4/4/24, 3:49 PM Us2.ai receives FDA clearance for Us2.v2, transforming cardiovascular ultrasound analysis - Us2.ai

R7 Us2.Al

Us2.ai receives FDA clearance for Us2.v2,
transforming cardiovascular ultrasound
analysis

APR5,2024

Singapore - April 5, 2024 — Us2.ai, a leading MedTech firm backed by prominent investors including IHH Healthcare,

Heal Partners, Peak XV Partners (formerly Sequoia India) and EDBI announces FDA clearance for Us2.v2, featuring 45

automated echo parameters, including strain analysis [1], marking a significant stride in medical innovation.

Us2.v2 is an advanced image post-processing analysis software device designed to aid diagnostic review, analysis and
reporting of echocardiographic DICOM images. Us2.v2 automatically generates clinically relevant and reproducible
quantitative echocardiographic measurements [2], reducing analysis time. By streamlining the echocardiographic

workflow, clinicians can generate and edit reports faster, with precision, and keep complete control.

Building upon the success of its previous FDA-cleared and CE marked solution, Us2.v1, which revolutionized

automated clinical workflow for cardiac measurements, key highlights of Us2.v2 and related publications include:

(@)

Strain imaging - automated GLS quantification e.g. as applied in the detection of heart failure [3]

(@)

Regional strain — e.g. as applied in the detection of coronary artery disease [3]

(@)

Aortic stenosis measurements (referencing ASE recommendations [4])

(@)

Comprehensive quantitative analysis of cardiac structure and function including left/right atrial and ventricular

linear dimensions, volumes, systolic, and diastolic function
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o Essential measurements used in current guidelines for the detection of conditions such as cardiac amyloidosis

and heart failure with preserved ejection fraction [5-6-7]

Key benefits include:

o Real-time fully automated image processing & analyses, with less variability compared to human measurement
o Explainable Al output, allowing users to evaluate all automated annotations & measurements

o Streamlined reporting - automated generation of comprehensive reports

o Guidelines references [8]

o Decision support tools for qualified sonographers/reviewing physicians to perform edits/revise markup on

echocardiographic image measurements

“FDA clearance of Us2.v2 marks a significant milestone and reinforces our commitment to advancing cardiovascular

care through innovative technology,” said James Hare , CEO and co-founder of Us2.ai.

“These additions are critical for busy clinical practices looking towards detection of CV diseases such as aortic
stenosis, HFpEF and amyloidosis to provide better and more precise care for patients,” said Justin Ezekowitch, MD,
Canadian VIGOUR Centre, Faculty of Medicine and Dentistry, University of Alberta, Canada. “Automation in echo will
allow more patients to take advantage of new advances in targeted therapy and reduce the uncertainty in

measurement.”

“By offering advanced capabilities that significantly enhance both precision and efficiency of echocardiographic
analysis, this innovation dramatically reduces analysis time thereby speeding up clinical workflow. This is particularly
helpful in clinical states that require additional imaging parameters such as strain; or are challenged by variability in
interpretation such as aortic stenosis. Additionally, it also ensures high-quality patient care with the integration of
international guidelines that aligns with the latest clinical standards,” said Madhav Swaminathan, MD, Associate

Professor of Anesthesiology at Duke Medical Center.

Us2.v2 is intended for use in adult patients and aims to support qualified cardiologists, sonographers, or other
licensed healthcare practitioners in clinical decision-making processes. For more information about Us2.v2 and its

impact on cardiovascular ultrasound analysis, please visit www.Us2.ai.

end of release.
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