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FDA May Assess GenAI Tools Like
Physicians, Not Devices

A senior FDA official suggests GenAI-enabled clinical tools may

need to be evaluated the way physicians are — not like

traditional medical devices such as heart valves or defibrillators.

This signals a potential regulatory paradigm shift for AI in

healthcare. The implications for developers and health systems

could be profound.
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NVIDIA on Making Edge-to-Cloud
AI Work in Healthcare
NVIDIA's global head of healthcare business development,

David Niewolny, outlines what health organizations need to

know about managing edge AI devices successfully. As medical

devices and robotics increasingly embed AI, the ability to

analyze data at the edge in real time becomes critical. The

interview highlights the infrastructure and strategy required for

effective edge-to-cloud AI deployment in clinical settings.
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Zoom Launches Ambient AI
Clinical Notes Across All Visit
Types

Zoom has unveiled enhanced Zoom Clinical Notes at Zoomtopia

2026, an ambient AI documentation solution that converts

clinical encounters into structured medical notes across in-

person, video, and telephone visits. The tool directly targets

point-solution fatigue and workflow friction that plague clinical

documentation today. It represents a significant expansion of

Zoom's footprint in healthcare.
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Elucid Gets FDA Clearance for
Coronary AI Tool

Elucid has received FDA 510(k) clearance for FFR-IQ™, a non-

invasive AI software that estimates fractional flow reserve from

coronary CT angiography. Its BioIntegrated FFR-CT approach

combines vascular anatomy, plaque tissue morphology, and

hemodynamics in a single assessment. A meaningful step

forward for cardiac imaging.
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AI Spots Pancreatic Cancer 475
Days Before Diagnosis
A new AI system called REDMOD detected hidden signs of

pancreatic cancer an average of 475 days before conventional

diagnosis, with nearly twice the sensitivity of experienced

radiologists. For one of the deadliest cancers, earlier detection

could be transformative. This is what AI-powered precision

medicine looks like in practice.

S O U R C E

Sciencedaily.com

05

H E A L T H T E C H



A M I R  G I L B OA

S T A Y  I N  T H E  L O O P

Stay ahead
in HealthTech.
Weekly updates, expert insights, and AI-driven

innovation — straight from the intersection of

clinical practice and emerging technology.
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