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1D0x-DR Analysis Report

“the software provides the doctor with one of two results: (1) “more than
mild diabetic retinopathy detected: refer to an eye care professional” or (2)
"negative for more than mild diabetic retinopathy; rescreen in 12

months.”

IDx-DR is the first device authorized for marketing that provides a

screening decision without the need for a clinician to also interpret the
image or results, which makes it usable by health care providers who may

not normally be involved in eye care.”

HE : https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?1D=K213037
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