CMV positive and there was a false negative result
from the IVD used to test for CMV.

Stage 2
Commencing 1 April 2028, mandatory reporting requirements will be expanded to include medium risk medical
devices resulting in death, serious injury or serious deterioration as well as near miss adverse events. This means
all adverse events and near adverse events involving the following classes of medical devices will need to be
reported to us:

Class IIa, Class llb and Class III medical devices
Class 3 and Class 4 IVD medical devices

This requirement is in addition to the requirements of Stage 1. Healthcare facilities can choose to report these
events and treatment outcomes from Stage 1.

An example of a reportable adverse event in Stage 2

Volumetric infusion pump

A nurse programmed a volumetric infusion pump to deliver a medication dose to the patient over four hours.
Upon reviewing the patient, the nurse discovered the pump had delivered the medication much faster than
programmed. Rapid infusion of the medication has the potential to cause many side effects but fortunately the
patient did not experience any on this occasion.

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Stage 3
Commencing 1 April 2030, mandatory reporting will further expand from the above outcomes and reportable
medical devices to also include treatment for serious injury. This means all adverse events, near adverse events
and provisions of treatment involving the above classes of medical devices will need to be reported to us. This is the
final stage of implementation.

An example of a reportable adverse event in Stage 3

Automatic internal cardiac defibrillator

A patient was diagnosed with an abnormal heart rhythm and had an automatic internal cardiac defibrillator
(AICD) inserted. Six months later he was admitted to a different hospital with pneumonia. While an inpatient at
the second hospital, he had another heart rhythm event however the device did not activate. The event was
managed by the staff and the patient survived. When tested, the AICD device had an abnormally low battery
for only 6 months of use.

Reportable incidents

You do not need to be certain that a medical device was involved in an adverse event to report it. You do not
need to have completed an investigation to report. You should report on suspicion of medical device
involvement.

At the time of an adverse event there may not be sufficient information to determine whether the device caused an
incident or adverse event. An event is reportable even when there is insufficient information to attribute the cause to
a medical device. It is acknowledged that the causal factors behind an occurrence may be multifactorial and not
known at the time, and in some case may never be known.

Incidents that must be reported to us include:

Adverse events
Occurrences involving a medical device where:

a patient, healthcare provider, user or other person has died

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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there has been a serious injury or serious deterioration in the condition of a patient, healthcare provider, user
or other person, including:

a life-threatening illness or injury
permanent impairment of a body function
permanent damage to a body structure
a condition necessitating medical or surgical intervention to prevent permanent impairment of a body
function or permanent damage to a body structure.

An example of an adverse event

Immunoassay test

A patient was tested for syphilis during pregnancy using an immunoassay test. The test result came back
negative. This result was a false negative which meant that the patient was not treated for their syphilis
infection. The infection crossed to the unborn baby and led to a foetal death in utero.

Near adverse events (near misses)

Occurrences involving a medical device that might have led to a death or serious injury if, for example, the timely
intervention of a healthcare practitioner is the only reason a death or serious injury did not occur. For an event to be
defined as a near adverse event, it is sufficient that:

an event associated with the device occurred; and
if the event occurred again, it might lead to death or serious injury as outlined above.

Examples of near adverse events (near misses)

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Endoscope

Before an endoscopic procedure, the surgeon discovers that parts of the coating material on the endoscope
device are peeling off and if the scope was used, these could detach and remain within the patient. A different
scope is used instead.

Automated external defibrillator

An automated external defibrillator (AED) is undergoing a routine pre-shift functional check and fails to deliver
a shock when prompted. As there was no patient involvement and this was detected prior to the device being
used in a live scenario this is a near miss and should be reported.

Monitoring system

A continuous patient monitoring system is displaying an error message instead of the patient’s oxygen
saturation (Sp02). However, the hospital ward also has portable oxygen saturation probes and one of these
devices is attached to the patient to ascertain their Sp02.

Surgical stapler

A surgical stapler is being used to close an abdominal wound after an open surgical procedure. The stapler
repeatedly fails to fire the staples, and the wound instead has to be closed with surgical sutures.

Provision of treatment

Occurrences where a health practitioner provides treatment to a person in the facility where the use of a reportable
medical device has resulted in serious deterioration in the health of the person, regardless of whether the device
was originally used or implanted in the same facility or elsewhere.

