
Q&As - Conditions of supply for rapid antigen tests

SARS-CoV-2 Antigen Test Kit  

Why aren't rapid tests that give results in 15 minutes used more widely rather than the PCR tests that take hours 
for results to come back?

Over the last few months there has been expansion of rapid antigen testing for use in both health and non-health sectors. 
However, even with the current COVID outbreaks in Australia, compared with many other countries the prevalence of the disease is 
low in Australia.

In this low prevalence environment, the lower sensitivity and less than 100% specificity of rapid antigen tests will result in some false 
negative and some false positive results.

Some of these shortcomings can be partly, but not fully compensated by using rapid antigen tests more frequently (every few days) 
and ensuring that both those who test positive or people who have COVID-19 symptoms are urgently tested using a PCR test.

Rapid antigen tests may also be valuable alongside the confirmatory gold-standard PCR testing in an outbreak where there is high 
local disease prevalence (such as currently in Sydney). More rapid public health responses to testing can further reduce disease 
transmission.

Planning for the greater use of rapid antigen testing as part of Australia's COVID-19 testing strategy in the future is underway.

Why has the TGA imposed conditions on supply for rapid antigen tests?

The TGA has approved a significant number of rapid antigen tests.
So that they are appropriately used and the results interpreted correctly, they can currently only be legally supplied under specific 
conditions. These include for use by trained health practitioners and trained staff under their supervision to ensure a suitable health 
practitioner is available to provide immediate clinical advice and treatment if required.

The conditions were recently updated to clarify:

• In what circumstances the tests can be supplied
• Who can perform the test; and
• The requirements for supervision of testing.
• These conditions reflect the importance of correct interpretation of results, advice and treatment being available at the time of 
    testing. The requirement for health care professional involvement and the prohibition on self-testing reflect the critical importance 
    of immediate notification of positive cases to state and territory health authorities so that contact tracing and processes to manage 
    outbreaks can immediately start.

In a potential later scenario, where low level community transmission is being tolerated in a vaccinated population, it may be 
appropriate to review these requirements.

Can tests be performed by persons who are not health practitioners?

Yes, but the testing needs to be performed under the overall supervision of a health practitioner/medical practitioner and the person 
performing the test is trained in the correct use and interpretation of the tests.

Use of the test by untrained persons and testing performed outside the supervision of a health practitioner would mean that the 
person or organisation could be liable if something goes wrong with the performance or interpretation of the test.
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What is the accuracy of rapid antigen tests?

Rapid antigen tests can detect the virus in the acute phase of infection - especially in the week before symptoms are apparent and 
the first week of symptoms being apparent.

In the wider Australian community settings where there are low rates of COVID-19, the tests are less accurate as there is a higher 
risk of both false positive and false negative results.

For this reason, whilst a goal of no or very low community transmission is being pursued, performing confirmatory testing by PCR 
is very important if someone gets a positive test from a rapid antigen test.
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Where or who can the tests be supplied to?

The tests can be supplied for use by specified health practitioners at the point of care to the following:

• Registered medical practitioners, or an organisation, business or institution that employs or engages a registered medical 
    practitioner to perform or oversee performance of the test.
• Residential care (i.e. disability and rehabilitation facilities) and aged care facilities that employ or engage health practitioners 
    (for example nurses) to conduct or perform the test. If the residential care or aged care facilities provide care in the home this 
    condition would also allow for performance of the test to be conducted by a health practitioner.
• Organisations, businesses, or institutions (that do not have the primary function of providing healthcare services) that employ or 
    engage health practitioners to conduct or oversee performance of the tests. For example, rapid antigen tests are being used in the 
    mining sector, consistent with these conditions. The tests can also be supplied to accredited laboratories and to Commonwealth, 
    state or territory government departments, in cooperation with their relevant health departments.
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What is meant by health practitioner? Is this the same as a healthcare professional?
Health practitioner is defined in Section 3 of the Therapeutic Goods Act 1989  and is not necessarily the same as a healthcare 
professional. The conditions of inclusion on rapid antigen tests refer specifically to a health practitioner and not "healthcare 
professional".

