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This briefing paper has been developed by AFAO to update the HIV community workforce on changes to the 
availability of HIV Self-Tests (HIVST) in Australia. 

Key Points 

• In October 2021, the Therapeutic Goods Administration (TGA) eased conditions on the registration of 
Australia’s only approved HIVST, the Atomo HIVST, allowing individuals to buy the device over-the-
counter in pharmacies. 

• Access through online channels will be easier as consumers no longer need to watch an instructional 
video to purchase an HIVST. 

• HIV testing must be convenient and accessible for all priority populations if Australia is to meet its goal of 
ending HIV transmission by 2025 and achieve its obligation to diagnose 95% of people with HIV in 
Australia by 2030.  

• Tests can be supplied through relevant businesses and specialist HIV organisations. 

• New advertising permissions allow health promotion of the approved device by retailers and civil society 
organisations.  

• The HIVST may not detect HIV acquired in the three months before using the test. Community members 
should be advised to consult a medical practitioner if there was an episode of exposure during this time 
period. 

• The test is a screen for HIV, and a reactive test result requires confirmatory testing in a clinical facility. A 
care card is included with the device and provides information if an individual returns a reactive result. 

Policy Context 

The World Health Organisation recommends HIV self-testing as a core element of comprehensive HIV programming. 1 
This recommendation is incorporated domestically in the Eighth National HIV Strategy 2018 – 2022, which includes 
improving the frequency, regularity and targeting of access to testing for priority populations and decreasing the rate 
of late diagnosis as a target.2 
 
Australia’s National HIV Testing Policy advises that self-testing minimises the barriers associated with conventional 
testing, including lack of access and feelings of stigma and the risk of discrimination. Self-testing can also support 
autonomy and provides added confidentiality, privacy and convenience for people who do not engage in HIV testing.3 
Australian research confirms that the proportion of people with HIV undiagnosed is higher among people born 
overseas than the Australian-born population.4  
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Summary 

COVID-19: Impact on HIV testing in Australia  

COVID-19 restrictions on movement disrupted consumer engagement with healthcare settings, leading to reduced 
face-to-face contact with health services. This led to a one-third decline in the number of HIV tests in Australia in the 
fourth quarter of 2020 compared to the fourth quarter of 2019.5 The Atomo HIVST is an alternative HIV testing 
method that will help to restore testing rates to pre-pandemic levels.  

Evidence base 

AFAO successfully relied on an evidence base that demonstrated gay and bisexual men can validly test themselves 
and correctly interpret test results. The research showed: 
 

• HIV self-testing increased the frequency of testing in gay and bisexual men. There was a four-fold increase in 
non-recent testers.6  

• Most gay and bisexual men (90%) are satisfied with the usability of the Atomo HIVST. Increasing the options for 
gay and bisexual men to access HIV self-testing will drive up testing rates.7 

• A United States study found 91% of participants correctly interpreted sample HIV self-testing results when 
presented with images depicting positive, negative, weak positive and invalid results. 8 

Promoting the Atomo HIVST: Conditions  

The Atomo HIVST became available in selected Australian pharmacies in December 2021 and will be progressively 
supplied to pharmacies across Australia in 2022. An advertising permission enables broader promotion of the device 
while keeping with the following communications required to be displayed in promotion materials: 
 

• Community members should be advised to consult a medical practitioner if there was an episode of exposure 
during this time period. 

• The test is a screen for HIV. A reactive test result requires confirmatory testing in a clinical facility.  
 
In addition, AFAO jointly developed a care card with Atomo that comes with the device and includes information if an 
individual returns a reactive result.  
 
AFAO is hopeful the easing of advertising and supply conditions will incentivise other HIVST manufacturers to seek 
TGA approval to enter the Australian market.  
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