Examples of provision of treatment

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Computed tomography (CT) scan

A patient was given cancer treatment based on the results of an abdominal computed tomography (CT) scan.
Days later, after a minor car accident, they had another CT scan in a different hospital. The cancer on the
second scan looked very different from expectations and the team concluded that the first CT reporting
software was measuring the size of the cancer incorrectly. The patient was overtreated for the cancer
because of an inaccurate diagnosis which may have been caused by an issue with the first CT scanner.

Gastric balloon

A patient presents to the emergency department of a public hospital with abdominal pain, nausea and dry
retching. They have a gastric balloon in their stomach for weight management and it has failed to deflate at
the end of its lifecycle and pass through the gastrointestinal tract to be excreted via a bowel motion. It became
stuck and caused symptoms of gastric outlet obstruction which required the patient to have an emergency
endoscopy to retrieve the device and relieve the obstruction. Even though the balloon was implanted at a
different hospital, this event requires reporting to the TGA.

Two detailed scenarios and report examples can be found at Appendix B.

Medical devices are defined in Section 41BD of the Therapeutic Goods Act 1989 as any instrument, apparatus,
appliance, software, implant, reagent, material or other article used in health care. This includes any component
parts or accessories, including software. In-vitro diagnostics are also medical devices. More information on medical
devices can be found on our website.

Making a report to the TGA
In the following section, we will outline:

where to make a report
when to report
what to report
exemptions to reporting

Where to make a report
Healthcare facilities will be required to submit individual or batch reports via the new medical device Adverse Signal
Detection and Event Reporting (ASDER) system.

We continue to welcome voluntary reporting through IRIS on the TGA website by healthcare providers or other
individuals, and encourage this to be used for more urgent or unusual incidents.

Adverse Signal Detection and Event Reporting (ASDER) system

The ASDER system has been developed to facilitate reporting from healthcare facilities. ASDER is a secure
SharePoint site for reports to be submitted to us. Access to the ASDER system will have a phased rollout over the
coming months to complete the process of onboarding each facility (or centralised location). We will contact your
facility or central report, to register system users and ensure there are no access issues over the coming months.

https://www.tga.gov.au/resources/legislation/therapeutic-goods-act-1989
https://www.tga.gov.au/resources/guidance/understanding-regulation-software-based-medical-devices
https://www.tga.gov.au/how-we-regulate/tga-learn/sme-assist/sme-guidance-material/overview-medical-devices-and-ivd-regulation
https://www.tga.gov.au/how-we-regulate/tga-learn/sme-assist/sme-guidance-material/overview-medical-devices-and-ivd-regulation
https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events-health-professionals
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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All facilities will be contacted prior to the reporting becoming mandatory in March 2026. If you have not been
contacted by Thursday 14 November 2025, please email the ASDER systems team at MDST@health.gov.au. A
system user guide will be made available to facilities during their registration phase.

When submitting reports via ASDER, reporters will receive automated submission validation via email. Reporters
can also seek further feedback and assistance if required.

Reporting of adverse events from public hospitals in some states and territories may be centralised via the relevant
state health department prior to submission to us. For private hospitals, reporting may be centralised through the
private hospital group. If centralisation applies to your facility, further information should be provided to you
regarding these arrangements. Please see Appendix A for more information and contact your jurisdictional health
department if you have any questions.

Future IT Solution

We are also developing a future IT solution for long-term use. Further information regarding this will be made
available as implementation progresses. We will notify you of any changes to report submission processes well in
advance should they occur.

We will not accept faxed or scanned documents.

When to report
Reports must be submitted to us within:

10 days - for reports on medical device related adverse events that resulted in death or serious
deterioration (required from Stage 1, 21 March 2026). The 10-day period begins from the day of death or the
day the serious deterioration in the health of the person was first identified within a healthcare facility.

Examples for reports to be submitted within 10 days

mailto:MDST@health.gov.au
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Keyhole surgery

A previously well patient was having a keyhole surgical procedure to remove their appendix when their heart
stopped beating in theatre. An urgent scan demonstrated air in the right side of the heart which had blocked
blood flow. The patient was resuscitated and sent to Intensive Care Unit (ICU) for further care. It is possible
that this was a device related incident with the air having come via an intravenous line or via the laparoscope
(thin, tube-like device with a camera on the end) inserted into the patient during the procedure. The event,
including at least the most suspected device to be involved, should be reported within ten days because of the
serious deterioration, even if the cause is unclear or the hospital-level investigation has not been concluded.