Health practitioner means a person registered or licensed to practice under state or territory law. These include medical practitioners, 
pharmacists and nurses along with others, but not for example pharmacy assistants, dental assistants or personal care workers in 
aged care. The registration or licensing of a health practitioner, can be checked through the Australian Health Practitioner Agency 
(AHPRA).

A health practitioner, including a medical practitioner, who performs or supervises rapid antigen testing, takes on full responsibility 
for all testing conducted under their supervision including keeping records of such training. For further information see question 
'What are the responsibilities of the health practitioner?'
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Can the tests be supplied to pharmacies or dental practices? Can a pharmacist/dentist carry out the test in a 
pharmacy/dental practice? They are already administering vaccines.

At present rapid antigen tests cannot be supplied for the purpose of providing a testing service in a pharmacy or dental practice, nor 
can they be supplied to pharmacies for retail sale to consumers.

The current priority is to drive greater testing in the workplace, aged and residential disability care and in other institutional settings. 
The Department of Health (including the TGA) will

work with stakeholders over the coming months on regulatory and public health issues in anticipation of wider provision of tests, 
potentially to enable pharmacy based testing in the coming months and at a later stage possibly home or self testing.

At present, permitting wider provision of tests would be critically dependent on achieving the vaccination rates as outlined in the 
National Plan to Australia's COVID-19 response and the establishment of systems that enable the electronic reporting and recording 
of rapid antigen test results.

At this stage of the pandemic, it is important to encourage people with possible COVID-19 symptoms to have a PCR test. The 
structures are in place for all PCR test results from existing testing facilities to be recorded and results reported back to those tested 
and for isolation and contract tracing steps on positive individuals to commence without delay. These administrative processes are 
not in place at this time in pharmacies or (dental practices).

In the current Australian situation, it may be unwise to specifically encourage symptomatic or potentially infected individuals to visit 
local community pharmacies to be tested, due to the risk of infection of pharmacy staff and other customers. In contrast at dedicated 
COVID-19 testing centres, strict mask and sanitisation protocols are required from those being tested and staff at the centre wear full 
personal protective equipment at all times.

Both issues will be continually monitored by Government. Once Australia vaccination coverage reaches higher levels and there is 
confidence that disease prevalence is relatively stable in line with the National Plan to transition Australia's COVID-19 response, these 
prohibitions may be reconsidered.

It is important that any community pharmacy considering a future rapid antigen testing approach take into consideration the 
implications of testing in these environments, including:

• A procedure for notification of positive results to the relevant state/territory health authority so a follow up PCR test can be 
    performed and contact tracing initiated
• Processes to maintain confidentiality of patient information
• A procedure for possible closure of the practice and isolation of staff if a positive result is received from a rapid antigen test, and
• Any state and territory directions around rapid antigen testing.
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Who requires training?
Everyone who will perform the test needs to be trained in the correct use of the device (including specimen collection) and 
interpretation of results. This training needs to be undertaken prior to commencement of any testing.

As a minimum, the supplier of the test needs to provide training to the health practitioners performing or overseeing testing. 
Once trained, a health practitioner can train persons under their supervision to conduct the test.

Why is training required?

Training in adequate sample collection and correct performance of the test is essential to minimise user errors which can impact 
test interpretation and accuracy.

All health practitioners and persons under their supervision must be trained in the correct use of the device. Staff must also be 
trained in appropriate specimen collection and infection control procedures. Transmission-based precautions must also be used 
when collecting and handling potentially infectious specimens not just for SARS-CoV-2, but also for other infectious diseases.

Feedback from those already using these tests has confirmed the importance of ensuring adequate specimens are collected to avoid 
inaccuracies due to poor specimen collection and the need for supervision of testing, particularly for the management of false positive 
results. Both depend on appropriate training and supervision. 

Why does the testing need to be supervised by a health practitioner?

Testing by, or under the supervision of, a suitably qualified health practitioner allows for immediate clinical advice to be 
provided in relation to:

• The correct collection of a patient sample
• The correct interpretation of results
• Appropriate patient management or treatment if required
• Handling of positive results
• Arrangements for confirmatory testing and notifications to health authorities for the purpose of surveillance and contact tracing.

