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FDA permits marketing of IDx-DR for automated detection of
diabetic retinopathy in primary care April 12, 2018

IDx, a privately-held Al diagnostics company, announced today
that the U.S. Food and Drug Administration (FDA) has granted
the company’s De Novo request to market IDx-DR, an Al-based
diagnostic system for the autonomous detection of diabetic
retinopathy, a leading cause of blindness.

IDx-DR is the first autonomous,

Al-based diagnostic system authorized for commercialization
by the FDA.

(g )

IDX-DR is intended for use by health care providers to

automatically detect more than mild diabetic retinopathy

(mtmDR) in adults (22 years of age or older) diagnosed with
Topcon diabetes who have not been previously diagnosed with diabetic

TRC-NW400 retinopathy.
IDx-DR is indicated for use with the Topcon NW400.

[URL]

https://www.eyediagnosis.net/single-post/2018/04/12/FDA-permits-marketing-of-IDx-DR-for-automated-detection-of-diabetic-retinopathy-in-primary-care
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