Mechanical ventilator

A patient with severe pneumonia and respiratory failure is intubated and being mechanically ventilated in the
intensive care unit. The ventilator being used on the patient randomly shuts down and ceases to provide
therapy without any warning signs or an audible alarm. The staff do not notice immediately, and the patient
quickly becomes hypoxic and goes into cardiac arrest.

Spinal Cord Stimulator

A patient presents to the emergency department with evidence of an infection surrounding an implanted
Spinal Cord Stimulator (SCS) device. After running some tests, the medical staff discover that the infection
has spread to the blood stream and the patient requires urgent admission to hospital for treatment with
intravenous antibiotics and removal of the source of infection, the SCS device.

45 days - for reports on medical device related near misses and treatment related incidents (required from
Stage 2, 1 April 2028). The 45-day period begins from the date of intervention (for near misses) or the date
the treatment was provided for serious deterioration. We encourage healthcare facilities to submit batch
reports on the first business day of each month for consistency and ease of processing.

Examples of reports to be submitted within 45 days

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Continuous glucose monitor

The patient was wearing a continuous glucose monitor (CGM) which indicated that the patient’s blood glucose
level was very high. The nurse double-checked using a finger prick test and found the blood glucose was in
the normal range. The CGM was giving an inaccurate result. Treating the CGM result might have led to low
blood glucose. This was a near miss.

Metal-on-metal hip implant

A patient returned to the hospital three years after a hip replacement with return of pain. Imaging of the hip
revealed metallosis and inflammation around the hip joint. Surgery was scheduled for Category I (within 30
days) replacement of the metal-on-metal implant. This should be reported within 45 days of the surgical
treatment taking place.

Surgical mesh device

A patient has a procedure to insert a surgical mesh device to treat an inguinal hernia. At his 3 month follow up
visit in the surgical outpatient clinic, he reports pain and a lump at the surgical site. On examination, it is
discovered that the mesh has migrated from its original position and is no longer holding the defect together.
The patient undergoes a revision surgery to replace the mesh. The revision surgery should be reported to us
within 45 days.

Failure to submit reports within specified timeframes could be considered as non-compliance with legislative
requirements.

The above reporting timeframes are the minimum required to meet the legislative requirements. Healthcare facilities
may opt to report more frequently than these timeframes to us.

You only need to report to us once. If a report has been submitted to us via IRIS, the same report does not need to
be submitted via mandatory reporting. As a result, there may be incidents reported via IRIS that will therefore be
missing from mandatory reporting to centralised health departments or private health groups. A report received
through either IRIS or from a centralised health department or group will meet the legislative requirement for the
facility to report. Reports submitted via IRIS still need to be made within the reporting timeframes for mandatory
reporting outlined above. Further information can be found in the mandatory reporting by healthcare facilities vs the
medical device Incident Reporting and Investigation Scheme (IRIS) system section of this guidance.

What to report
When making a report to us, you must provide the information outlined in Table 1. This information reflects the
mandated requirements described in the Regulations; Therapeutic Goods Legislation Amendment (Australian
Unique Device Identification Database and Other Measures) Regulations 2025.

https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events-health-professionals
https://www.legislation.gov.au/F2025L00414/asmade/text
https://www.legislation.gov.au/F2025L00414/asmade/text
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Table 1. Mandatory information to be provided in reports.

Healthcare facility
identifier

An alphanumerical identification code using a Hospital Provider Number for each healthcare
facility. We will provide the identifier to facilities.

Date of use The date the reportable medical device was used, explanted, revised, or replaced with another
device. If the date of original use of the device is unknown, please provide the date of the
incident in this field.

Incident description A free text description of the incident being reported including a clear incident description
without providing identifiable data where possible.
This includes information about the deterioration in the health of the individual.
Information can be a simple high-level summary or pre-defined phrase such as ‘death during
use’, ‘screw snapped’, ‘device migrated’ or for deterioration ‘excessive blood loss during use’,
‘seroma resulting from breast implant’.
In some jurisdictions or facilities, information in this field may be populated from the description
of the relevant Incident Severity Rating, Harm Score, or Severity Assessment Code.