The health practitioner is also responsible for the supervision of the way testing is conducted and making sure records are maintained 
for individual patients. Currently with rapid antigen tests there is no automated process for recording and including the results in an 
individual's patient record or for automatically notifying state and territory health authorities of a positive test.

What are the responsibilities of the health practitioner?

The health practitioner remains responsible for the conduct of testing and must be available (either in person, or available on the 
phone or by video conference) to provide assistance or advice as required to persons under their supervision, in the correct use
of the device and the interpretation of the test results.

The responsible health practitioner must also ensure that anyone performing the test under their supervision is 
appropriately trained in:

• Infection control practices, including assessment of any site-specific work, health and safety risks
• The collection of samples, or where applicable the supervision of self-collection in order to verify patient identification, sample 
     collection, test performance and test results
• The correct use of the device and interpretation of test results
• Protocols for recording results and requirements for notification of positive results
• Protocols and referral processes for recollection and confirmatory testing
• Protocols for reporting any problems or adverse events associated with performance of the test, including false negative or false 
    positive results, to the Therapeutic Goods Administration.
• Failure to appropriately supervise testing may amount to professional misconduct. The practitioner remains liable at all times for 
     the conduct of the testing.

Can training be performed on-line?
Face-to-face training is preferable but interactive on-line training would be acceptable. All individuals undergoing training would still 
need to have access to samples of the test to practice with and be able to ask questions during the training session(s). Just providing 
a video for someone to watch would not be sufficient.
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What requirements are there for reporting the results of testing for monitoring and contract tracing?

The health practitioner performing, or supervising performance of the test, is responsible for ensuring protocols are in place for 
notifying positive results as per the national guidelines developed by the Communicable Disease Networks Australia (CDNA).

These guidelines outline Australia's national minimum standard for surveillance, laboratory testing and contact management for 
COVID-19. There may be additional state and territory requirements that need to be complied with.

Failure to manage positive results (including confirmatory testing) can have significant public health consequences.

Does self-collection of a specimen also need to be supervised?

Yes, this is an important step in the testing process.

Where samples are self-collected by individuals, the collection must be supervised to verify patient identification and ensure an 
appropriate sample is collected. Poor sample collection is a common cause of error and can result in false negative results. Whoever 
is performing the test must also be able to verify which person the sample was collected from.

Further information on self-collection of specimens can be found in advice from members of the Public Health Laboratory Network.

What about remote supervision of collection by video?

The conditions allow for rapid antigen tests to be supplied to medical practitioners who may arrange for the tests to be available at a 
clinic or other site that can facilitate supervision of the collection of the test via video. Trained staff would need to be available onsite 
to perform or supervise collection of the sample (if self-collected) and to perform the test during the consultation with the medical 
practitioner.

The medical practitioner supervising testing via video must also be trained in the correct use of the device and the interpretation of 
the test results.

Why is home testing not allowed?

The supply of home tests for COVID-19 is currently illegal as COVID-19 is a serious disease and testing should be performed by a 
suitably qualified health practitioner who is able to provide immediate clinical advice and treatment if required.

There is also a potential risk that some individuals could be motivated to conceal or not report a positive test, especially if they felt 
that their symptoms were mild and for example they might lose employment income, be unable to go on holiday or miss an 
important family event.

Although these tests can detect the virus in the acute phase of infection from symptomatic patients, in community settings where 
there are low rates of COVID-19, there is a high risk of false positive and false negative results and therefore the results can be 
susceptible to misinterpretation. This risk increases with inadequate sample collection.

Can a freight company or other business purchase tests for their workers?

Yes, a freight company or other business can purchase rapid antigen tests but only if it engages or employs a health practitioner who 
will be responsible for performing the test or supervising the performance of the test by trained staff.

The health practitioner and any staff under their supervision performing the test must be trained in the correct use and interpretation 
of the test. The health practitioner also has other responsibilities related to supervision of testing. Please see additional responses to 
questions about training and supervision.
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Declaration of Agreement 
I, hereby confirm Company ____________________________________________________________ agrees to the above TGA terms and conditions 
for medical devices, COVID-19 tests and rapid antigen tests. 

AHPRA Registration Name: _________________________________________   AHPRA Registration Number: __________________________________

Registration Signature: ________________________________    Date: _______________________


