
56%

59% 72% 11% 78% 25% 0%
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of AI-enabled medical devices approved for use in Australia
have no publicly available study information on clinical
safety or effectiveness
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Background & Aims
AI-enabled medical devices are rapidly entering healthcare. However, international evidence suggests that many reach
the market with limited regulatory oversight and publicly available evidence of safety or effectiveness. We aimed to
characterise the availability of clinical information on safety and effectiveness for AI-enabled devices listed on the
Australian Register of Therapeutic Goods (ARTG).

Methods
All AI-enabled medical devices listed on the ARTG were included. Two reviewers independently searched for publicly
available clinical information on the FDA’s list of AI-enabled medical devices, PubMed, Embase, Google Scholar, the
WHO’s International Clinical Trials Registry Platform, and the device manufacturer’s website.

Results
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Conclusion

Most devices were reliant on studies that used a
retrospective observational study design (72%)

Less than half of AI-enabled medical devices approved for use in Australia have publicly available clinical information  on
safety or effectiveness. This lack of transparency means that Australian clinicians and patients cannot be sure that
these devices are generalisable and evidence-informed.
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