Device description Name and description of the device.
If known, include trade name and model number.
While not mandatory, further information on how the device was used can be included within this
field.
For example, “XX knee stem prepared for implementation during knee arthroplasty.”

Manufacturer (if known) The name of the manufacturer of the reportable medical device if known.
‘Unknown’ should be used if the manufacturer is not known.

In some specific circumstances, such as reports of death, serious deterioration, or near misses, additional
information must be provided (Table 2).

Table 2. Conditional mandatory information to be provided in reports.

Date of death The date of death of the individual after the use of the reportable medical device.

Date of deterioration The date the individual experienced a serious deterioration in health (or the date the serious
deterioration was identified) as a result of using the reportable medical device.

Date of intervention The date that an issue with a reportable medical device was not used, because use of the device
would result in, or would be likely to result in, the death or serious deterioration of a person.

Date of treatment The date of the treatment administered to the individual due to a serious deterioration in the health of
the individual.

Additional optional data can be provided in reports. The optional data fields are included in the report examples and
report template Excel documents. This is optional information as it does not have to be supplied to fulfill the
legislative requirements.

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Table 3. Optional additional information and data fields.

Facility report ID An ID used to record a facilities report with their reference number.

Treatment description Free text description detailing the treatment the individual received due to the serious deterioration
of the individual.

Unique Device Identifier Unique Device Identifier (UDI) code of the medical device (if known)
See  Unique Device Identification (UDI) hub for further information.

Level of Harm Level of harm the person received as a result of the incident expressed as a single value.
1. = Death
2. = Serious harm
3. = Temporary harm
4. = Minor harm
5. = No harm to individual (near miss)

Questions about additional optional fields beyond these can be directed to MDST@health.gov.au.

We anticipate that medical device adverse event report data will be extracted from the healthcare facility’s existing
incident management systems (IMS).

Two detailed medical device adverse event report examples can be found at Appendix B.

Exemptions
Legislation requires that the Chief Executive Officer (CEO) (however described) of a healthcare facility reports
serious adverse events to the TGA within specified timeframes.

A report does not need to be made to us if an adverse event has already been reported to:

the CEO of the Australian Commission for Safety and Quality of Healthcare (the Commission); or
the head (however described) of a Department of a State or Territory that has responsibility for matters
relating to health.

Reporting of adverse events from public hospitals in some states and territories may be centralised via the relevant
state health department prior to submission to us. Please contact your jurisdiction’s health department to find out
arrangements for your jurisdiction. More information can be found at Appendix A. 

Note: Healthcare facilities are strongly encouraged to report all complaints and adverse events to the sponsor
of the medical device, as this supports prompt action and ongoing device safety. Please note that reporting to
the sponsor does not replace the mandatory obligation to report the event to us.

If an adverse event has been submitted to the Commission or your state or territory health department, you are not
required to also report it to us. However, it is important that healthcare facilities create and retain records and
documentation that clearly demonstrate when the event was identified and confirm that it was reported to us, the

https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/unique-device-identification-udi-hub
mailto:MDST@health.gov.au
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Commission or their state or territory health department within the required timeframes. You may be required to
provide these records to us upon request to demonstrate that your facility meets your reporting obligations.

Adverse event reporting and our processes
In this section we will outline:

what happens to the reports submitted to us?
risk assessment outcomes, and
what are the penalties for not reporting?

What happens to the reports submitted to us?
Adverse event data received from healthcare facilities will be used for signal detection purposes. Reports will be
entered into a data base and assessed as part of our trend analysis processes. We may contact the person who
submitted the report to us or an appointed facility representative if more information is required for a detected safety
signal.

If a new, urgent or unusual adverse event occurs we encourage you to contact us straight away and report via
IRIS. If you have reported an adverse event via IRIS, you are not required to submit the same report via
mandatory reporting.

