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Subject: (Docket No. FDA-2019-N-5592) "Public Workshop - Evolving Role of Artificial Intelligence in
Radiological Imaging;" Comments of the American College of Radiology

The American College of Radiology (ACR)! and Radiological Society of North America (RSNA®)?
appreciate the opportunity to comment on the proceedings of the U.S. Food and Drug Administration
(FDA) public workshop regarding the "Evolving Role of Artificial Intelligence in Radiological Imaging" held
February 25-26, 2020 (Docket No. FDA-2019-N-5592).

The FDA defined autonomous radiology Al as “software in which Al/ML is being used to automate some
portion of the radiological imaging workflow (e.g. detection, diagnosis, reporting),” and differentiated
these solutions from the kind of “augmented intelligence” innovations currently on the market. While
certain applications of autonomous artificial intelligence (Al) could soon become useful to physicians
and health systems in caring for their patients, we have some concerns with the approaches suggested
at the workshop by a number confirmation and oversight because

ty to provide reasonable assurance of safety and effectiveness. To date, there is a

/e research

-based criteria for ensuring algorithms are generalizable and a
considerable body of published research to suggest that they often perform poorly across
heterogeneous patient populations. In light of the broad heterogeneity in imaging equipment and image
acquisition protocols and the lack of a definable mechanism to ensure the longitudinal performance of
the algorithm, we are concerned that autonomously functioning algorithms of the varieties discussed at
the workshop would pose a significant risk to patient safety.

Some have touted the recently FDA-authorized Al tool for autonomous detection of diabetic retinopathy
(IDx-DR) as an example how autonomous Al could work in medical imaging; however, we do not agree
this is an apt analogy. That algorithm is designed to assist physicians who are not experts in fundoscopic
examinations in making a referral to those that are. The output of the IDx-DR algorithm is to recommend
ophthalmologic referral for additional assessment, not to recommend treatment. In contrast, the

1 The American College of Radiology (ACR) is a professional association representing over 40,000 diagnostic
radiologists, interventional radiologists, nuclear medicine physicians, radiation oncologists, and medical physicists.

2 The Radiological Society of North America (RSNA) is a non-profit organization representing radiologists,
radiation oncologists, medical physicists and related scientists with over 52,000 members from 153 countries
around the world.


















