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Themes

*public and private capacity

*secrecy and accountability




What’s New with ML?

ecomplexity

*synergy of complexity and secrecy




Capacity and Secrecy at Patent Office
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#U.S. Applied A.l. Apps

Capacity at the Patent Office (2)
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FDA and 215t Century Cures Act

Exempts algorithms that acquire and
analyze medical information to make
recommendations so long as the algorithm

FDA: regulate if software
is proprietary or highly
complex

“enabl[es] such health care professional to
independently review the basis for such
recommendations that such software
presents...”



“Administrative
support” Independent Review
A NotSaMD Not 8aMD
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Stroke Triage

Viz.Al ContaCT: triage
based on signs of large
vessel occlusion (LVO) in CT
scan




Diabetic Retinopathy Detection
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Biomarker Detection (mostly CNN)
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Softerare Algonthen Sunomnary (Special Control 1.3.7)

The Contal" T algomithm identifies applicable CTA senes amd wenifies that contrast is
wisible in the soft nuatter of the brain and that no neetallic arfifacts swch as aneunsm clips
are present in the soft nuatter of the braom. Skall stmpping and registration steps are
performe=d. The large vessels are identified and segmeyented and the ansouant of extension
of the condrast filled segments 1s compared to a pre-defined threshold. If the threshold
excesds the magmithide of the contrast filled segpeent, a motification is gemnerated.

Traming COTA studies were used fiom nalfiple facilities to develop and train the

algornithm Three algonthm traiming phases included: imitial development and training.
pre- and post- processmmg fine-tmming: and threshold optmuzaton. The training cases ars
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ContaCT De Novo
Approval Summary

invdependaent foom the cases nsed o validate dewvice perfformance.

The following fignre present=s the ROV and performance cormves of the algorithom im the
stamndalone performmance dataset. The estimated area wnder the comee (ALY 15 91 the
fixed optomion threslyold, Slanan, is marked weith the vertical dashed lioe:




Proposed Regulatory Framework for Modifications
to Artificial Intelligence/Machine Learning (Al/MLJ-
Based Software as a Medical Device (SaMD)

Discussion Paper and Request for Feedback
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Pre-cert program
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Figure 1. A reimagined approach for the regulation of software



Model training
and tuning

Culture of

Quality and
Organizational
Excellence

o Performance evaluation
o Clinical evaluation
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Figure 2: Overlay of FDA's TPLC approach on Al/ML workflow