Risk assessment outcomes
Following a risks-based approach, if a safety signal is detected we may complete a risk-based assessment of the
adverse event report/s to determine the appropriate actions required. Serious adverse events are prioritised for
investigation. Assessments and investigations can result in several outcomes:

No action required: If we determine the adverse event is not of significant concern to public health, (e.g., if
the incident is isolated, or appropriate preventative measures are in place to reduce the risk of further
adverse events), no regulatory action will be taken. These incidents are entered into a data base and
assessed as part of a broader trend analysis. However, should there be an increase in reports for certain
device categories, further investigation may be undertaken.
Regulatory or non-regulatory action required to address risk: If it is determined the adverse event or
signal presented by trends of multiple events is a significant risk to public health (e.g., there are a large
number of reports or the impact is significant), further investigation will be undertaken and may result in
action. This may include communicating with various stakeholders, enforcing product information changes,
limiting the use of the device, conducting additional post-market studies, or cancelling the product from the
Australia Register of Therapeutic Goods (ARTG).

https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events-health-professionals
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities


PDF generated on 26 August 2025 View digital version Page 19 of 22

Penalties for not reporting
The Therapeutic Goods Amendment (2022 Measures No.1) Act 2023 (No.10, 2023) - Schedule 1 outlines that a
person contravenes their mandatory reporting of medical device related adverse events requirements if:

the person is required to give a report to the Secretary in accordance with this section; anda.
the person fails to comply with the requirement.b.

The maximum civil penalty applied is 30 penalty units, applies per report, per breach. For the purposes of
compliance, ‘report’ refers to individual adverse events. Therefore, ongoing non-compliance of multiple adverse
events has potential to result in a significantly higher total penalty. Note: if a batch report includes multiple
reportable incidents, each individual incident is treated as a separate report for the purposes of compliance.

Penalties will not be applied during the 12-month voluntary reporting period from 21 March 2025 until 20 March
2026. The Therapeutic Goods (Medical Devices) Regulations has now specified the dates that mandatory reporting
is in force. Each facility is strongly recommended to put in place processes and procedures to ensure full
compliance with the legislated requirements within the specified timeframes.

Glossary

Term Definition

Australian Register of
Therapeutic Goods
(ARTG)

The publicly accessible database that contained information about therapeutic goods approved
for supply in Australia. Before a therapeutic good can be legally approved in Australia, it must be
entered on the ARTG. It is maintained under section 9A of the Therapeutic Goods Act 1989 for
the purpose of compiling information in relation to, and evaluation of, therapeutic goods for use in
humans.

Adverse event (or medical
device related adverse
event)

For the purpose of reporting by healthcare facilities, an adverse event relates specifically to an
occurrence involving a medical device that meets any of the following criteria:
• death of a patient, healthcare provider, user or other person
• a serious injury or serious deterioration to a patient, healthcare provider, user or other person,
including:
    - a life-threatening illness or injury
    - permanent impairment of a body function
    - permanent damage to a body structure
    - a condition necessitating medical or surgical intervention to prevent permanent impairment of
a body function or permanent damage to a body structure.

Australian Unique Device
Identification Database
(AusUDID)

The Australian Unique Device Identification Database (AusUDID) will store medical device UDI
information for devices supplied in Australia. The data in the AusUDID will link to the relevant
inclusion(s) in the Australian Register of Therapeutic Goods (ARTG).
Sponsors and manufacturers will submit and maintain the device data in the AusUDID. Patients,
consumers, clinical quality registries and health professionals will be able to access this
information for free.

Death Unexpected or untimely death that is likely to be notifiable by the healthcare facility to one or
more authorities.

Facility A health service (public, private or day hospital), that is responsible for clinical governance and
delivery of care in a specified location.

https://www.legislation.gov.au/C2023A00010/latest/text
https://www.legislation.gov.au/F2025L00414/asmade/text
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Term Definition

Healthcare provider
identifier

An alphanumerical identification code using a Hospital Provider Number for each healthcare
facility. The TGA will provide the identifier to facilities.

Implantable medical
device (IMD)

A medical device (other than an active implantable medical device) that is intended by the
manufacturer:
• to be, by surgical intervention, wholly introduced into the body of a human being, and to remain
in place after the procedure, or
• to replace, by surgical intervention, an epithelial surface, or the surface of an eye, of a human
being, and to remain in place after the procedure, or
• to be, by surgical intervention, partially introduced into the body of a human being, and to remain
in place for at least 30 days after the procedure.

