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eFigure 1: Cumulative histogram of available and recalled Al-enabled medical devices that
received FDA approval over the period 1995-2024.
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eFigure 2: Total number of available FDA-approved Al-enabled medical devices by country
(panel above). Total number of recalled devices after FDA-approval by country (panel below).
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eFigure 3: Distribution of Al-enabled medical devices availability and physical state across the
available specialties.
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The four most common specialties have been considered separately, while devices corresponding to other
specialties have been grouped together. The numbers in brackets correspond to the number of devices.
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eFigure 4: Number of clinical performance studies by the physical state for all of the Al-enabled
medical devices in our sample (panel above) in separate for recalled and available Al-enabled
medical devices (panel below).
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eFigure 5: Number of FDA-approved Al-enabled medical devices by specialty, together with
details of clinical performance study type. Recalled devices are reported on the left-hand panel,

while still-available devices are on the right-hand panel.
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