In vitro diagnostic (IVD)
device

A medical device is an IVD if it is a reagent, calibrator, control material, kit, specimen receptacle,
software, instrument, apparatus, equipment, or system, whether used alone or in combination
with other diagnostic goods for in vitro use.

Near miss Is an occurrence involving a medical device that might have led to a death or serious injury if, for
example, the timely intervention of a healthcare practitioner is the only reason a death or serious
injury did not occur. For an event to be defined as a near adverse event (or near miss), it is
sufficient that an event associated with the device occurred and that if the event occurred again, it
might lead to death or serious injury.

Not used, because of
intervention

A medical device is not subjected to “use” (see later definition)
Because of an intervention resulting from a decision, observation, inspection, order, instruction,
direction to quarantine or otherwise avoid the device due to a suspected, potential or actual
defect that could cause harm to a person of the medical device was used.
Reporting to the TGA is intended to be related to the device itself rather than a lack of appropriate
handling, maintenance or calibration in accordance with the manufacturer’s instructions.

Personalised medical
device

A device that is specifically designed and manufactured, or adapted/modified, to meet the needs
of an individual.
The TGA uses three specific terms to describe personalised medical devices, as follows:
1. patient-matched medical devices
2. adaptable medical devices
3. custom-made medical devices.

Reportable medical
device

For the purposes of the definition of reportable medical device in subsection 3(1) of the Act, the
following kinds of medical devices are prescribed from Stage 3 (April 2030 onwards):
• Class IIa medical device
• Class IIb medical device
• Class III medical device
• Class 3 IVD medical device
• Class 4 IVD medical device

Serious injury or serious
deterioration

A serious injury or serious deterioration to a patient, user or other person, including:
• a life-threatening illness or injury
• permanent impairment of a body function
• permanent damage to a body structure
• a condition necessitating medical or surgical intervention to prevent permanent impairment of a
body function or permanent damage to a body structure.

https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Term Definition

Therapeutic Goods
Administration (TGA)

As part of the Department of Health, Disability and Ageing, the TGA regulates the safety, quality,
efficacy and advertising in Australia of therapeutic goods (which comprise medicines, medical
devices, biologicals and certain other therapeutic goods).

Treatment The delivery of unplanned care by the healthcare facility, as a response to a serious deterioration
in the health of a person that may be associated with a medical device.

Unique Device Identifier
(UDI)

The unique identifier will be a combination of numbers, letters and symbols that show:
• The UDI-Device Identifier (UDI-DI) which indicates the model of medical device.
• The UDI-Production Identifier (UDI-PI) which provides the production specific information such
as lot or batch number.
UDI facilitates traceability through the introduction of a unique identifier.
The unique identifier can link to and integrate with existing government, clinical, hospital, and
industry databases. Device labels and all levels of packaging for that device will be required to
show this unique identifier. The identifier will need to be labelled in a way that can be found and
read by both people and machines (like a barcode).

Use Use refers to use of a medical device for its intended purpose by an appropriately experienced,
qualified or credentialled person. This may include removal or exchange of the device.

Would be likely A perceived connection of a potential link between use of a medical device and subsequent harm
to a person.

Contact us
Contact our support team at MDAE.Support@health.gov.au with any queries or feedback.

For any questions relating to how to submit and validate reporting data, please contact our medical device adverse
events systems team at MDST@health.gov.au.

Appendices
The appendices are available to download below.

Appendix A: State and territory centralised or de-centralised reporting approaches for public healthcare
facilities.
Appendix B: Medical device adverse event report examples.

Downloads

 Implementation guide for healthcare facilities - Appendices [PDF, 152.85 KB]

mailto:MDAE.Support@health.gov.au
mailto:MDST@health.gov.au
https://www.tga.gov.au/sites/default/files/2025-08/implementation-guide-for-healthcare-facilities-appendices.pdf
https://www.tga.gov.au/sites/default/files/2025-08/implementation-guide-for-healthcare-facilities-appendices.pdf
https://www.tga.gov.au/resources/guidance/reporting-medical-device-adverse-events-healthcare-facilities
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Related links

Report an adverse event for medical devices
Progress update: Mandatory reporting of adverse events by healthcare facilities
Reporting adverse events
Find information about a medical device

Topics Medical devices safety   
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